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ANNOTATION

In the qualifying work, the theoretical foundations of advertising are
considered. The features of drug advertising and its influence on the prescription and
use of drugs are substantiated. The article highlights the state and features of the
organizational and legal regulation of drug advertising at the international and
national levels. A study of topical problems of the introduction of advertising of
medicines in European countries has been carried out. The paper analyzes and
summarizes the experience of reforms aimed at creating more rational and efficient
health care systems that provide a high level of equity in medical and pharmaceutical
care.

The qualification work is laid out on 52 pages, consists of an introduction, 3
sections, general conclusions, a list of used sources.
Key words: advertising, medicines, healthcare system, pharmaceutical industry,
regulations, pharmacist.

AHOTANIA

VY kBamiikauiifHiii podOTI PO3IIAJAIOTHCS TEOPETHUYHI OCHOBU PEKJIAMM.
OOrpyHTOBaHO OCOOJIMBOCTI pEKJIaMHM JIIKAPCHKUX 3aco0iB Ta ii BIUIMB Ha
MPU3HAYEHHS Ta 3aCTOCYBAaHHS JIIKiB. Y PoOOTI BUCBITJIIEHO CTaH Ta OCOOJIMBOCTI
OpraHi3alliifHO-MPABOBOTO  PETYIIOBaHHSA pEKJIaMH JIKApChKUX 3aco0iB  Ha
MIDKHapOJIHOMY Ta HalllOHaJbHOMY piBHAX. [IpoBeneHO AOCHIIKEHHS aKTyalbHUX
npoOJeM 3amnpoBaPKEHHS PeKJIaMHu JIKapCchKHX 3aco0iB y kpaiHax €Bpomnu. B
poOOTI mpoaHali30BaHO Ta Yy3araJlbHEHO JAO0CBiA pedopM, CHPSIMOBAHUX Ha
CTBOPEHHsI OLIbII paliOHAIBHUX Ta €PEKTUBHUX CHUCTEM OXOPOHU 3I0pPOB’S, SKI
3a0€e3MeuyloTh BUCOKUU PIBEHb CIPABEIJIUMBOCTI MEIUYHOI Ta (papMaleBTUYHOI
JOTTOMOTH.

Kganidikamiitna po6oTa BukiajieHa Ha 52 CTOpIHKaX, CKJIQJA€ThCs 13 BCTYILY,
3 po3ainiB, 3araJIbHUX BUCHOBKIB, CIIUCKY BUKOPUCTAHUX JIKEPE.
Knrwouoei cnosa: peknama, JiKapcbkli 3aco0i, CHUCTEMa OXOPOHU 3/10pOB'H,

(apmanieBTUYHA IPOMHUCIOBICTh, HOPMATHUBHI AKTH, PETYJIIOBAaHHS.
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INTRODUCTION

Relevance of a subject. Healthcare advertising is becoming increasingly
important in raising awareness about various diseases and health issues, as well as
the drugs and procedures needed for treatment. Unlike advertising in other
industries, healthcare advertising is unique and subject to a plethora of regulations.
Research on EU regulation in the field of pharma medical advertising focuses mainly
on the rules applicable to the advertising of prescription drugs intended for
healthcare professionals. Less has been learned about the other types of medicines
that are part of the EU health market and about the advertising restrictions that apply
to the marketing of these products to consumers. Although the restrictions on
advertising of over-the-counter (OTC) drugs are not as detailed and strict as those
that exist for prescription drugs, it is nonetheless important to be aware of the
regulatory framework applicable to consumers of advertisements for such products.

The European market for OTC consumer health products consists of more
than 2000 companies [1]. In our paper, we analyzed the general framework of
legislation and industry codes of practice that exist at the EU level to regulate the
advertising of these categories of products to consumers, with examples from
national approaches.

At the EU level, the Unfair Trade Directive 2005/29/EC governs business-to-
consumer relations relating to all types of products and services, including
medicines, medical devices and foodstuffs. The directive contains a broad ban on
misleading and offensive advertising [6]. For these purposes, an advertisement is
misleading if it contains false information or is in any way misleading or likely to
deceive the average consumer and cause or may cause them to make a transactional
decision they would not otherwise make. Aggressive commercial practices include
advertising that exerts undue influence or pressure in a way that limits the
consumer's ability to make an informed decision. There are also restrictions on
comparative advertising set out in Directive 2006/114/EC3 that apply to advertising

directed at consumers.
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In this work, we have identified the main problems of regulation and
development of drug advertising in the world. We analyzed the changes in the
advertising market, its types and growth prerequisites in the context of the COVID-
19 pandemic.

To achieve the put purpose the following tasks of the research were definite:

- to study of historical aspects of the global experience of advertising
research;

- to analyzed the advertising policy of the pharmaceutical sector;

- to investigation of the legal framework for the regulation of advertising:
world experience.

The subject of the study is administrative and legal regulation of healthcare
advertising.

The objects of the study were:

- statistical and informational materials of health authorities;

- data from WHO, as well as other international organizations on the
organization of the work of pharmacy advertising;

- legislative and normative acts regulating advertising.

Methods of researches. The research used a system-overview, analytical and
structural-logical methods of analysis.

The practical significance of the work. An analysis of the organization of
advertising in the health care system of the United States and EU countries made it
possible to identify factors contributing to this situation in relation to developing
countries.

Scientific novelty. Attractive and negative factors of advertising when buying
medicines are highlighted.

Structure and volume. The qualification work consists of the introduction,
three chapters, conclusions and the list of the studied literature. The total amount of
the qualification work makes 52 pages of the text, including 10 tables and 11

drawings. The bibliography contains 48 names of the studied literature.
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CHAPTER 1. THEORETICAL PRINCIPLES OF ADVERTISING

AND ADVERTISING CAMPAIGN EVALUATION METHODS

1.1 Historical aspects of the global experience of advertising research.

In many ways, modern advertising is the most important contribution to world
culture. Advertising is a collection of stories that companies tell customers about
their products to differentiate them from each other. By collectively listening to
commercialized gossip and purchasing related products, consumers engage with
images and stories.

The cultural dimension of advertising came of age in the 1920s. Agencies and
publicists no longer sought to simply convey objective facts about products - they
sought to associate products with a certain lifestyle, give them glamor and prestige,
and convince potential consumers that buying a product can be a personally fulfilling
and enriching experience. [1]. Advertising images try to both resonate with those
who bought the products and help them define a lifestyle. Advertising reinforces the
feeling of belonging to a group and shows that the advertised company also "gets
it".

Advertising supports basic principles: freedom of speech, competition and
democracy. Advertising is a source of important information about an open market
economy. "Advertising is a powerful tool of competition. It provides valuable
information about products and services in an efficient and cost-effective manner.
In this way, advertising helps the economy to function normally - it supports low
prices and facilitates the market entry of new products and new firms" [6].

Advertising plays a significant role in the business cycle, helping to stimulate
economic growth. In a country where consumer spending determines the future of
the economy, advertising encourages people to spend more. By encouraging more
purchases, advertising contributes to both job growth and productivity growth to
help meet rising demand and enable each consumer to spend more [48].

The main key role that advertising plays in the economy and what effect it

causes, we have shown in the table 1.1.
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Table 1.1

Key roles played by advertising in the economy

The effect of | Contents Consequences

advertising

Economic e provides consumers e generates net income
with useful information from direct sales and jobs
about choosing products through the promotion of
and services, as well as industry products and
comparing features, services;
benefits and prices; e generates indirect sales
with more complete and jobs among first-tier
information, consumers suppliers for industries
and businesses often that bear advertising
decide to purchase costs;
additional products and e creates indirect sales and
services. jobs at all other levels of

economic activity.

Consumer by providing e description of new
information, advertising products;
reduces consumer e notifying consumers
search costs, reduces about the availability of
harm from choosing the the product and the place
wrong products. of purchase;

e help differentiate
competitive choices;

e provide information
about prices and
advertising opportunities;

e saving consumers money
by encouraging
competition.

Ethical advertising can affect a e reinforces offensive
person's self-esteem ethnic and racial
when it uses a powerful stereotypes;

instinct to assess
physical and mental
state

e violates confidentiality;
creates false needs that
make you crave brands

and material goods.
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One of the major questions in the history of advertising is whether advertising
reflects existing cultural values and views on gender or whether it constructs and
creates these views. Some analysts consider advertising to be only a "mirror" of
culture. Others argue that advertising is a “distorted mirror” that both reflects and
shapes our culture [25]. The advertising industry likes to say that advertising simply
reflects existing values, because this view absolves advertisers of the guilt of
maintaining unrealistic standards.

The history of advertising has gone through several major milestones, from
the advent of the printing press in the 1440s to the enormous influence of television.
From its earliest beginnings, advertising has had to constantly adapt and change to
meet new media and increasingly savvy audiences [1,23,29].

The first television advertisement appeared on screens in 1941 in America. At
that time, advertising was an integral part of society. Although the 1950s were a
tense decade for America during the Cold War, television viewers felt optimistic and
began to loosen their wallets as prosperity began to rise. Characters were built
around the products to create the appearance of a connection between the audience
and the brands, and famous faces were brought in to sell everything from washing
machines to cigarettes [29].

According to the Business Dictionary, advertising is defined as: "Paid, non-
personal, public communication of affairs, goods and services, ideas, organizations,
people and places through such means as direct mail, telephone, print, radio,
television and the Internet" [30].

Advertising is always there, although people may not know it. In today's
world, advertising uses every possible medium to get its message across. This is
done through television, print (newspapers, magazines, magazines, etc.), radio,
press, Internet, direct sales, advertisements, mailings, contests, sponsorships,
posters, clothing, events, colors, sounds, images and people.

The advertising industry consists of advertising companies, agencies that
create ads, media outlets that place ads, and a host of people such as editors,

visualisers, brand managers, researchers, creative directors, and designers who drive
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the last mile to the client or recipient. A company that needs to advertise itself and/or
its products hires an advertising agency.

