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Abstract: Background: Clinical trials are conducted all over the world, including developing economies in Africa.
Pharmaceutical companies could easily take advantage of the regulatory situation in these vulnerable countries. This research
study examines ethical statements of the 25 top pharmaceutical companies conducting clinical trials in Africa regarding three
questions in objectives according to their policies or their websites. Objectives: 1. Do pharmaceutical companies mention
clinical trials in developing countries? 2. Do pharmaceutical companies mention the issue with standard of care? 3. Do
pharmaceutical companies mention NDA (New Drug Application) and special prices for countries and participants? Methods:
To evaluate the statements found in their policies or websites, a rating scale with a maximum of 10 points was developed. The
statements of the pharmaceutical companies have been rated by at least two independent researchers. High points are equal to
high standards, the maximum points were 10. Results: Only 15 out of the biggest 25 pharmaceutical companies were
conducting at least 10 clinical trials in developing countries in Africa during the last five years. On average, the pharmaceutical
companies achieved a score of 6.93 of 10. Conclusion: On one hand, the result shows that some companies achieved high
scores. On the other hand, it shows that some companies need to improve their policies and statements of commitment to serve
as a role model.
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group receiving placebo includes the risk of exploitation of
host communities. This scenario becomes even more
complex when an effective treatment is on the market in
Western countries [2].

Available reports showed that many pharmaceutical
companies conduct clinical trials in developing countries in
Africa [3, 5] and make use of various attractive advantages.
Such advantages may include cost effectiveness vis a viz
cheap labour and logistic requirements. In addition, the less
stringent regulatory framework and faster approvals from the
relevant regulatory bodies might translate to reduced cost and
sooner track to drug availability in the market [3].

From an ethical perspective of African regulatory bodies,
lower healthcare standards in most African developing
countries enhances the attraction that through clinical trials

1. Introduction

Clinical trials are conducted worldwide to provide
evidence of safety and efficacy of potential new medicinal
products. Randomized controlled trials (RCTs) form the most
accepted design in drug development and are considered as
the ‘gold standard’. In placebo-controlled trials ethical
concerns about placebo use must be considered and create in
particular a topic of debate when an effective therapy is
available [1].

In accordance with the principle that every subject must
receive the best treatment in the world, controlled clinical
trials in developing countries require special attention.
Considering the fact that in those countries a standard
treatment is often not available, implementation of a control
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the quality of care could be improved by launching new
drugs in the local market. [4]

However, considering the weak regulatory framework in
many developing countries, the vulnerability of the local
population becomes obvious. These factors heighten the
possibility of ethical misconduct by pharmaceutical
companies. [6]

It should be figured out how this dilemma can be
approached and what actions are needed to safeguard local
populations in these countries regarding clinical trial
participation. One option brings us to the much-cited
transparency requirement in clinical research. Usually
transparency refers to the need to document any clinical trial
in a publicly accessible trial registry and to publish the results
after study completion. It is not known whether this
information is also provided in the company policies. As a
first step, answers to the following questions are required. Do
sponsors mention in company policies:

i. Clinical trials in developing countries?

ii. The issue with standard of care?

iii. NDA (New Drug Application) and other benefits for

countries and participants?

2. Methods

As a first step for this study, the country classification of
the UN was accessed. Table C Developing economies by
region (Part developing economies in Africa) was used as
reference [7]. In the next step the top 25 pharma companies
were searched by global sales in 2016, based on information
from the website “statista” [8].

For answering the three questions, it was necessary to have
information about these 25 pharma companies conducting
clinical trials in developing economies in Africa. Therefore,
the database clinicaltrials. gov was searched with the
following filters: open studies and time period from 1.1.2011
until 02.11.2016. Keywords for this search were company
name as “exact match” as well as every country of the
developing economies of Africa.

The identified companies were searched on their websites
and Google for publicly accessible policies. Detailed steps of
the search are documented in figure 1.
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Figure 1. Search for policies of pharmaceutical companies.
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In order to evaluate the different statements, following rating scale was developed as shown in table 1.

Table 1. Rating scale for pharmaceutical companies conducting clinical trials in developing economies in Africa.

94

RATING SCALE FOR PHARMACEUTICAL COMPANIES

1. DO THEY MENTION CLINICAL TRIALS IN DEVELOPING COUNTRIES?
No Not clearly Yes
something unspecific is conducting clinical

Yes, if it is need
where the medicines are

Description not mentioned mentioned which can be trials in developing likely to be suitable for
interpreted with good will countries the countries

Score 0 1 2 3

2. DO THEY MENTION THE ISSUE WITH STANDARD OF CARE?

No Not clearly Not exactly Yes

something unspecific is following officially issue is mentioned with

Description not mentioned mentioned which can be recognized ethical the position of the
interpreted with good will standards* company

Score 0 1 2 3
3. DO THEY MENTION NDA AND SPECIAL PRICES FOR COUNTRIES AND PARTICIPANTS?

