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Ágrip 

Á undanförnum áratugum hefur orðið mikil aukning á lyfjarannsóknum í þróunarríkjum. 

Helstu ástæður þess að lyfjafyrirtæki, rannsakendur og styrktaraðilar ákveða að færa 

rannsóknir sínar yfir til þróunarríkja eru bæði fjárhagslegs og vísindalegs eðlis. Rannsóknir í 

þróunarríkjum geta oft verið framkvæmdar á styttri tíma en í þróuðum ríkjum, þær geta verið 

ódýrari og færri reglum þarf að fylgja, sem getur leitt til þess að árangursríkar afurðir slíkra 

rannsókna komast fyrr á markað til að skila hagnaði. Hagsmunir rannsóknaraðila eru því 

augljósir, en þetta getur líka þjónað hagsmunum þróunarríkjanna, m.a. í formi aðgengis að 

lyfjum og sterkara heilbrigðiskerfis. Siðferðileg viðmið eru hins vegar ólík á milli vestrænna 

ríkja og þróunarríkja (þar sem slík viðmið eru jafnvel ekki til staðar) sem getur skapað 

siðferðilega valþröng þegar framkvæma á lyfjarannsókn í þróunarríkjum og leitt til 

misnotkunar á þessum ríkjum og íbúum þeirra.  

Misnotkun í lyfjarannsóknum ætti ekki að eiga sér stað, en það er erfiðara að svara 

spurningunni um hvort réttlætanlegt sé að samþykkja lægri siðferðileg viðmið í 

þróunarríkjum, þar sem lægri siðferðileg viðmið þurfa ekki endilega að fela í sér misnotkun. 

Því var tekin sú ákvörðun í þessari ritgerð að rannsaka hvort réttlætanlegt sé að samþykkja 

lægri siðferðileg viðmið í þróunarríkjum heldur en í þróuðum ríkjum. Ég færi rök fyrir því að 

alþjóðlegar siðareglur um lyfjarannsóknir fela ekki í sér svör við þessari spurningu og í þeirri 

tilraun að meta viðfangsefnið er notast við siðfræði Immanuels Kant. Kynnt er til sögunnar 

umdeild lyfjarannsókn sem framkvæmd var í þróunarríkjum og greind þau siðferðilegu 

vandamál sem rannsóknin hafði í för með sér: þ.e. siðferðileg valþröng sem varðar upplýst 

samþykki, hlutfall áhættu og ávinnings, staðlar varðandi umönnun og aðgangur að lyfjum 

þegar rannsókn er yfirstaðin. Þessi vandamál eru síðan metin í ljósi hins skilyrðislausa 

skylduboðs Kants og skilgreininga hans á fullkomnum og ófullkomnum skyldum. 

Niðurstöður þessarar ritgerðar eru þær að í ljósi siðfræði Kants er hægt að réttlæta lægri 

siðferðileg viðmið í lyfjarannsóknum í þróunarríkjum, svo lengi sem fullkomnar og 

neikvæðar skyldur sem og ófullkomnar og jákvæðar skyldur eru ekki brotnar.  
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Abstract 

In the last few decades, medical research on human subjects conducted in developing 

countries has increased rapidly. Financial and scientific benefits that pharmaceutical 

companies, researchers and research sponsors may gain are the main reasons that lie behind 

the tempting decision to move medical studies to countries where research can be done faster, 

cheaper and with fewer rules to follow, which can shorten the time that it takes new products 

to enter the market and yield profits. Benefits derived from this development are therefore 

apparent for sponsor countries of medical research, but benefits for the developing countries, 

or host countries of the research, for example in the form of access to treatment and 

strengthening of the health care system, can also be great. However, as ethical standards in 

developed countries usually differ from standards in developing countries (where ethical 

guidelines may not be present at all) various ethical dilemmas can arise when medical 

research is scheduled to take place in developing countries, which can lead to exploitation of 

these nations and their citizens. 