The company informs the agency about the brand, its image, ideals and values
behind it, target segments, etc. Agencies transform ideas and concepts to create
visuals, text, layouts and themes to communicate with the user. Once approved by
the client, the ad is aired according to bookings made by the agency's media buying
department [43]. Therefore, advertising is a means of communication with users of
a product or service. Advertisements are messages paid for by those who send them
and intended to inform or influence the people who receive them.

The essence of advertising can be expressed in two stages (fig. 1.1).

-

» useful content that offers a
I solution to a problem

e consumers like useful
content and dig deeper to
learn more about a brand

N

Fig. 1.1 Stages of the advertising creation process.

Over the years, the evolution of advertising has gone through several
important stages, as it has had to constantly adapt and change according to new
media and audiences. Most importantly, it has become much more personalized
throughout history. The single medium that has had the greatest impact on the history
of advertising and ad personalization is the Internet and its ability to collect billions
of data points about users.

The Internet has made an incredible revolution in advertising [26]. This has
changed not only the way advertising is broadcast, but also the way consumers relate

to it.
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1.2 Essential characteristics of advertising and features of advertising on
the Internet.

When analyzing advertising claims, it is necessary to take into account the
fact that this is a complex and ambiguous concept, which is interpreted with the help
of a complex study. There are different approaches in terms of scope, and different
countries interpret this judgment differently. This word is of Latin origin and is
translated from the original language as "chant", "assert", "shout", all words with a
clear active and persuasive color [16].

In the world, advertising has become a large and important service industry.
Analysis of the information provided by foreign experts allowed us to formulate two

main laws of advertising (fig. 1.2).

e Advertising e Advertising that
stimulates the sale of informs about an

a good product and insignificant feature
accelerates the failure  of the product, which
of a bad product, it is present in small
shows what qualities quantities and which
the product does not the consumer cannot
have and helps to see, helps to establish
quickly understand it or this or that

this feature is absent and

thereby accelerates
the failure of the
product

Fig. 1.2 Basic laws of advertising.

Scientists and practitioners in their research offer completely different sets of
approaches to defining advertising. If you highlight the main ones and find the
intersection, you can highlight the following (tabl. 1.2) [23,24].
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Table 1.2

Approach Judgment

Function

Marketing the most important tool
of promotion, marketing

promotion of goods, services or
ideology, which is reduced to

of intellectual activity

(economic)
communications informing, popularizing, increasing
demand and loyalty, achieving the
ultimate goal
Creative creative process, product | a bright, unexpected and attractive idea

for advertising activities in order to
stand out from the competition

Advertising 1s always aimed at the
aimed at informing him about new goods

by various means.

consumer, including the potential one, it is

and services and their consumer properties

The goals of advertising activity must be clearly defined in terms and

expressed quantitatively, this approach

to the formation of goals allows you to

control the effectiveness of advertising activity [23]. Advertising goals can be very

different, but the main goal of advertising is to increase the company's revenue by

increasing the demand for services provided or products sold (fig. 1.3).

® increase

the

company's revenue by

increasing the demand

for services provided or
products sold

® increase demand,
information about
changes in sales
conditions

e create a favorable
impression of the brand
and the product itself

Fig. 1.3 Task of advertising activity.

e introduce a new
product, enter a new
market

e increase consumer
knowledge about how
the product can be used
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Advertising performs a number of very important functions. The main ones

presented in the table. 1.3.

Table 1.3

Main functions of advertising

Function Value

Economical Advertising stimulates the sale of goods and helps increase
profits, speed up the buying and selling process.

Educational Advertising acts as a learning tool: the consumer not only

(informational) learns about goods and services, but also finds ways to
improve life.

Communicative | With the help of surveys and questionnaires, analysis of
market processes and internal research, the feedback of the
company (company) with the market and the consumer is
supported.

Controlling Manages the processes of forming preferences of consumer
groups for various products.

Demand Using the possibilities of targeted influence on the consumer,

management advertising not only forms demand, but also manages it,

(marketing) reducing or increasing the volume of advertising information

and planning its distribution

Public (social)

With the help of advertising, a message is transmitted to many
people, a positive phenomenon, event, attraction is promoted,
an anniversary in the life of the company is remembered, a
warning is given about the negative consequences of certain

events, etc.
Stimulating Reminder, incentive to buy, contact
Psychological Influence on emotional and mental processes, on the

formation and development of needs, on the sense of self-
worth, prestige, opinions and preferences of consumers, on
their aspirations.

The Internet connects marketers with customers across the country and around
the world. When advertising online, there are rules and guidelines that protect

consumers and also help businesses maintain their trust in the Internet as a marketing
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tool. In addition, advertising integrity standards apply when selling computers,
software, drugs, or other products or services.

The term "Internet advertising" includes all types of advertising that are
designed to be placed on the Internet and work with the target audience, it combines
traditional image advertising with the dissemination of information and sales
through the global Internet network".

Internet advertising - advertising placed on the Internet, mainly on well-
recommended and popular websites (for example, Google), presentation of goods,
services or enterprises on the Internet, addressed to the mass consumer and has a
persuasive character [13].

There are several main types of advertising on the Internet, which differ in the
scheme of interaction of the parties, the complexity of setting up and conducting the
campaign, placement and other resources. Understanding their essence, advantages
and disadvantages will avoid the risk of "losing money", as well as understand which
option is definitely suitable and which is not.

The main types of advertising on the Internet and their features are presented

in fig. 1.4.

on

=

Z ;

2 ..

) | Mediaadvertising Contextual advertising
>

=

= Advertising 1n Google
- Promotion in social Shopping

g networks

=

= | Advertising on You

# Tube E-mail distribution
=

e

Fig. 1.4. The main types of Internet advertising.
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Advertising is the structured and composed non personal communication of
information, usually paid for and usually persuasive in nature, about products
(goods, services, and ideas) by identified sponsors through various media. Direct to
Consumer Advertising involves promoting products directly to consumers by the
use of popular media. Historically, advertisers have used the traditional mass media
- radio, television, newspapers, magazines, and billboards- to send their messages.
But these are largely being replaced by Internet advertising. In today's world,
advertising has a profound impact on the society of which consumer is a part. It is a
powerful force that shapes the attitudes and behavior of the people.

1.3. Theoretical principles of advertising and advertising campaign in the
world.

An advertising campaign is a set of coordinated advertising activities (events,
appeals, publications) implemented by the company over a certain period of time
and pursuing a single, clearly defined goal, connected by an identified topic.

"A successful advertising campaign is a combination of a successful
advertising appeal and the right choice of media, as well as the timing of the appeal."
It is possible to highlight the main variables of an advertising campaign - it is time,

place and content, as shown in fig.1.5.

places of
accommodation

time segment

content

advertising campaign

Fig. 1.5 — Components of an advertising campaign.
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The development and implementation of an advertising campaign
traditionally includes five main stages.

Stage N 1. Research.

Volumetric stage, which includes the collection of data about sites,
enterprises, competitors and the target audience of the resource. At the same time,
the main emphasis is on the analysis of the target audience, since the effectiveness
of advertising depends, first of all, on the reaction of users to it. Conducting
segmentation of Internet users using basic and connecting needs as segmentation
features allows the campaign to significantly narrow or expand its target group,
depending on the tasks, which can become an additional competitive advantage.

Stage N 2. Setting goals and drawing up a strategy.

At this stage, the company must clearly understand the purpose of advertising,
that 1s, why the advertising campaign will be carried out. The goal may be to build
the name and prestige of the company in order to later take a strong position in the
market. The goal may simply be to sell the product. In other words, objectives may
be economic or non-economic, or advertising may be purely economic or non-
economic in nature. The campaign budget is formed on the basis of the received
data. Marketers develop a company's promotion strategy based on its ability to stand
out among competitors in the general market, providing consumers with a unique
type of service or emphasizing in every way the high qualification of its workers,
specific product properties, product or service advantages over other firms. It is
important to find what the consumer is most sensitive to, as well as what will allow
the most effective use of the advertising budget.

Stage N 3. Media planning.

A more detailed work plan is formed for short periods of time, where a
complete list of all advertising communications is worked out, sites for placing ads
are selected. The choice of the type of Internet advertising is carried out taking into
account the specifics of the enterprise (company, firm), its goals and objectives, as

well as advantages and disadvantages of each individual tool. The organization,
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depending on its goals and tasks, should choose the optimal sites and means of
Internet advertising.

Stage N 4. Implementation.

Development of advertising (creating videos and writing text for ads, creating
creative), as well as setting up targeting displays, launching campaigns.

Stage N 5. Calculation of efficiency.

Analysis of results, calculation of performance evaluation and correction of
impressions, as well as the ads themselves.

You can independently assess the effectiveness of the created advertising
campaign in detail and make forecasts regarding the improvement of the quality of
the online store, using various statistical and analytical services. After each end of
the advertising campaign, it is necessary to evaluate the effectiveness and analyze
the results.

It should be noted that calculating the effectiveness of advertising through an
Internet resource 1s the most difficult, and this 1s due to the fact that the number of
visits to the Internet resource correlates (with a high positive correlation coefficient)
with the number of responses to other advertising means .

Advertising activity, compared to other types of activity, is more associated
with risk, since there is practically no full guarantee of a positive result.

Advertising is a tool for generating income in business by increasing sales.
However, when using this tool it is necessary to constantly monitor costs and
evaluate the effectiveness of investments. So that advertising generates revenue that
will exceed all costs. Otherwise, the funds received from the sale of goods and
services will not cover the costs incurred and all the company's work will become
unprofitable.

There are many types of advertising products. Depending on the goals and
objectives of advertising, the following types are distinguished [23,24]:

e commercial or economic;
e image advertising;

e stimulating advertising;
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e political advertising;
e business advertising;
e social advertising and others.

