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Ethics and compliance in global pharmaceutical
industry marketing and promotion: The role of the
IFPMA and self-regulation

Brendan Shaw* and Paige Whitney
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Companies in many industries are engaging in a changing business environment where the community
is expecting greater transparency and ethical standards than in the past. This has been for a variety of
reasons associated with globalization, technological and social changes. The pharmaceutical industry is
one industry where such issues are regularly under the spotlight. In this context the IFPMA works with its
member companies and national associations to enhance the agenda of self-regulation and ethical behav-
ior. The global IFPMA Code of Practice, and the many national industry association codes that implement
it, have evolved over time to help the industry take the lead in driving greater ethical standards and trans-
parency. This article will review the current international business literature on ethics generally, review the
functions and evolution of the IFPMA Code of Practice and examine some of the more recent evidence
and analysis of the role of pharmaceutical industry codes, ethics and reputation in the pharmaceutical
industry.
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1. Introduction

In response to a changing business environment, the pharmaceutical industry has
made significant efforts toward ensuring compliant and ethical business practices
in its marketing and promotion. These efforts have been directed at both to the in-
dustry’s own operations and its interactions with other stakeholders in the health
system, such as healthcare professionals, patients and patient organizations. Chang-
ing industry dynamics, new models of business, shifting regulation and legislation,
and changing community expectations are all driving significant evolution in the
self-regulation model of compliance and ethics of the pharmaceutical industry. This
article examines the evolving landscape of industry self-regulation of marketing and
promotion through different institutions and organizations, particularly focusing on
the role of the International Federation of Pharmaceutical Manufacturers and Associ-
ation’s (IFPMA) in this evolution. The various pharmaceutical industry associations
and companies that are members of [IFPMA have also contributed to this evolutionary
industry self-regulatory model. The efforts of the pharmaceutical industry over the
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last few decades demonstrate the growing importance of self-regulation in market-
ing and promotion and the industry’s emphasis on compliance resulting in sustained
relations within the healthcare system. It is an example of industry self-regulation at
work.

2. Current pressures for change in business ethics

The pharmaceutical industry is not unique in facing an evolving ethical and reg-
ulatory environment. Many industries are facing increased calls for observance to
greater ethical standards and be seen to be operating by those standards [1,2]. Busi-
nesses are facing greater scrutiny of their operations and business models are chang-
ing as community expectations are changing and because of globalization [3,4]. Fac-
tors influencing this growing push for a new ethical basis for business include glob-
alization, greater community awareness of the impacts of business on social and en-
vironmental issues, the development of international agreements and organizational
guidelines on ethics and rights, economic crises, and the growth of transparency gen-
erally with developments in technologies such as the internet and social media [5].
As the world is coming together, businesses are under more scrutiny now than ever.
Moreover, there is a discussion in the international business literature whether the
adoption of new ethical standards and engagement in corporate social responsibility
is part of an emerging new view of global governance [6].

In response to these pressures, there have been a variety of international and na-
tional initiatives by business, governments and international organizations to develop
principles, codes, frameworks, regulations and legislation to establish global ethical
standards for business. For example, at the national level countries such as the United
States and the United Kingdom have introduced recent legislation to address bribery
and corruption that has jurisdiction over companies operating in other countries. At
the international level, organizations such as the OECD and the United Nations have
undertaken a range of initiatives to introduce global ethical business standards [7].
The OECD’s instruments to enhance business ethics and the UN activities for busi-
ness ethics improvement have both acknowledged current global trends in the phar-
maceutical industry, indicating that there can be alignment between the interests of
society and those of investors [8]. However, the aforementioned pressures and im-
provements suggest that regulatory environments and competition within the indus-
try reinforce the importance of strong ethical governance [2].

3. Evolution of pharmaceutical industry codes and IFPMA’s role
In the pharmaceutical industry, trust and ethics are particularly important. As a key

part of healthcare system, the ethical basis on which the companies in the industry in-
teract with each part of the healthcare system takes on a special level of importance.
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Fig. 1. Interaction between pharmaceutical industry codes and other regulations and guidelines [17].

Of particular importance is the relationship between companies and healthcare pro-
fessionals and patients, and the way that the industry promotes and communicates
to these stakeholders. As consumers become more enlightened and empowered to
learn about the industry, many companies have developed their strategies to ensure
a transparent relationship between industry and consumer. This has been part of a
global effort on the part of the pharmaceutical industry, implemented at the com-
pany, national and international level.