No Not clearly Yes, with access Yes, with NDA
o . some.thing unspeciﬁc is parti.cipants get B i eisfn e
Description not mentioned mentioned which can be medical access after .
. . . . countries
interpreted with good will the trial
Score 0 1 2 3

Yes, with special prices

special prices for the
developing countries

4

* e.g. Declaration of Helsinki, GCP

In total a score of 10 could be achieved.

Hits of these keywords were analyzed by matching
documents or statements and if possible transformed in the
best fitting rating scale score. Minimum one independent
researcher evaluated this search.

If there were any unclear statements, the quotes of them
has been discussed in its context. Every given score has been
discussed in the research team including five to six
independent group members.

3. Results

ethical Parameters.
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Figure 2. Total score of 15 Pharmaceutical Companies sorted alphabetically using the developed rating scale.

Only 15 out of the biggest 25 pharma companies
worldwide were conducting at least 10 clinical trials in these
countries during the last five years [9]. Figure 2 highlights
the total score of 15 pharmaceutical companies on three
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Question 1: Mention clinical trials
countries?

For the first question 46.7% (7/15) companies had a score
of 3 out of 3. Policies of these companies mentioned
conducting the trials where the medicines are likely to be
suitable for the countries. 26.7 % (4/15) of the companies
reached a score of 2 out of 3, indicating conducting clinical
trials in developing countries without specifying the need for
the country. 20% (3/15) companies had a score of 1 out of 3.
There was no clear statement of conducting clinical trials in
developing economies in Africa in their policies. One
company did not mention anything about conducting of
clinical trials in the developing economies in Africa on their
website or in any policy.

Question 2: Mention the problem with Standard of Care?

Regarding the second question, 26.7% (4/15) companies
had a score of 3 out of 3. This means, Policies of these
companies mentioned conducting the trials where the issue is
mentioned with the position of the company. 33.3% (5/15) of
the companies achieved a score of 2 out of 3, indicating
following officially recognized ethical standards like
Declaration of Helsinki or GCP. 40% (6/15) companies had a
score of 1 out of 3. There was no clear statement of
conducting clinical trials in developing economies in Africa
in their policies.

Question 3: Mention NDA and special prices for the
countries and participants?

33.3% (5/15) companies reached a score of 4 out of 4.
Policies of these companies mentioned NDA and specified to
market their products with affordable prices for the
developing countries. 46.6% (7/15) of the companies reached
a score of 3 out of 4, indicating a NDA of the investigational
product in these countries. 13.3% (2/15) companies had a
score of 2 out of 4, this implies that participants get access to
the investigational medical product (IMP) after the trial. One
company had no clear statement about NDA or access to the
IMP after closing the study sites in the countries conducting
the trial.

An example for achieving one point in the first question
(Mention clinical trials in developing countries?) is Amgen:
“Amgen strives to maintain high ethical principles, as well as
high scientific and clinical standards in all of its clinical trials
regardless of where they take place.” The company says they
always take care of ethical principles of where the clinical
trials take place, but do not especially include developing
economies and how they deal with special issues in these
countries.

Bayer achieved one point for the Question “Do they
mention the problem with Standard of Care?”. Bayer does
not mention the problem directly, but says they are involved
in a Research initiative, which endorses the goals of the
World Health Organization (WHO). Furthermore, they affirm
to “conduct clinical trials in accordance with the international
guidelines, the current national and local laws and
regulations and the highest medical, scientific and ethical
principles”.

in developing

Boehringer Ingelheim achieved one point in the last
question “Do they mention NDA and special prices for the
countries and participants?”. In their policy it refers to its
mission for bringing “high quality medication to the people
who need it — at affordable prices for patients and healthcare
institutions”. In Addition to this statement, it mentions “a
tiered pricing model for their alteplase medication, which is
used in the thrombolytic treatment of acute ischaemic
stroke*. This pricing model is initiated in Colombia, Ecuador
and Brazil. However, Africa is not mentioned. As mentioned
below, Boehringer Ingelheim supports significant extension
of access to the active substance nevirapine (for HIV
treatment) in developing countries.

“In order to substantially extend access to the active
ingredient nevirapine, Boehringer Ingelheim decided to not
enforce its patents and offers interested generic manufactures
listed on the WHO pre-qualification programme (or being
FDA approved) non-assert declarations enabling them at no
additional costs to supply nevirapine-containing medicines
for eligible countries.” [10]

Boehringer Ingelheim specifically mentions availability of
affordable medicines for specific conditions like HIV and
ischaemic stroke for developing countries. However, it makes
no mention of improving access to affordable medications in
general. Therefore, they only achieved one point in the rating
scale.