Public or social advertising is a type of advertising activity that is closely
related to society, that is, society. The focus of attention is on models of human
social behavior. The main goal of social advertising: to influence habits that are
harmful from the point of view of society, forming behavioral patterns useful for
society. In general, social advertising contributes to the humanization of society,
therefore it is actively used by state structures, as well as all kinds of non-profit
organizations. Advertising of medicinal products can be classified as a type of social
advertising.

The development of the pharmaceutical industry in the world was parallel to
the development of the advertising industry, and they were deeply intertwined.
Patented medicines gained popularity among the public, manufacturers invested
more and more money in their advertising. Advertising, in its early days, was widely
stigmatized in society, undergoing rapid transformation into the main facet of the
global economy we see today. At the beginning of the 20th century, drug advertising
became a multi-million dollar market [28,29].

In the 19th century, there were no clear rules for the production and
advertising of medicines. Pharmaceutical firms could voluntarily adhere to the
American Medical Association's Code of Ethics, which stipulated that firms should
sell and advertise their products only to the medical profession and not to the general
public [47]. Because it was a voluntary choice, very few drug manufacturers actually
followed the Code of Ethics. Patent drug manufacturers pioneered modern American
advertising, which we continue to see today in both pharmaceutical and other
commercial markets [37].

Drug marketing is big business, and companies are willing to spend a lot of
money to offer you an easy solution to a health problem that a person may or may
not have. In 2021, lifestyle and entertainment was the industry with the highest
spending on television advertising in the United States, reaching US$10.1 billion.



19

Pharmaceuticals and medical are in second place with spending of 5.6 billion, and
food and beverages round out the top three with advertising spending of 4.5 billion
[48].

From 2015 to 2020, annual prescription drug advertising spending across all
media (except digital) increased from $3.2 billion to $5.2 billion, and that number is
expected to continue to grow [2].

In 2020, the pharmaceutical industry spent 4.58 billion U.S. dollars on
advertising on national TV in the United States, unsurprisingly representing a big
shift in spending compared to the 2019 pre-covid market. In 2020 TV ad spending
of the pharma industry accounted for 75 percent of the total ad spend (fig.1.6).

w

ending in billion U.S. dollars

N

Sp

2016 2017 2018 2019 2020

Source: Statista 2023.

Fig.1.6 Pharmaceutical industry TV advertising spending in the United States from
2016 to 2020 (in billion U.S. dollars).

The top-spending pharma companies in MediaRadar’s study were Pfizer,
AbbVie and GlaxoSmithKline. Pfizer spent most on brands Chantix and Eucrisa,
while AbbVie spent on Humira, Orilissa and Mavyret. GSK spent more of its TV
dollars on prescription product Breo Ellipta, but also on consumer brands Sensodyne

and Flonase.
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The pandemic upended everything in healthcare, even advertising. Spending
on digital channels surged in 2020 and again in 2021. Now, marketers are grappling
with a new landscape where consumers access treatment through video visits,
mobile apps, and text messages.

Fierce Pharma reported according to data from Standard Media Index (SMI),
pharma ad spend on linear TV fell by 4% YoY in 2022 while digital’s share of the
media mix rose from 49.6% to 52.6%, marking a possible tipping point in the
transition to digital pharma advertising.

Advertisers are exploring tools like first-party data and contextual targeting to

stay connected to consumers and clinicians alike.

Conclusions to the I Chapter

According to the scientific literature, we analyzed the current state of the
global advertising sector. The main definitions of advertising, its functions and main
directions of development were highlighted. In the first chapter, the theoretical base
of advertising activity, the theory of advertising campaigns is worked out. The main
definitions of concepts were considered, the goals and tasks of advertising were
considered. The features and trends of modern advertising of medicinal products are
analyzed.

It can be noted that due to the variety of forms of advertising, it serves
different purposes and has a great impact on the economy, ideology, culture, social
climate, education and many other spheres of public life. However, the main purpose
of creating and spreading an advertising campaign is to sell a product or service and

make a profit for business owners.
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CHAPTER 2. ORGANIZATIONAL AND ECONOMIC ISSUES OF

LEGAL REGULATION OF DRUG ADVERTISING.

2.1 Advertising as a source of information provision of society with
rational pharmacotherapy.

Modern pharmacy cannot be imagined without advertising, just like any
industry that provides services to the population. Pharmacists, conveying
information to patients, paying attention to medicines, create a positive image for
the pharmacy. Therefore, effective advertising is very important.

Medicines can cure acute illnesses, treat chronic conditions, relieve
symptoms, and prevent future health problems. However, any decision to use
medication involves weighing the potential benefits against the potential harms. To
make an informed decision, a person needs information about the goals of the
treatment, how it works, how to use it properly, the likelihood of benefit and harm,
and how the drug compares to other available treatment options or the option of not
treating, and relative cost-effectiveness. The quality of information accompanying
medicines can make the difference between 'poison and medicine', between uses that
lead to improved health and uses that are more likely to result in harm [3,18,31].

As important as information about medicines, inaccurate information about
diseases and disease risks can cause harm if patients seek medical care when it is not
needed, leading to unnecessary use of medicines and potential exposure to harm
caused by taking medicines.

Irrational use of medicines is widespread in the world. This includes use when
the medication is not needed, off-label use, selection of excessively harmful or
ineffective options, concurrent use of products that should not be combined, use by
patients for whom there is no scientific evidence of benefit, overdosing, and use of
more expensive equivalent options.

Underuse can also be a problem, for example, if an inadequate dose or
duration of use leads to ineffective treatment or the development of resistance, or if

a person does not adhere to or does not receive the necessary therapy. Many factors
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contribute to the misuse of medicines, including not only a lack of information, but
also inaccurate and misleading advertising.

The World Health Organization defines pharmaceutical advertising as "all
informational and persuasive actions of manufacturers and distributors, the result of
which is an inducement to prescribe, supply, purchase and/or use medicinal
products" [45,50].

Not all advertising necessarily leads to the misuse of medicines. However,
there is a tension between the competitive pressures manufacturers face to increase
product sales and the maintenance of limited, judicious use of the most cost-effective
alternatives available. An analysis of the 25 most advertised drugs in the US from
August 2013 to December 2014 found that only one-third were rated as innovative,
and only one was on the WHO Essential Medicines List [48-50].

The instructions that are covered by the advertising of medicinal products are

presented in figure 2.1.

QD paid ads in newspapers, advertising information
C — magazines, billboards, about the drug on the

* m— flyers, etc company's website
(Vg

word of mouth promotion
by medical sales provision of drug samples
representatives

advert

sponsoring meetings posts or texts on social
— involving prescribers and networks such as Facebook
drug providers or Twitter

Fig. 2.1 Types of instructions to which drug advertising applies.
The new system emphasizes a shift from a product focus to a consulting focus.
The development of information technologies in the field of health care and their

impact on pharmaceutical practice shows the following statements [32]:
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a. to remain competitive in the future, the community pharmacy should become
more of an information center;

b. in order to become a point of contact for any health-related problem,
pharmacists need appropriate sources of information about medicines that
should be easily accessible, up-to-date, reliable and meet the needs of patients
who need quick access to information;

c. as patients have access to the same sources of information as healthcare
professionals, pharmacists should be able to support patients in interpreting
information;

d. as the importance of information available on the Internet is growing,
pharmacists must be familiar with new information technologies;

e. websites approved by independent agencies should become the main sources
of drug information for pharmacies;

f. knowledge acquired at university often becomes obsolete after a few years.
Pharmacists should participate in continuing professional development
programs to update their knowledge in order to provide the best possible
service to their patients.

Modern pharmaceutical companies cannot function successfully without the
use of advertising. A decrease in consumer demand in certain market segments, the
need to receive feedback from the consumer, the desire to have measurable results
in certain areas of activity, and the need for new effective approaches to developing
marketing and disseminating information about medicinal products through
advertising [15,18].

Adequate information about medicines is vital for their correct use. Common
pharmacy situations, such as adverse drug reactions, drug interactions, or use of
drugs during pregnancy and breastfeeding, require access to sources of drug
information. Information sources must be relevant, accurate, user-friendly and
trustworthy. The image of the profession of pharmacists shows that the pharmacist
is responsible for advising other medical professionals and patients on drug therapy

and health 1ssues.
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A recent study of the use of drug information sources in Switzerland showed
that pharmacists mainly use reference books and textbooks as sources of drug
information. Also, in Spain and Hong Kong, official directories were the most
common sources of information [41,46]. In Japan, pharmacists received information
about drugs mainly from medical representatives of pharmaceutical companies [31].

All advertising of medicinal products must also meet quality standards (tabl.
2.1). Public advertising of pharmaceuticals that are for pharmacy or general sale is

allowed. Advertising should not be directed exclusively or primarily at children [39].

Table 2.1
Quality Standard for the advertising of medicinal products.
Standard Quality requirements
L correspond to the | clearly state that this is an advertisement

information given in the
product summary

for a medicinal product and state the name
of the product and, if there is only one, the
name of the active substance

product is "safe"

II. objectively present the | include information necessary for the
product without | correct use of the product and a clear
exaggerating its | invitation to read the instructions on the
properties and encourage | package or in the package instructions
rational use of the product
III. do not mislead do not indicate that the effect of taking the
product is guaranteed, is better than other
1dentified treatment methods, or that the
product has no side effects

IV. not claim or imply that the | do not refer to the recommendations of

scientists, medical professionals or
celebrities who may encourage the
consumption of drugs

Consumers value pharmacists who provide information about the proper use
of medications and confidence that prescriptions are being filled correctly.

Pharmacists are considered to provide valuable advice on a range of health issues
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when requested. In accordance with the fundamental changes in society, thanks to
the enormous amount of information, the lack of borders and easy access to the
Internet, social networks such as Facebook are becoming the most common means
of distributing advertisements for various types of goods, including medicines; this
leads to the popularity of self-medication [17].

According to the WHO, mortality from irregular and uncontrolled drug use
ranks fifth in the world among the causes of death. Advertising of drugs in the world
is subject to strict control by the state [50].