The pharmaceutical industry has taken a range of efforts over the years to en-
sure ethical communication and interaction between healthcare professionals and
patients [9]. These efforts have been designed to ensure that the information, where
permitted, is balanced, accurate and centered on what is best for the patient. “In these
interactions, it is essential that governments, the healthcare community and patients
are confident that pharmaceutical companies, wherever they operate in the world, act
in an ethical and professional manner [10].”

Since 1981 when it was first introduced, the International Federation of Pharma-
ceutical Manufacturers and Associations (IFPMA)’s Code of Practice has served as
a basis for the creation of national codes of conduct for pharmaceutical industries
all over the world. Through this Code, together with the various national industry
association codes around the world that implement it, the pharmaceutical industry
has adopted a self-regulatory model of ethical compliance.

The IFPMA Code of Practice, together with national industry association codes,
complements other regulations, laws and guidelines that together regulate the ethical
compliance of the pharmaceutical industry. As can be seen in Fig. 1 industry codes
of practice coincide with government legislation and regulation, such as the United
States’ Foreign Corrupt Practices Act and the United Kingdom’s Bribery Act, as well
as codes of practice for healthcare professionals, patients, and guidelines issued by
organizations such as the World Health Organization (Fig. 1).
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The IFPMA’s Code of Practice is a model of self-regulation for pharmaceutical in-
dustry’s activities in medicines promotion, communication and interaction with key
stakeholders such as healthcare professionals, medical institutions and patient or-
ganizations. Although self-regulatory, the IFPMA Code is not voluntary. The Code
is a condition of membership to the [IFPMA for both member companies and na-
tional associations. By virtue of membership, all 30 pharmaceutical companies and
48 national associations of IFPMA are required to observe and implement the IF-
PMA Code. Often the national association codes contain more detail about what is
required at the national level and are responsible for implementation of the more de-
tailed code in their own country. Codes generally have compliance and enforcement
mechanisms built into them as part of the system of ethical compliance. In many
cases, companies’ own compliance provisions go beyond the requirements of the
IFPMA and national codes [9].

The most recent edition of the IFPMA Code of Practice covers the following areas
of ethical interaction [10]:

— Basis of Interactions

Pre-Approval Communications and Off-Label Use
Standards of Promotional Information
Printed Promotional Material

Electronic Materials, including audiovisuals
Interactions with Healthcare Professionals
Samples

Clinical Research and Transparency
Support for Continuing Medical Education
Interactions with Patient Organizations
Company Procedures and Responsibilities
Infringement, Complaints, and Enforcement

The IFPMA Code has been revised and updated on any number of occasions since
its inception in 1981, as have the national industry association codes. For example,
the 2012 revision of the IFPMA Code of Practice inserted new principles into the
Code alongside the provisions in recognition of the fact that one code cannot antici-
pate all potential issues in all countries. The principles attempt to establish minimum
standards for all codes and pharmaceutical industry ethical interaction around the
world. The eight principles are:

1. The health-care and well-being of patients are the first priority for pharmaceu-
tical companies

2. Pharmaceutical companies will conform to high standards of quality, safety,
and efficacy as determined by regulatory authorities

3. Pharmaceutical companies’ interactions with stakeholders must at all times be
ethical, appropriate, and professional. Nothing should be offered or provided
by a company in a manner or on conditions that would have an inappropriate
influence
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4. Pharmaceutical companies are responsible for providing accurate, balanced,
and scientifically valid data on products

5. Promotion must be ethical, accurate, balanced, and must not be misleading.
Information in promotional materials must support proper assessment of the
risks and benefits of the product and its appropriate use

6. Pharmaceutical companies will respect the privacy and personal information of
patients

7. All clinical trials and scientific research sponsored or supported by companies
will be conducted with the intent to develop knowledge that will benefit patients
and advance science and medicine. Pharmaceutical companies are committed
to the transparency of industry-sponsored clinical trials in patients, and

8. Pharmaceutical companies should adhere to applicable industry codes in both
the spirit and the letter. To achieve this, pharmaceutical companies will ensure
that all relevant personnel are appropriately trained.

Similarly, revisions to the IFPMA Code of Practice over the last 10 years have
led to new developments such as new restrictions on gifts and hospitality, updates
to code complaint procedures, transparency, interactions with patient organizations,
new provisions on continuing medical education and advisory boards, and require-
ments for company staff to be trained on code and compliance matters [10].

The current pressures on the pharmaceutical industry to improve ethics have en-
abled the industry codes to be more representative of sound business practices than
laws or regulations. Industry codes can be proactively modified to reflect current
needs and trends, and can directly address the criticisms or gaps in practices in a
timely and efficient manner, arguably in a more timely and effective manner than
other international regulatory efforts could achieve.