Exploitation in medical research should not be accepted. However, the question whether 

following lower ethical standards in developing countries can be accepted is harder to answer, 

as lower ethical standards do not have to result in exploitation. The main focus of this thesis is 

to explore whether it can be justified to follow lower ethical standards in medical research in 

developing countries than in developed countries. I argue that international ethical guidelines 

regarding medical research do not provide an answer to this question and the moral 

philosophy of Immanuel Kant is used to evaluate this topic. A controversial medical research 

that took place in developing countries is introduced along with the ethical dilemmas the 

research contained, namely dilemmas regarding informed consent, risk-benefit ratio, standard 

of care, and treatment availability when research is completed. These dilemmas are then 

evaluated in light of Kant’s categorical imperative and his definitions of duties. The 

conclusion of this thesis is that lower ethical standards in medical research in developing 

countries can be justified in light of Kant’s moral philosophy, as long as perfect and negative 

duties as well as imperfect and positive duties are not violated.  
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Preface 

In my Master of Arts studies in applied ethics at the University of Iceland, my intention was 

originally to take the course of business ethics as my educational background includes a 

bachelor degree in international business. However, midway through my studies my interests 

in bioethics arose and I discovered great passion for topics involving global justice and human 

rights. When it came to the decision to choose a topic for this thesis I changed the direction 

from business ethics towards bioethics, although business aspects are surely present in the 

topic I have chosen.   

In this thesis I discuss the field of medical research on human subjects in developing 

countries and how double ethical standards are often present compared to the developed 

world. The medical industry is not exempt from the development of globalization, which has 

taken place in the last decades, and the number of medical research studies conducted in 

developing nations, instead of in Western countries, has rapidly increased.1 Financial and 

scientific benefits that pharmaceutical companies, researchers and research sponsors may gain 

lie behind the tempting decision to move medical studies to countries where research can be 

done faster, cheaper and with fewer rules to follow, which can shorten the time that it takes 

new products to enter the market and yield profits.2 Even though benefits from this 

development can be great, for sponsor countries as well as for the host countries of medical 

research, exploitation of developing countries and their citizens that sometimes follows, is a 

reality that needs to be addressed.  

When researching, I expected to have a relatively narrow and defined topic in my hands. 

However, I soon realised I had opened Pandora’s Box. The more I researched and the further I 

got in the process of writing, more and more questions arose and it was impossible to turn 

back. When it is fair to say that exploitation in medical research should not be accepted, the 

question whether following lower ethical standards in developing countries should be 

accepted does not provide as clear of an answer, as lower ethical standards do not have to 

result in exploitation. The aim of this thesis was therefore to explore whether it can be 

justified to follow lower ethical standards in medical research in developing countries than in 

developed countries. I decided to deal with this question in light of the moral philosophy of 

Immanuel Kant.  

                                                           
1
 Seth W. Glickman et al., “Ethical and Scientific Implications of the Globalization of Clinical Research,” The 

New England Journal of Medicine 8/360 (2009): 816. 
2
 Ruth Macklin, Double Standards in Medical Research in Developing Countries (New York: Cambridge 

University Press, 2004), 6–8. 
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The thesis is divided into two sections. The first section covers chapters one to three 

where I present the development and the environment of international medical research on 

human subjects. In the first chapter, I explain how the medical research industry has been a 

part of globalization and cover the main reasons why medical research is often moved and 

conducted in developing countries instead of developed countries. In the same chapter I also 

introduce important terms in this field such as exploitation and vulnerable subjects. In the 

second chapter, various ethical dilemmas that can arise when medical research is conducted in 

developing countries will be presented. The dilemmas of informed consent, risk-benefit ratio, 

standard of care, and treatment availability when research is completed will be specially 

addressed. In chapter three, available and current international ethical guidelines in the field 

of medical research on human subjects are presented and I discuss how these guidelines 

cannot serve as a complete guidance when medical research is being designed. Three 

guidelines will be introduced; the Nuremberg Code, the Declaration of Helsinki and the 

International Ethical Guidance from the Council for International Organizations of Medical 

Sciences (CIOMS). 