Advertising of medicines, medical equipment, methods of prevention,
diagnosis, treatment and rehabilitation helps to increase the competitiveness of the
products of the companies producing the corresponding goods and services. And
under conditions of competition, such companies will improve the quality of their
goods and services in order to increase the number of consumers.

Also, one should not forget about the social significance of advertising of
medicines, methods of prevention, diagnosis, treatment and rehabilitation - such
advertising has a positive effect on the consumer's awareness in this area, provides
him with information about the nature, assortment of such goods and services, etc.
This, for example, allows a person who does not understand medicine to easily find
his way around and choose the medicine he needs. In a democratic society, a person
should have information about the product, in particular about the advertised
medicinal product, and, having the information, gets the right to choose. It is
impossible to deprive a person of the right to such information.

2.2 Analysis of advertising policy in pharmacy in the countries of the
world.

Pharmaceutical regulation sets scientific standards and frameworks for
obtaining high-quality, safe and effective medicines for patients. It is a critical
component of the process that turns the spark of an idea into a licensed therapeutic
that can change the lives of patients around the world.

In countries with a developed market economy, the legal regulation of

advertising has gone through a long path of development and today is an effective
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mechanism that combines elements of self-regulation and state regulation.
Developing countries tend to learn from the experience of advanced countries. They
also take into account the national, religious, geographical, economic and other
characteristics of the native countries.

At the second stage of the work, we analyzed the policy of advertising
medicinal products in EU countries, as well as in a number of other countries.
Studying the experience of the EU is necessary for countries that are just starting
this path and as a result of the European integration vector of development, their
national legislation is gradually being harmonized with EU practices.

The regulation of advertising of medicinal products in the EU countries is
quite uniform. This is due to the fact that the national legislation regulating the
advertising of medicinal products in all EU countries is harmonized with Article VIII
of Directive 2001/83/EC. It is in this document that the requirements for regulating
the advertising of medicinal products are prescribed. The Directive is a set of key
requirements and prohibitions. National legislation may not contradict them, but
may contain unprincipled additions.

Directive 2001/83/EU of the European Parliament and the Council of the EU
dated 06.11.2001 "On the consolidation of Community laws on medicinal products
for humans" approved the consolidation of rules governing the production,
classification of drugs, their labeling, advertising, placing on the market, wholesale
and retail trade, pharmacological supervision, etc. [36].

According to Directive 2001/83/EC (Article 97), advertising of medicinal
products is subject to effective and adequate monitoring [36]. According to the
Directive's article 98, the Marketing Authorization Holder (MAH) must set up a
scientific service to handle the information about medicinal products and make sure
that the authorities or bodies in charge of monitoring the advertising of
pharmaceuticals are following their decisions. However, the Directive gives some
freedom to the Member States (MS) in the monitoring as it does not exactly elaborate
on the rules for the control of pharmaceutical advertising. Nevertheless, the

Directive does not contain precise rules on the control of pharmaceutical advertising,
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leaving a certain degree of freedom to MS in carrying out such monitoring. The
national legislation of the member countries that have ratified the Directive must
comply with the provisions set out in it. However, each of them can approve
additional rules, for example, regarding the advertising of medicinal products [40].

Each country has transposed the European Directive into national legislation
and regulatory guidelines with local adaptations, so all MS have taken further special
measures regarding the advertising of medicinal products. Thus, depending on the
MS, pharmaceutical promotion may be controlled by the government, national
competent authority or not, an approach called "self-regulation" [36].

As part of self-regulatory activities, monitoring and control in the absence of
designated national competent authorities can be delegated, for example, to national
pharmaceutical industry associations, stakeholder groups or the company
responsible for the advertising itself. Such associations and organizations develop
their own codes and can evaluate and approve advertising. Promotional activity is a
key part of the business strategy of biotech and large pharmaceutical companies after
obtaining marketing authorizations and as they prepare to launch their new drugs in
Europe.

European countries can rely on different manuals/codes to follow the
principles of good promotion practice, especially in the context of self-regulation of
the company itself. Published by the WHO in 1988, "Ethical Criteria for the
Advertising of Medicinal Products" provided the basis for the development of
guidelines and measures to ensure ethical advertising practices [45].

The International Federation of Pharmaceutical Manufacturers and
Associations (IFPMA) regularly publishes a Code of Practice that sets global
guidelines for the promotion of pharmaceutical products. Section 12.3 of the [FPMA
Code of Practice 2019 states that a designated company employee with sufficient
knowledge and appropriate qualifications should be responsible for approving all
advertising communications (Qualified Academic Staff) [38]. Consumer protection

laws play an important role in a robust market economy, the main ones are presented

in table 2.2.



28
Table 2.2

European regulatory environment for pharmaceutical advertising.

Main legislative acts

Contents

Resolution WHA39.27. "Ethical
criteria for the promotion of
medicinal products", WHO,1988

Provide a framework for creating rules and
policies to ensure ethical advertising practices.

Council of May 11,2005 ‘Unfair

[45].

Directive  2001/83/EU  of the | The summary of rules governing the production,
European Parliament and the | classification of drugs, their labeling, advertising,
Council of the EU dated 06.11.2001 | introduction to the market, wholesale and retail
"On  the  consolidation  of | trade, pharmacological supervision, etc. was
Community laws on medicinal | approved.

products for humans"[36].

Directive  2005/29/EU  of the | Relation to  unfair  business-to-consumer
European Parliament and the | commercial practices in the domestic market

governing consumer advertising;

European Parliament and of the
Council of December 12, 2006.
dated March 10, 2010 “Audiovisual
Media Services Directive “ [33].

Commercial Practices Directive’ | -applies to any action or omission directly related

[35]. to the promotion, sale or supply of the product by
the trader to consumers. Thus, it protects the
economic interests of consumers before, during
and after a commercial transaction; - ensures the
same level of protection for all consumers,
regardless of the place of purchase or sale in the
EU.

Directive 2006/114/EU of the | Applies minimal and objective criteria for

European Parliament and the | determining whether an ad is misleading for

Council of December 12, 2006 [34]. | misleading and comparative advertising.

Directive  2010/13/EU  of the | Coordination of certain provisions laid down by

legislation, regulations or administrative acts in
the Member States regarding the provision of
audiovisual media services.

Regulation (EU) N 2006/2004 of the
European Parliament and the
Council of October 27, 2004 [44].

Cooperation between national bodies responsible
for the implementation of laws on the protection
of consumer rights.

Code of the European Federation of
Pharmaceutical Industries and

Associations (EFPIA) [38].

Companies operating in Europe refer to the
relevant codes of practice. EFPIA Code of
Practice on Relations between the Pharmaceutical

Industry and Patient Organizations.
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The unifying feature of the legislation of all EU states is the distinction
between advertising of medicinal products aimed at the end consumer and at health
care professionals. The regulations stipulate the different requirements for
advertising to the general public and healthcare professionals.

Advertising of drugs for a wide range of consumers and information about
medicinal products, presented in specialized publications, materials for specialized
conferences, seminars, etc. Specialized publications are an integral part of the health
care industry with a narrow target audience that is not the final consumer of the
products about which the information is distributed.

Advertising can be presented in several forms, including:

o medical journals — scientific/professional/medical magazines;
o newspapers;

° television advertisements;

o internet advertising;

o posters.

The scope behind the regulation of advertising is to:

- encourage the rational use of the medicines, by presenting it objectively
and without exaggerating its properties;

- ensuring that they are honestly promoted with regards to their benefits
by complying with the particulars listed in the summary of product characteristics
of the medicine; and

- not be misleading.

According to Directive 2001/83/EC, "advertising" includes a wide range of
activities designed to promote the prescription, supply, sale or use of medicinal
products. According to EU legislation, drug advertising is any form of direct
provision of information by medical representatives, conducting population surveys
or incentives that promote the prescription, supply, sale, or use of drugs.

We highlighted the main concepts that include drug advertising (fig. 2.2) [36].



* The
concept of
advertising

advertising aimed at the end consumer;

aimed at persons authorized to prescribe or
supply drugs;

visits by medical representatives to persons
authorized to prescribe medicinal products;

provision of product samples;

stimulation, encouragement to prescribe or supply drugs
in the form of gifts in the event that they may be related
to practical medical or pharmaceutical activities;

financial support of activities that contribute to the
increase in the volume of sales of products, with the
participation of persons authorized to prescribe or supply
medicinal products;

financial support of scientific conferences attended by
persons authorized to prescribe or supply drugs,
including payment of related travel and living expenses.
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Fig.2.2 Advertisement of medicinal products includes the following concepts.

Persons authorized to prescribe or supply medicinal products must have

access to objective sources of information about the drugs presented on the market.

It 1s worth noting that only those of them for which a trade license has been issued

The general legal regime of circulation of medicinal products [5,19]

can be advertised.

The general principles included in the Code of Medicinal Products for

Humans are as follows:

Unauthorized drugs may not be advertised to any person (including the

medical profession).
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It is forbidden to advertise prescription-only drugs, as well as drugs containing
psychotropic or narcotic substances.

All permitted advertising must be consistent with the product brief.

All permitted advertising must encourage rational use and must not mislead.
Member States may decide to prohibit the advertising of medicinal products
for which the cost is paid.

Companies should create their own scientific service. They must keep copies
of published notices and provide them to the authorities upon request.

In addition to the directives and regulations specific to the pharmaceutical

industry, the following four general directives and regulations apply:

Legal regime of sales to consumers [36]

Articles 87 and 88 of Directive 2001/83/EC on the Community code relating

to medicinal products for human use require Member States to prohibit advertising:

Medicines without a trade license.
Consumers of prescription drugs.
Consumers of products containing psychotropic or narcotic substances.

Medicinal products intended for use without the intervention of a medical

practitioner may be advertised to the public, but must:

It is clearly indicated that the advertised product is a drug.

Include the name of the product and its generic name if the medicinal product
contains only one active substance (member States have the possibility to
derogate from this and allow reference only to the name of the product and
the International Nonproprietary Names (INN)).