In addition to ongoing evolution of the IFPMA Code of Practice, other initiatives
at the international level have helped bolster the global pharmaceutical industry’s eth-
ical framework. IFPMA has released reports for guidance to companies and national
associations on topics such as sponsorship of meetings and events [11], and work-
ing with other global healthcare associations to release a Consensus Framework on
Ethical Collaboration between Patient Organizations, Healthcare Professionals and
the Pharmaceutical Industry [12]. This latter initiative is helping to encourage dia-
logue at the national level on ethics between various stakeholders groups in a number
of countries. IFPMA also conducts capacity building activities in member countries
and regions with industry staff and external stakeholders to build local knowledge
and awareness of ethical standards, the IFPMA Code of Practice, and the importance
of maintaining an ethical framework of business interaction more generally.

This capacity building work has included engagement with regional organizations,
particularly the Asia-Pacific Economic Cooperation (APEC) forum. IFPMA has con-
tributed to the establishment of The Mexico City Principles for Voluntary Codes of
Business Ethics in the Biopharmaceutical Sector [12] which were agreed by APEC
countries in 2011 and based on the IFPMA Code of Practice [13]. The agreement
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and subsequent supporting work is designed to establish ethical business practices
and codes of practice in pharmaceutical industries in APEC countries.

Of course, pharmaceutical companies themselves are developing more compre-
hensive internal ethics and compliance structures. The growth in internal compliance
processes and teams within companies is another reflection of the growth in industry
self-regulation [9,13].

4. Impact

The efforts by the global industry to develop and evolve its self-regulatory model
of compliance are having an impact. The result of international collaboration on
ethics and compliance initiatives has led to an international framework of self-
regulation for the global pharmaceutical industry’s marketing and promotion activi-
ties.

For example, many national codes have been updated and expanded over the last
10 to 20 years, both in developed and emerging markets. Code revisions at the na-
tional level occur periodically in various countries. One IFPMA survey found that
most industry associations had completed a revision of their national code within the
last few years of the survey [14]. Each of these expansions has aimed at building the
industry’s reputation and ensuring that industry codes are relevant to the evolving
nature of health systems and community expectations. Whilst necessarily often go-
ing into more detail at the national level than the global code, the IFPMA Code of
Practice provides a benchmark for these national codes. National associations have
introduced variations in things such as reporting systems, pre-approval activities and
complaint handling procedures [14].

There is also some evidence that industry self-regulatory activity is leading to
improved ethical behavior. Data from a study of UK and Sweden self-regulation
conducted from 2004-2012 reported that the number of complaints and cases ruled
in breach of the code on a yearly basis decreased by an average of 5 cases per year for
both countries [15]. Similar trends have been reported in Australia, where the number
of annual code complaints has fallen significantly since the mid-2000s [16]. Whether
these trends are primarily due to national codes per se, or a combination of codes
together with national and international regulation is difficult to determine from the
data. However, clearly the number of cases in this sample of countries has been
falling, a reflection perhaps of the improving ethical behavior of the pharmaceutical
industry.

Another example of the global industry impact can be seen through the results of
the APEC-business ethics program. Since 2011, the Business Ethics for APEC SMEs
Initiative enabled more than 1,000 individuals from approximately 650 organizations
in the 21 APEC countries to participate in 13 initiative programs [18], establishing
it as one of the largest ethics mentor networks in the Asia-Pacific region [19]. In
2015, APEC recorded that 60 biopharmaceutical associations had established new
pharmaceutical codes of ethics, representing 14,000 companies in the region.
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5. Conclusion

Trust and ethics are key to the pharmaceutical industry and the broader healthcare
sector. Having comprehensive code compliance and business ethics frameworks for
marketing and promotion, and being able to demonstrate these, are important to the
pharmaceutical industry’s reputation and its ability to provide patients with the care
they need. With this in mind national and international institutions will continue to
update their codes and expand their reach to the global audience.

The evolving ethical and compliance standards operating at the national and in-
ternational level in the pharmaceutical industry are an example of the global evolu-
tion of international business ethics seen across many industries. The industry has
adopted a self-regulatory model that has complemented and supported other ini-
tiatives in the regulatory or legislative space, as well as individual pharmaceutical
company ethical programs.

The industry’s efforts to upgrade and develop its ethical and compliance frame-
work, such as the activities of the IFPMA and its member associations and compa-
nies, are an example of the broader trend towards greater business ethical frameworks
across all business sectors.
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