In the second section of this thesis, I aim at answering the research question I put 

forward: Can lower ethical standards in medical research in developing countries be justified 

in light of Kant’s moral philosophy? The second section covers chapters four to seven. In the 

fourth chapter, the moral philosophy of Immanuel Kant is introduced with focus on the 

categorical imperative and Kant’s definitions of duties. In chapter five, a case of a 

controversial HIV study that took place in developing countries in 1997 is introduced, and the 

ethical dilemmas the study brought on will be evaluated in light of Kant’s moral philosophy. 

In the sixth chapter, I present the conclusion of this research thesis, which is, given that 

perfect and negative duties as well as imperfect and positive duties are not violated, lower 

ethical standards in medical research in developing countries can be justified in light of 

Kant’s moral philosophy. Finally, at the end of the thesis, I discuss the bigger picture of the 

topic of global justice and who is responsible for eliminating the situations in developing 

countries that are the main reasons why double ethical standards in medical research on 

human subjects are in place at all. 

This project certainly widened my knowledge and interest in the field of global justice 

and I can surely say that the discussion of global justice, which emerged decades ago, will 

only escalate, hopefully leading to increased justice at the global level.   
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First Section 

1. The Globalization of Medical Research   

1.1. Medical Research Goes Global  

Globalization is a familiar term as this development has been ongoing for the last few 

decades. Globalization has brought on economic benefits such as higher production rates, 

more efficiency, industrialization and faster growing knowledge and innovation for those 

countries that are a part of it. Most might agree that these aspects of globalization are positive, 

but not everything about globalization is desirable, for example, exploitation that tends to be a 

side effect in this evolution. We often hear about poor working environment and low 

payments developing countries and their citizens are faced with, a situation that Western 

companies have taken advantage of, which makes us think that even though globalization 

brings on various benefits, everything that follows is not always morally justifiable. In their 

book Responsible Conduct of Research, Adil E. Shamoo and David B. Resnik discuss the 

history of the relationship between developed nations and developing nations which is marked 

by slavery, colonization, military domination and unfair trading practices. They point to Sonia 

Shah’s words, in her book Body Hunters
3
, “[a]lthough the globalization of trade, industry, 

science, and technology has clearly helped many nations to escape from poverty and despair, 

it has also produced some undesirable consequences, such as the destruction of cultures, the 

disruption of economies, political strife, racism, and unfair trading practices.”
4
 

The pharmaceutical industry is not exempt from globalization and pharmaceutical 

companies have embraced it as a core component of their business models, especially in the 

realm of clinical trials. Clinical trials increasingly occur on a global scale as industry and 

government sponsors in wealthier countries move their research trials to less wealthy 

countries. As Glickman and others illuminate in their article in the New England Journal of 

Medicine, the number of active Food and Drug Administration (FDA)-regulated investigators 

based outside the United States has, since 2002, grown by 15% annually, whereas the number 

of U.S.-based investigators has declined by 5.5%. Furthermore, majority of study sites 

(13,521 of 24,206, in Phase 3 trials) took place, as of November 2007, outside the United 

                                                           
3
 In 2005, the film the Constant Gardener, which is based on Sonia Saha’s book, was nominated at the 

Academic Awards for the best writing, and won the Oscar in the category of performance by an actress in a 

supporting role (Rachel Weisz). 
4
Adil E. Shamoo and David B. Resnik, Responsible Conduct of Research (New York: Oxford University Press. 