Directive 2006/114/EC on misleading and comparative advertising applies to

all comparative advertising, but without specific reference to pharmaceuticals. This

area is regulated in more detail in relation to medicinal products by the national

legislation of EU member states [34]. A product advertisement is the only type of

advertisement that includes the name of the drug and discusses its benefits and risks.

However, these advertisements must not be false or misleading. The legislation
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encourages companies to use plain language in product advertisements aimed at

consumers (tabl.2.3).

Table 2.3.

Basic requirements for advertising according to users

Users

Requirements

End consumer

Advertising of prescription drugs, as well as drugs for the
treatment of tuberculosis, sexually transmitted diseases,
other dangerous infectious diseases, malignant neoplasms
and other oncological pathologies, chronic insomnia,
diabetes and other metabolic disorders is prohibited.

Health care

specialist

Basic information, including a brief description of the drug
(instructions for use);

category of medicinal product leave;

to be precise; be verified;

sufficiently complete for the recipient to form his own
opinion as to the therapeutic value;

the class of supply of the medicinal product and the date of
its preparation or last revision are indicated.

Advertising to the
public

Give the impression that medical advice or surgery is
unnecessary; indicate that the effect is guaranteed, without
adverse reactions, or better or equivalent to the effect of
another treatment or product; suggest that taking the
product will improve health; suggest that abandoning the
product may affect to health (except for vaccination
campaigns); be directed exclusively or primarily at
children; seek endorsements from people such as scientists,
medical professionals or celebrities who may encourage
consumption; suggest that the product is a food, cosmetic
or other consumer product ; assume that the safety or
effectiveness of the medicinal product is due to its
naturalness; lead to false self-diagnosis due to the
description of the medical history;

refer to claims for compensation in inappropriate, alarming
or misleading terms;

use incorrect, alarming or misleading terms or depictions of
changes in the human body caused by disease, injury or the
effect of the product on the human body.




33

Member States are responsible for monitoring marketing activities in relation
to professionals. MS have more detailed legislation than at the EU level. Member
States should give courts or administrative authorities the power to issue orders to
stop or ban advertising [34].

MS may require the inclusion in such advertising of information on the prices
of various dosage forms of drugs, as well as on the conditions for reimbursement of
costs for these products. All information contained in advertising must be true, up-
to-date, verifiable and complete enough to enable health care professionals to form
their own opinion on the therapeutic value of the medicinal product. MS should
ensure the availability of adequate and effective methods of continuous monitoring
of compliance with all regulatory requirements regarding the advertising of
medicinal products. It may be based on a system of preliminary checks, but should
always include statutory provisions under which regulatory authorities may take
legal action against such advertising. According to the Directive, the main
requirements for advertising to end consumers and to healthcare professionals
(including all supporting documentation included in the advertisement) are
presented in table 2.3 [36].

Despite the common structure in EU Directive 2001/83/EC, advertising rules
are regulated by different texts and frameworks in each of the EU member states and
Great Britain [36]. Each country has local peculiarities in the verification of
advertising materials. Before starting local advertising operations in the EU and the
UK, pharmaceutical companies must meet several local requirements to comply with
local laws [32]. The European Union unifies 28 Member States as well as countries
in the European Economic Area (EEA), providing a single market for the
pharmaceutical industry. The EU’s directives and regulations outline the
requirements for the development, manufacture and marketing of medicinal
products for human and veterinary use.

Each European country has different laws and regulations regarding drug
advertising in Europe. Table 2.4 shows some of the main laws and regulations that

pharmaceutical manufacturers must comply with.
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activities

Table 2.4
Laws and regulations of drug advertising in some EU countries
Laws and England Germany Italy Switzerland
regulations
Laws and codes | EFPIA Code | Law on Article 113 Federal Act on
for advertising of Practice Advertising in the | of Medicinal
pharmaceuticals Field of Healthcare | Legislative | Products and
Decree Medical
219/2006 Devices
Laws for Same as the | Same as the above | Governed Same as the
internet above for for advertising MoH above for
advertising advertising guidelines of | advertising
17.02.2010
Laws for Same as the | Same as the above | Governed Same as the
advertising on | above for for advertising MoH above for
social media advertising guidelines of | advertising
06.02. 2017
Prior A final form | Appoint an The MAH The MAH
arrangements 1s to be information officer | must have a | must
that companies certified by a scientific designate a
must do person on office that person who is
behalf of the oversees the | responsible
company information | for advertising
released in medicinal
the market products
Penalties for Unlimited Intentional breach: | Ranging CHF 50,000
failing to fine or two 1-year from €2,600-
comply with years of imprisonment or €15,600 and
advertising imprisonment | fine Negligent €10,000-
rules breach: EUR €60,000,
20,000 Negligent | when in the
or intentional press or in
breach of explicitly | radio-
listed regulations: | television
EUR 50,000 programs
Need for No legal Provision of SOPs | No legal No legal
Standard requirement | is advisable requirement | requirement
Operating for SOPs for SOPs for SOPs
Procedures for
governing
advertising
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Member States have the right to prohibit advertising on their territory for a
wide range of medicinal products that are subject to reimbursement from the state
budget. However, such restrictions do not apply to advertising aimed at healthcare

professionals.

Conclusions to the IT Chapter

From the above information, it can be concluded that in the EU countries,
advertising of medicinal products for healthcare professionals is allowed. There are
mandatory and advisory requirements for advertising materials in different
countries, which may differ.

However, in most European countries they must comply with the Directive,
which establishes general criteria. The unifying feature of the legislation of all EU
states 1s the distinction between the advertising of medicinal products aimed at the
end consumer and healthcare professionals.

It should also be noted that in the EU countries, when regulating the
advertising of medicinal products, the general term "advertising aimed at persons
authorized to prescribe drugs or supply them" is used, and the terms "information"
and "advertisement" are more detailed compared to those in Ukrainian legislation
and in in different countries may include promotion, visits by medical

representatives, and sampling [36].
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CHAPTER 3. STUDY OF MODERN PROBLEMS OF DRUG

ADVERTISING.

3.1 Law enforcement practice studying the risks in advertising
medicines.

Advertising 1s the main tool for promoting goods on the market, the most
effective mechanism for increasing sales of products and developing competition.
Thus, the legislation in the field of advertising is primarily intended to regulate the
process of advertising goods, ensuring its truthfulness and reliability.

All businesses that have a product or service to sell must advertise, and a
competitive marketplace can lead to a range of dubious methods. Most of the time,
businesses might exaggerate some aspect of their products and services, like calling
them “The Best .... in the World,” but some advertisements cross a line into unlawful
territory. Claims that are outright misleading or false, especially those that could
harm consumers or other businesses, are often prohibited by state consumer
protection laws.

Laws against misleading advertisements differ widely from member state to
member state within the EU. To respond to this issue in the internal market, the
Commission adopted a directive, in force since October 1986, to establish minimum
and objective criteria regarding truth in advertising. The Directive was amended in
October 1997 to include comparative advertising. Under the Directive, misleading
advertising 1s defined as any "advertising which in any way, including its
presentation, deceives or is likely to deceive the persons to whom it is addressed or
whom it reaches and which, by reason of its deceptive nature, is likely to affect their
economic behavior or which for those reasons, injures or is likely to injure a
competitor." Member States can authorize even more extensive protection under
their national laws.

Manifestations of unfair competition in advertising are diverse. False
advertising is defined as advertising that, due to inaccuracy, ambiguity,
exaggeration, omission, violation of the requirements regarding time, place and

method of distribution and other requirements provided for by EU law, introduces
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or is likely to mislead consumers of advertising, cause harm to individuals and the
state. The law specifies the characteristics of unfair advertising. For all that, unfair
advertising does not include tricks and special effects, the purpose of which is to
attract attention or cause laughter.

Comparative advertising, subject to certain conditions, is defined as
"advertising which explicitly or by implication identifies a competitor or goods or
services of a competitor." Member States can, and in some cases have, restricted
misleading or comparative advertising.

The advertising of medicinal products for human use is regulated by Council
Directive 2001/83/EC, as amended by Directive 2004/27/EC. The advertising of
medicinal products is forbidden if market authorization has not yet been granted or
if the product in question is a prescription drug. Mentioning therapeutic indications
where self-medication is not suitable is not permitted, nor is the distribution of free
samples to the general public. The text of the advertisement should be compatible
with the characteristics listed on the product label and should encourage rational use
of the product. The advertising of medicinal products destined for professionals
should contain essential characteristics of the product as well as its classification.
Inducements to prescribe or supply a medicinal product are prohibited, and the
supply of free samples is restricted.

A common form of false advertising involves deceptive or misleading product
descriptions, particularly claims that a product has certain features or benefits that it
does not, or that it is of a higher quality than it actually is.

Another common false advertising scheme involves hidden fees or surcharges,
which can cause the final price paid by a consumer to be substantially higher than
the advertised price. This might occur with telecommunications companies, when
the service provider hides additional, unauthorized charges on consumers’ bills.

False and misleading advertising of a medicinal product should be prohibited
by law and subject to state control. We analyzed and assessed the promotion of
medical products and advertising of medicines, taking into account the regulatory

framework and other restrictions in some countries of the European Union (tabl.3.1).
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Table 3.1

advertisement is capable of causing a misconception by an
average person in the target market. Claims are based on the
Pharmaceutical Advertising Act in conjunction with the Act
against Unfair Com-petition since both prohibit misleading
advertising. Promises of efficacy are likewise prohibited. In
pharmaceutical advertising the so-called principle of strict
interpretation applies. Further, advertising for indications
not listed in the marketing authorization is prohibited.

body is the FSA (the
Voluntary self-regulatory
body for the Pharmaceutical
Industry), but advertising dis-
putes are not usually
mediated there.