4. Discussion

In general, it should be asked if transparency should
demand potential sponsors to explain, how they stand up to
the question of standard of care in clinical research.
Additionally, it should be questioned, whether a New Drug
Application is filed in any of the countries in which clinical
studies have been conducted, to improve the standard of care
through market availability of new medications.

Transparency is very important in clinical research. With
this, the sponsors of clinical trials increase their
responsibility to the public by guaranteeing that they will
neither exploit the countries where the research takes place,
nor the study staff and the trial participants. [11]

Generally, in clinical research, transparency is understood
with reference to the publication of study results. But also,
the sponsors’ transparency about doing a clinical trial in a
specific country should be considered. In this case,
transparency is defined as intentions of the sponsors, which
are open to the public, regarding the advantages and
disadvantages of conducting clinical trial in that country.
There is inequality in bargaining power between the
developing countries in which clinical research takes place
and the sponsors from the developed countries. This might
lead the community in the developing countries itself to
agree to an unfair level of benefits. [12]

To avoid this and to create fairness towards developing
countries as a research site, sponsors should publicly present
intentions in their policy. This could also aid in decision
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making for developing countries, if they want to allow
sponsors to carry out clinical research in their country. The
term 'standard of care' can be defined in multiple ways. On
one hand wherein the local or national standard of care is
defined as "the level of care that ought to be delivered under
conditions of appropriate and efficient referral in a national
system" [13]; on other hand, international / global standard of
care is defined as the level of care which is available
worldwide. Due to the differences in defining 'standard of
care', it is possible for sponsors of clinical studies to conduct
placebo-controlled studies in developing countries. Such a
study design often complies with the national standard of
care. This issue leads to the conduct of trials, such as
placebo-controlled HIV studies. However, based on the
international / global standard of care, this design would be
considered legally unethical. [13] According to the World
Medical Association (WMA) revised version of the
Declaration of Helsinki, all study participants should be
treated according to the worldwide standard of care. [12]
Accordingly, it would be desirable for sponsors of clinical
trials to adhere to the standards set forth in the Declaration of
Helsinki. Gathering useful data from developing countries
where study participants receive less than the world's best
care is unethical. This creates a double standard of practice,
which is implemented for the poor and rejected for the rich
for being unethical. An existing practice of lower standard of
care in clinical research deserves further examination. [14]

For clinical research to be 'ethical', the population of
developing countries, where clinical research takes place,
should also benefit from it. This means that the sponsors /
pharmaceutical companies should also allow the tested drugs
there and make them available in the local market. [15]
However, only the approval of new drugs is not enough to
raise the standard of care for developing countries. In order
to make the new drug accessible to the local population, the
sponsors / pharmaceutical companies must adjust the selling
prices to the local market, so that the population can afford
the drug. [16]

Three pharmaceutical companies, which achieved a score
below five points in the present study, should thoroughly
revise their policies. They should pay more attention to the
transparency of their intentions in relation to study sites,
especially in developing countries, and to understand their
importance.

For the first question, three pharmaceutical companies
scored only one point, and one pharmaceutical company
failed to score any points. This means that the pharmaceutical
companies who scored one point had an unspecific response
regarding this question. Mention of conducting clinical trials
in developing countries could be interpreted only with good
will. The company, which has reached no point in the first
question, has made no public statement on this issue and
completely neglected this topic in their policy.

In total, six pharmaceutical companies only achieved a
single point on the second question highlighting the problem
with standard of care in their policies. Also for this question,
as previously mentioned, interpretation was possible with a

good will only. The fact that 40% of the pharmaceutical
companies from the present study achieved only one out of
three points on this question may reflect their disinterest in
improving the local standard of care. [13]

Only one pharmaceutical company scored one point for the
third question about NDA and special prices for the
participants and countries in which the clinical research takes
place. In this case, it also meant that their response was
unspecific and could be interpreted with good will only.

5. Conclusion

In the present study, the pharmaceutical companies
achieved an average score of 6.93 of 10, which could have
been better. Only five pharmaceutical companies scored the
highest points between 9 and 10. The pharmaceutical
companies reaching a middle-ranged score (score of 6 to 8)
should not be taken in a bad light, but they need to improve
their policy statements and its implementation.

The policies of GlaxoSmithKline and Novartis
Pharmaceuticals can serve as a role model for the other
pharmaceutical companies. These two companies scored the
full 10 points. This indicates that these companies are well
aware of the importance of transparency in their intentions
towards their research sites and their commitments to
developing countries.

Every pharmaceutical company should become a role
model in transparency. This will enable the regulatory
authorities and ethics committees to make an informed
decision of allowing the conduct of clinical studies for these
companies. This could also improve the local standard of
care and benefit the study sites from the clinical research.
Transparency and standard of care in clinical trials should go
hand in hand for the benefit of study participants from
developing countries.
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