Country | Definition of False Advertising Self-Regulatory Bodies | Public Authorities
Belgium | The applicable laws and regulations in Belgium do not Pharma.be is the Belgian self- | The Federal Agency for Medicines and
define false or misleading advertising. Advertising practices | regulatory body. Member Health Products is responsible for the
could, however, be considered false or misleading if the companies of pharma.be can | monitoring and enforcement of the
advertisement causes confusion or deception which could submit complaints to the applicable laws and regulations
negatively influence the consumer’s decision to purchase a | body against another member | governing advertising of medicinal
product or service. Belgian law also prohibits advertisements | company regarding any products in Belgium.
that are able, by their presentation or omission of violations of the Code of
information, to mislead the addressee of the advertisement. | Deontology.
France Advertising of medicines must not be misleading or involve a | For medicines, CODEEM acts | Depending on the product concerned,
risk to public health. It must objectively present the medicine | as a mediation body and its | French Health Authority ANSM
and promote its proper use. Comparative advertising of | litigation department can | proceeds to a preliminary control
medicines to the general public is prohibited. More generally, | order sanctions. resulting in an authorisation or to an a
advertising of medicines to the general public is strictly posteriori control. Where ANSM finds
regulated and not all medicines can be the subject matter of that the advertising breaches applicable
an advertising campaign. provisions, it may reject the application
and ask for modifications, suspension or
withdrawal of the advertising.
Germany | In Germany, false or misleading advertising occurs when an | The German self-regulatory The Federal Institute for Drugs and

Medical Devices (BfArM) does not
intervene; only in some — extremely rare
— cases (advertising to con-sumers) have
the local authorities initiated
proceedings.
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Table 3.1 continued

Italy In general, the definition of false | The Giuri at IAP can issue an order (which | Misleading advertising can be brought to the
advertising set out by Italian law is | is not subject to appeal) to cease misleading | attention of the Authority for Competition and
fully in line with EU law | advertising. Commerce (AGCM), which may also start
(Directive 2006/114/EC proceedings on its own motion. AGCM is an
concerning  misleading and independent administrative authority responsible
comparative advertising). for, among other things, monitoring advertising

and may initiate administrative proceedings
against comparative or misleading advertising in
order to ensure a level playing field in the
market.

Netherlands | In the Netherlands, false or Most pharmaceutical advertising claims are | The Dutch Healthcare Inspectorate (IGZ) is the
misleading advertising occurs litigated before the self-regulatory body: relevant public authority.
when information provided in * 2 types of complaint proceedings: * The IGZ and the CGR have entered into a
advertising material is incorrect or | * Preliminary proceedings; and formal agreement that pharmaceutical
misleading, for example, as * Proceedings on the merits. advertising
regards the nature, composition, * Preliminary proceedings are the most matters are, in principle, dealt with by CGR.
quality, characteristics (e.g. usual. * IGZ may still initiate enforcement actions,
efficacy and safety) or » Initiated by a written complaint containing | usually resulting in a substantial administrative
possibilities for use (e.g. all arguments. penalty (> EUR 100,000).
registered indication). * There will always be a hearing.

England Advertising is misleading if it In the UK, advertising complaints are The Medicines and Healthcare products

does not comply with the general
requirement that all claims must
be true, not misleading (i.e. omit
or exaggerate key information)
and be capable of substantiation,
or any of the detailed
requirements set out in the
relevant UK legislation or any
applicable codes of practice.

usually handled by the relevant self-
regulatory body:

» advertising of prescription-only medicines
to healthcare professionals: the PMCPA,
which enforces the ABPI Code;

» advertising of branded over-the-counter
medicines: the PAGB; and

» advertising of medical devices: ASA or
ABHI.

Regulatory Agency (MHRA), which deals with
the advertising of medicines where the
advertiser is not an ABPI or PAGB member.




Traditionally, drug advertising has been the focus of increased attention of
various regulatory bodies from year to year. At the same time, given the social
significance of the drug markets, the spread of the COVID-19 pandemic has become
a catalyst for the active actions of these bodies in the field of monitoring compliance
with the law on unfair competition in the advertising of medicines.

Often, in case of violation of the law on advertising misleading the consumer,
it is not possible without imposing fines on drug manufacturers who, contrary to the
recommendations, advertise drugs in violation of the Directive "On protection
against unfair competition", which establishes a prohibition on the dissemination of
incomplete, inaccurate or false information in advertising misleading.

Marketing of medicinal products and medical devices is highly competitive.
Successful advertising often depends on making forceful statements in relation to a
product’s performance or in comparing a product with a competitor’s product. As
advertising is highly regulated, especially in the life sciences industry, these
statements can cause legal problems and possibly invite legal sanction.

Companies are keen to challenge competitors’ advertising which they believe
to be inaccurate or misleading, as well as to robustly defend their own marketing
claims in the event of a challenge from a competitor or a regulator.

One of the frequent violations of the law is the dissemination of inaccurate
information about drug leadership.

When forming advertising statements that indicate the leadership qualities of
the respective medicinal product and / or the business entity that manufactures and /

or sells it, it is necessary:

o observe the most correct wording;

° be based on evidence;

o refrain from exaggeration;

o pay special attention to the time when the relevant research was carried out

confirming the leadership of the product, and when the corresponding

advertising is distributed.
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Due to the importance of medicines to the public, the fight against misleading
advertising claims is difficult. This study allowed us to conclude that the new rules
in the EU countries facilitate the enforcement of cross-border judgments. In addition
to the various options for taking action against misleading advertising in state courts
and public authorities, the role of self-regulatory bodies is becoming increasingly
important in many countries.

Preliminary control and review of promotional materials is a common practice
in Europe. Thus, in France, any advertising of medicinal products requires
permission from the Ministry of Public Health or its authorized bodies. Advertising
of medicines in Italy and Denmark is subject to mandatory approval by ministries of
health. Sanctions for violations of the law can range from government orders to stop
advertising, to fines imposed by court decisions, and other forms, up to criminal
liability.

3.2 Analysis of the norms of pharmaceutical legislation regarding the
regulation of advertising activities on the pharmaceutical market.

According to the World Health Organization, self-medication as a cause of
death ranks 5th after cancer and infectious diseases. Experts from Consumer
Associations in a number of countries argue that intense advertising encourages
patients to violate the prescriptions of doctors and choose the advertised drug. Over
the past 5 years, sales of over-the-counter (OTC) drugs in developing countries such
as Ukraine have been twice as high as prescription drugs, while in the EU countries
there is a reverse trend.

In particular, in the United Kingdom without a prescription, you can buy no
more than 20% of the total amount of drugs. The domestic market of medicines in
2019 reached a sales volume of 30.5 billion UAH for 1.27 billion packages. The
total volume of pharmacy sales of OTC drugs in 2019 amounted to 13.5 billion UAH
for 814.4 thousand packets, exceeding the previous year’s figure by 12.1% in
monetary terms and 0.4% in physical terms.

We have analyzed the requirements for advertising drugs of different

categories and are reflected in the table 3.2.
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Table 3.2

Requirements for advertising prescription and over-the-counter drugs

ADVERTISING OF OTC DRUGS

ADVERTISEMENT OF

PRESCRIPTION GROUP MEDICINES

OTC drugs may be advertised to the
general public, but must:

Advertising aimed at medical professionals
(including all accompanying documentation

related to the promotion) must:

* clearly indicate that the
advertised product is a MP;

 include the name of the drug and
its generic name, if the drug
contains only one active
substance (MS have the option to
deviate from this rule and allow
references to the product name
and INN);

 include information necessary for
the correct use of the product;

» contain clarification on the need
to carefully read the instructions
for medical use on the leaflet or
packaging.

to be exact;

be relevant;

be tested;

be complete enough to allow the
recipient to form their own opinion
about the therapeutic value, contain
important information that
corresponds to the summaries of the
characteristics of the product;

indicate the classification of the
medicinal product supplied and the
date of its approval or last revision,;
quotations and tables or illustrations
from medical journals must be
faithfully reproduced and original
sources indicated.

Advertising of medicinal
products to the public must not:

ADVERTISEMENT OF DRUGS, THE

COST OF WHICH IS
REIMBURSEMENT

» create the impression that
medical consultation or surgery
1S not necessary,

» that the effect of the drug is
guaranteed, without side effects,
or better or equivalent to the
effects of another treatment or
product (comparison),

* be aimed exclusively or mainly at
children,

« use medical professionals,
scientists or celebrities to
advertise the consumption of the
product,

* use incorrect, alarming or
misleading terms or images of
changes in the human body
caused by disease, injury or the
effect of the product on the
human body, etc.

Directive 2001/83/EC states that EU
member  states may  prohibit
advertising of reimbursable medicinal
products. We are talking about non-
prescription drugs that are included in
the reimbursement system, which
according to general rules can be
advertised to the general public.
However, in some cases (for example,
in countries such as Denmark, France
and Portugal), the inclusion of an over-
the-counter drug in the reimbursement
system does not affect the possibility
of its promotion.
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The promotion of prescription drugs to the public (“direct to consumer
advertising”) is currently used only in the United States and New Zealand. A
systematic review of the clinical and economic consequences confirmed that this
form of advertising influences patient demand and doctors' prescribing behavior, but
evidence of health benefits or improvements in underuse was lacking.

Advertising for nonprescription medicines should be truthful and non-
deceptive. Advertisers of nonprescription medicines should have adequate
substantiation for all product claims before an advertisement is disseminated.

Advertising of a nonprescription medicine should urge consumers to read and
follow label directions. A nonprescription medicine should not be advertised in a
manner which is likely to lead to its use by young children without parental
supervision. A nonprescription medicine should not be advertised on programs or in
publications specifically directed toward young children.

Advertising of a nonprescription medicine should contain no reference to
doctors, nurses, pharmacists, or hospitals unless such representations can be
substantiated by independent evidence.

Advertising of non-prescription drugs is allowed in all media, with some
exceptions. Thus, in certain EU countries, advertising of the drug of the OTC group
is prohibited if there is a prescription drug with the same name in circulation.
Permission or prohibition to advertise a medicinal product is generally issued upon
receipt of a registration certificate.

According to the above-mentioned Directive, it is prohibited in the EU to
carry out advertising campaigns aimed at the final consumer for drugs with a
prescription status, as well as medicinal products containing substances that are
classified by the UN conventions of 1961 and 1971 as narcotic or psychotropic
drugs. It is worth noting that advertising of prescription drugs aimed at healthcare
professionals is allowed, as it is a tool to inform about the drug.

The ban on advertising of prescription drugs does not apply to advertising of
vaccine campaigns carried out by the manufacturer and approved by the competent

regulatory body.



44

EU member states have the opportunity to demand that the sales price or
estimated price of the drug, the terms of reimbursement by social insurance
authorities, etc. be included in the advertisement.

A pharmaceutical company that uses an external service (medical
representatives) in its work with health care professionals is obliged to ensure that
they have adequate training and knowledge to convey complete and accurate
information about the medicinal products they promote. At each visit, they should
provide a brief description of the medicinal product's characteristics and, if permitted
by national law, its price and reimbursement status. If a healthcare professional
shares their experience with the product, this information must be passed on to the
company's scientific department.

Using the Statistical data, we concluded that drug manufacturers focused their
consumer advertising spending on 39 drugs between 2018 and 2020. We identified
these 39 drugs because they represented the top 25 advertising spend for each of the
3 years accounted for about 66% of all expenses.

Advertising is the primary source of information about medicines for most
consumers. At the same time, with respect to other sources from which information

about the drug can be obtained, the result can be divided into several parts (fig.3.1).

SOURCE OF INFORMATION ABOUT MEDICINES

70%

70% 62% 60%
60%
50%
40% 34%
30% 21% 21%
20% 15%
-3
0%
Doctor Pharmacist Internet TV and Radio Neighbors, Newspapers, Transport,

frends magazines big boards

m source of information about medicines

SOURCES: EUROSTAT; NATIONAL E-COMMERCE ASSOCIATIONS; STATISTA

Fig.3.1 Primary source of information about medicines.
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An analysis of data from organizations that control drug advertising in Europe
showed how the sources of information about drugs for the consumer are ranked.

Advertising on television and radio takes 4th place (33%), after the following:
1) “from the doctor” (70 %); 2) “from a pharmacist in a pharmacy” (62 %) and 3)
from the Internet (60 %). This suggests that despite the popularity of the Internet and
television, large investments in advertising, nevertheless, the appointment of a
doctor and the advice of a pharmacist are the main source of information about
medicines. Drugs are one of the products most frequently advertised on television,
and television advertising has become the largest component of consumer-targeted
marketing expenses for pharmaceutical companies.

A large amount of information is received by the population from advertising
from the media. The analysis of media advertising of medicines was informative.

Our analysis of spending across different types of media shows that television
advertising for OTC drugs accounted for about 76 percent of total spending for the
period 2018-2020, the largest share of manufacturers spending (fig.3.2).

Spending
Other
gital |

= Television = Magazine = Digital = Other
SOURCES: EUROSTAT; NATIONAL E-COMMERCE ASSOCIATIONS; STATISTA
Fig.3.2 Direct-to-Consumer Advertising Spending by Media Type, 2019.
Although supporters of direct-to-consumer advertising contend that the
practice provides an important educational resource to patients, research shows that
advertising medicine to consumers prompts inappropriate prescriptions, increases

adverse patient outcomes and boosts drug prices. The problem may loom even larger
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as direct-to-consumer telehealth companies and pharmacies move into the online
space. A recent investigation found a new danger with quick, online access to
medicine: 25 percent of the websites investigated were leaking sensitive patient
information to advertising platforms.

Although television advertising comprised the largest share of manufacturers’
spending, we found that drug manufacturers purchased television advertisements for
a relatively small portion of advertised drugs. Specifically, manufacturers advertised
113 drugs (or about 20 percent of the 553 advertised drugs) on television during the
2018 to 2020 period. Most often, consumers for self-treatment go to the pharmacy
for the following groups of medicines: 55.0% - for sore throats; 48.0% - anti-
inflammatory and analgesic; 45.0% - with a runny nose or nasal congestion; 37.0%
- with dysfunctions of the gastrointestinal tract; 34.0% - when coughing; 34.0% -
antiviral drugs; 32.0% - expectorant; 28.0% - in case of poisoning; 25.0% - vitamins

and microelements and 22.0% - cardiological (fig. 3.3).
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Fig. 3.3 Top 10 groups of drugs that are most often advertised for self-medication.
The results of the analysis of modern foreign experience from the studied

problem showed that advertising of drugs is a subject of special attention from the
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state. Government health promotion campaigns help people to think more about their
health and become more aware of their symptoms and condition. Nonprescription
medicines’ advertising reinforces this by showing the availability of medicines that
can help. Regulations should recognize the role and limitation of advertising. Basic
standards will ensure that the information conveyed is truthful and not misleading
to consumers. Health departments, regulators and manufacturers should work
together to ensure that consumers have the information they need about the benefits
and risks of the medicine. Despite the general framework contained in EU Directive
2001/83/EC, advertising regulation is governed by different texts and structures
across the EU and in the UK. Each country has local specifics regarding the
responsible person and their roles and responsibilities, for example when checking
promotional materials. Pharmaceutical companies must fulfill many local
requirements in order to comply with local regulations before they can start
advertising locally in the EU and the UK.

It is necessary to strengthen control over the observance by subjects of
economic activity of the legislation on advertising, after all, medicines, in contrast
to other products, are a special product of consumption. Their misuse is associated
with significant risks to health, and sometimes to human life. These risks are greatly
increased if patients, under the influence of «aggressive» advertising, resort to self-
treatment. The existing mechanism of legal regulation of drug advertising re- quires
some improvement. The restriction of advertising of OTC drugs, reviewing its
objectivity and conscientiousness is a significant step towards solving the problem
of irresponsible self-treatment and self-prescribing of drugs.

A large segment of drug advertising is located in pharmacies, so a great
responsibility lies with this organization itself and a particular employee.

Pharmacists should be aware that there are many laws that relate to advertising
and pharmacy. The pharmacy owner and any other ‘responsible person’ who is
named on the pharmacy license must be responsible for the form and content of any
promotion or advertisement whether placed by them personally, or by another staff

member or by another organisation on behalf of the pharmacy. We have identified
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the main recommendations for the pharmacist in accordance with the current

legislation (tabl.3.3).

Table 3.3

Advertising of therapeutic goods and health services by pharmacies

Title

Content

Advertising
therapeutic
goods

Advertise, in relation to therapeutic goods, includes making any
statement, pictorial representation or design that is intended, whether
directly or indirectly, to promote the use or supply of the goods,
including where the statement, pictorial representation or design:
 is on the label of the goods; or
* is on the package in which the goods are contained; or
 ison any material included with the package in which the goods
are contained.

‘Short-form’
advertisement

Short form' advertisements include:

Radio advertisements that are 15 seconds or less in duration.

Text only advertisements that consist of 300 characters or less, and
where there is no capacity to include a picture, logo or other imagery
as part of the advertisement.

Advertisements in social media are not considered 'short form
advertisements' because they either have capacity to include all the
applicable mandatory statements in the advertisement itself or they
can include links to all the applicable mandatory statements.

Therapeutic
goods cannot
be advertised

Some therapeutic goods cannot be advertised. Do not advertise
prescription medicines. Only advertise pharmacist only non-
prescription medicines.

Advertising
health services

Be factual and promote your health service on its merits.

Do not create any unreasonable expectation or attempt to induce
consumers to use the service unnecessarily.

Be honest in relation to your business practices.

What must
advertisements
of therapeutic
goods avoid

Make no claims that contradict information on the label or otherwise
supplied with the product. Do not make performance claims that are
unrealistic, do not encourage inappropriate use.

Do not claim that taking this or that analgesic is safe.

Avoid suggesting that vitamins and minerals replace good nutrition.
Sunscreen advertisements must not present sunscreen as the only
necessary protection against the sun.

Claims about weight loss products must not imply that they are
substitutes for a controlled diet and physical activity.

Advertisements must not contradict a current public health campaign.

Consumer
rights
protection

The principles of Consumer Law apply to all advertising and sales
techniques for any kind of product regardless of whether they are
therapeutic goods and regulated health services or ordinary consumer
goods. The most basic principles are:

» do not engage in conduct that is likely to mislead or deceive.

» do not make false or misleading claims or statements.
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Where the promotion or advertising material is developed by an organisation
on behalf of its members, it is anticipated the practice standards pharmacist or similar

takes responsibility to ensure these guidelines are followed.

Conclusions to the III Chapter

Based on the analysis of the information, it can be concluded that advertising
of medicines for healthcare professionals is allowed in the EU countries. Mandatory
and advisory requirements are imposed on advertising materials in different
countries, which may differ. However, in most European countries they must
comply with the provisions of the Directive establishing common criteria.

Legal regulation of drug advertising in the countries of the European Union is
generally uniform. This is due to the adopted EU Directive, it is she who describes
all the requirements for the regulation of advertising of pharmaceutical products. In
accordance with this document, advertising of prescription drugs and psychotropic
drugs is prohibited in the EU countries.

The most stringent conditions apply in Belgium, where there are restrictions
on advertising not only for the general audience, but also for specialists, distribution
of advertising samples even to healthcare workers is prohibited.

In Germany, there is an additional law regulating advertising activities - "On
Advertising of Medicines". In particular, it prohibits the inclusion in the advertising
text of information representing the advice of scientists or opinion leaders. In
England, drug advertising is regulated by several documents, in particular, some
rules are presented in the guide "Advertising and promoting medicines in Britain",
also known as the "Blue Guide".

In most EU countries, systems of self-regulation and self-restriction of
advertising are well developed, so control and detection of unfair drug advertising
is carried out by public organizations, such as, for example, INTEGRITAS in
Germany. These public organizations have the right to initiate legal proceedings
against violators of advertising laws and use such methods as public censure

(publications in the press, etc.), as well as pre-review advertising materials.
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GENERAL CONCLUSIONS

1. According to the scientific literature, we analyzed the current legislation of
the EU countries. It has been established that the national legislation of the
EU countries that have ratified the Directive must comply with the provisions
set forth in it. However, each of them can approve additional rules, for
example, regarding the advertising of medicinal products. A common feature
of the legislation of all these states is the distinction between the advertising
of medicinal products aimed at the end consumer and health care
professionals.

2. The analysis of regulatory legal acts showed that in the EU countries, when
regulating the advertising of medicinal products, the general term "advertising
aimed at persons authorized to prescribe or dispense medicinal products" is
used, while the terms "information" and "advertising" are more detailed
compared to the legislation other countries in the world, may include
promotions, visits by medical representatives and sampling.

3. An analysis of regulatory documents on the advertising of over-the-counter
medicinal products was carried out. It has been established that neither the
Law on Advertising nor any other EU legislation provides for special rules for
the advertising of medicines and medical products on the Internet/in social
media posts. At the same time, any advertising of pharmaceuticals and
medical products, including those placed on the Internet and on social media
platforms, must meet the general requirements for advertising medicinal
products and medical products.

4. The normative act regulating the circulation of medicines in the EU is
Directive 2001/83 / EC of the European Parliament and of the Council of the
EU of 06.11.2001 "On the Code of Community Laws concerning Medicines
for Human Use", as amended. This document approved a set of rules that
regulate the production, classification of drugs, their labeling, advertising,
launching on the market, wholesale and retail trade, pharmacological

supervision, etc.
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5. The directive prohibits advertising of prescription drugs to the end consumer,
as well as drugs for the treatment of tuberculosis, sexually transmitted
diseases, other dangerous infectious diseases, malignant neoplasms, chronic
insomnia, diabetes mellitus and other metabolic disorders. Member States
shall have the right to prohibit advertising on their territory to the public of
medicines the cost of which is reimbursed from the state budget. However,
such restrictions do not apply to advertising directed at medical professionals.

6. The EU law provisions, as implemented in national laws, are enforced
nationally through varying mechanisms; in some Member States it is possible
for companies to bring direct actions against competitors, whereas other
countries require actions to be brought only by regulatory authorities.

7. In the EU countries, drug advertising is regulated clearly and unambiguously.
It is strictly forbidden to conduct advertising campaigns for prescription drugs
for the final consumer. Advertising of prescription drugs aimed at healthcare
professionals is permitted as it is a communication tool. Advertising
restrictions for OTC drugs mainly apply to the group of reimbursed drugs. In
some cases, the inclusion of a drug in the reimbursement system does not
affect the ability to be advertised.

8. In the USA, it is observed that advertising of all medicines is allowed, but it
is subject to strict control by the competent authorities. At the same time, the
content must strictly comply with the established criteria, and before
launching advertising campaigns, it must go through the approval process.

9. In some other countries, the criteria for allowing/banning advertising are not
related to drug status, but to the therapeutic class.

10.The European healthcare advertising market is divided: by type; form of
interaction; technologies; approach and direct advertising to consumers,
format; application advertising; biopharmaceuticals; vaccines; over-the-
counter medicines; prescription drugs; medical devices and equipment;
biotechnology companies; fitness and Dietary products and services, Hygiene

products.
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Chapters Name, SURNAME, position of consultant Signature, date
assignment |assignment
was issued was

received
1 [Lyubov TERESHCHENKO, associate professor of 30.09.22 30.09.22
higher education institution of department of social
pharmacy
2 [Lyubov TERESHCHENKO, associate professor of 15.11.22 15.11.22
higher education institution of department of social
pharmacy
3 [Lyubov TERESHCHENKO, associate professor of 23.12.23 23.12.23
higher education institution of department social of
pharmacy

7. Date of issue of the assignment: «_ 28 » of September 2022.

CALENDAR PLAN
Ne 3/m Name of stages of qualification work Deadline for the stages |Notes
of qualification work
1 [To study of historical aspects of the global experience October done
of advertising research 2022
2 |A systematic review of the legal regulation of drug November- done
advertising in the world December
2022
3 [To investigation of the legal framework for the January-February done
regulation of advertising: world experience 2023
4  [Registration of a qualification work according to the March done
general requirements 2023
5  [Preparation of the report and multimedia presentation April done
in official protection of a master's thesis 2023
An applicant of higher education Nidal LAKLAAI

Supervisor of qualification work

Lyubov TERESHCHENKO
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3m00yBava BHIIOI OCBIiTH

Ne 112593 Bim « 26 » xBitHA 2023 p.

[IpoaHanmi3yBaBIIH BHITYCKHY KBamipikauifiHy poGOTy 3a MaricTepCBKHM piBHEM
3q100yBada BHIIOI OCBITH JeHHoi ¢QopMmH HapuaHHa Jlakmaad  Himam,
5 kypcy, IPyHNH, cremianbHocTl 226 dapMmarnid, MpoMHCIOBa (apMarii, Ha
TeMy: «AHaji3 MIPaBOBHX OCOGIHBOCTEH peKIaMH TIKapchKHX 3aco6iB / Analysis of
legal features of the drug advertising», Komicia 3 akagemigHoI 7oGpodecHOCT1 qiHNIIa
BHCHOBKY, IO poGoTa., mpeacTaBleHa a0 Ek3aMeHaliHHOI KOMICII J7IA 3aXHCTY,
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D A2.2.1-32-353
REVIEW

of scientific supervisor for the qualification work of the master's level of
higher education of the specialty 226 Pharmacy, industrial pharmacy

Nidal LAKLAAI
on the topic: « Analysis of legal features of the drug advertising»

Relevance of the topic. Advertising of medicinal products is recognized as
one of the most effective mechanisms for the promotion of medicinal products. The
significant spread of drug advertising is facilitated by society's attitude to advertising
as a reliable source of information about drugs, mistrust of doctors and the health
care system, and, as a result, the prevalence of self-medication. But improper use of
drugs is often associated with significant risks to health, and sometimes to human
life. Patients mostly do not have the necessary medical and pharmaceutical
knowledge to correctly evaluate reliable and objective information about drugs on
their own, not to mention various forms of abuse in the implementation of
advertising activities.

Practical value of conclusions, recommendations and their validity. The
qualification work clearly defines the purpose of the research, tasks and objects,
according to which the results of the analysis of analytical data, the provisions of the
regulatory acts regulating the regulation of drug advertising are presented. The
conclusions and recommendations obtained in the research process are well-founded
and constitute the personal contribution of the recipient to the scientific development
of the issue of the effectiveness of drug promotion.

Assessment of work. The work is done and designed properly and deserves
a positive assessment.

General conclusion and recommendations on admission to defend. During
the performance of the work, the procurer Nidal LAKL AAI demonstrated the ability
to work with literature, summarize the obtained results, draw conclusions based on
the conducted research. Thus, the qualifying work meets all requirements for
qualifying works and can be submitted for defense.

Scientific supervisor Lyubov TERESHCHENKO

«06» of April 2023



D A22.1-32-356
REVIEW

for qualification work of the master's level of higher education, specialty
226 Pharmacy, industrial pharmacy
Nidal LAKLAAI
on the topic: « Analysis of legal features of the drug advertising »

Relevance of the topic. Advertising of medicinal products has a significant
impact on society, so issues related to advertising of medicinal products in the state
are quite relevant at today's stage of development of the pharmaceutical sector. In
order to protect the interests of consumers and economic competition, the state
ensures compliance with the requirements of legislation in the field of advertising
medicinal products. The legislation on advertising in general and on the advertising
of medicinal products, in particular, is written in sufficient detail. However, more
interesting are the problematic issues of the practice of applying the relevant
provisions of the law in the organization of pharmacy work.

Theoretical level of work. In the qualifying work, the peculiarities of the
legal regulation of drug advertising were investigated, the legislative framework
regulating pharmaceutical activity in the EU countries was analyzed; an analysis of
EU legislation in the field of drug promotion was carried out.

Author's suggestions on the research topic. Higher education student Nidal
LAKLAALI identified a number of differences in European legislation on the legal
regulation of drug advertising, which will contribute to the convergence of national
standards of different countries.

Practical value of conclusions, recommendations and their validity. The
conclusions and recommendations of the researcher are well-founded, obtained by
him independently and can be taken into account by other researchers in the
foreseeable future.

Disadvantages of work. The results of the work are mainly theoretical in
nature. This remark fundamentally does not change the evaluation of the work.

General conclusion and assessment of the work. On the basis of the clearly
formulated tasks, the complex of research methods used, and the evaluation of the
results of the conducted research, Nidal LAKLAAI managed to achieve the goal set
in the qualification work. Thus, the qualification work meets the requirements and
can be recommended to of protection at the Examination Commission of the NUPh.

Reviewer Hanna PANFILOVA

«13» of April 2023
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Peuenszent: a. papm. H., npodecop kapeapu OED Ilandinosa I'.J1.

BUCTYHWJIN: nou. KybGapesa [.B., mou. Osakimsu O.C., mpou. Kopx 1O.B.,
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3aBigyBauka kad. CD, noreHT Anina BOJIKOBA

Cexkperap, aCUCTEHT Ansmipa HO3JIPIHA
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OCBITHBOIO ITporpamoro Papmartis
Ha Temy: «Analysis of legal features of the drug advertisingy.

KBamigikariitna po6oTa i pereH3is J0Aar0ThCs.

Jexan dakynbrery / Citnana KAJTAMYEBA /

BucHoBoKk kepiBHMKa KBadiikaniiiHoi podoTn

3n00yBau Bumioi ocsitu Himan JAKJIAAM MiJ] YaCc BUKOHAHHS KBamiQikamiiHol
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KepiBauk kBanidikamiiinoi podotu JIro60oB TEPELLIEHKO
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BucHoBok kadgeapu npo kBajidikauniiiny podory
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