2009), 326. 

http://www.imdb.com/name/nm0001838?ref_=ttawd_awd_1
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States and in a 10 year period (1995-2005) the number of trial sites of U.S. investigators 

doubled.
5
 The great majority of medical research is currently sponsored and conducted by 

private pharmaceutical companies.
6 

Shamoo and Resnik explain why this evolution in medical research has taken place by 

pointing to the fact that globalization of commerce, trade, industry and travel means that 

diseases can spread easily across the globe. For example, HIV spread from Africa and around 

the world and each year a new strain of the influenza virus emerges in Southeast Asia and 

spreads throughout the globe. As diseases have become international in this sense, medical 

research should also become international.
7
 However, there may be different set of reasons for 

pharmaceutical companies, researchers and research sponsors to conduct research in a 

developing country. 

1.2. Advantages of Conducting Medical Research in Developing Countries 

There are many reasons why pharmaceutical companies, researchers and research sponsors 

might find it desirable to conduct their research in a developing country rather than in an 

industrialized country. Ruth Macklin divides the reasons for conducting studies in developing 

countries into two categories, financial reasons and scientific reasons. The main financial 

reasons are those that the research can be done more quickly in the developing country and 

with less oversight, thereby enabling the company to gain approval for marketing and realize 

a profit sooner.
8
 When the United States’ National Bioethics Advisory Commission (NBAC) 

asked a pharmaceutical researcher why the industry seeks to conduct studies in developing 

countries he responded by proclaiming that the pharmaceutical industry is not a charitable 

business. “It is a profitable Wall Street hard-core business.”
9
 If it is financially beneficial for a 

pharmaceutical company to move its research overseas it is undoubtedly a tempting move to 

make. 

Macklin points out that it is unquestionably cheaper to carry out research in developing 

countries as they can offer lower costs for all of the ancillary goods and services necessary to 

                                                           
5
 Glickman et al., “Ethical and Scientific Implications of the Globalization of Clinical Research,” 816. 

6
 Ruth Macklin, “Global justice, human rights, and health,” Global Bioethics: Issues of Conscience for the 

Twenty-First Century, edited by Ronald Michael Green, Aine Donovan and Steven A. Jauss (Oxford: Oxford 

University Press, 2008) 142. 
7
 Shamoo and Resnik, Responsible Conduct of Research, 323. 

8
 Ruth Macklin, Double Standards in Medical Research in Developing Countries, 7. 

9
 Nancy Kass and Adnan A. Hyder, “Attitudes and Experiences of US and Developing Country Investigators 

Regarding US Human Subjects Regulations,” Ethical and Policy Issues in International Research: Clinical 

Trials in Developing Countries vol II, (Maryland: NBAC, 2001) B–31. 

http://philpapers.org/go.pl?id=GREGBI&proxyId=&u=http%3A%2F%2Fbooks.google.com%2Fbooks%3Fid%3D6JKpOTzzlsIC%26printsec%3Dfront_cover
http://philpapers.org/go.pl?id=GREGBI&proxyId=&u=http%3A%2F%2Fbooks.google.com%2Fbooks%3Fid%3D6JKpOTzzlsIC%26printsec%3Dfront_cover
http://philpapers.org/s/Ronald%20Michael%20Green
http://philpapers.org/s/Aine%20Donovan
http://philpapers.org/s/Steven%20A.%20Jauss
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set up and support the research, including labour costs for technical and scientific personnel. 

Research can often be done more quickly in a developing country compared to a Western or 

developed country, as time-consuming legislative requirements and local ethical review 

committees are not as well established in developing countries as in Western countries. By 

conducting the research in a shorter period of time, pharmaceutical companies are given the 

opportunity to bring successful products to the market more quickly and thereby ensure an 

earlier profit. The absence of these ethical and legislative guidelines in developing countries is 

however changing, as many of these countries have established stronger requirements for 

research.
10

 Several international ethical guidelines in medical research have also been 

established in order to encourage and support researchers and developing countries in 

conducting ethical research, which I will introduce in chapter three.  

Conducting medical research in a developing country does not only bring financial 

benefits to the company but it can also bring scientific benefits to the researcher. Developing 

countries often inhabit large populations which might make it easier for researchers to attain 

subjects for trials. Another scientific reason for conducting research in developing countries is 

that the citizens (thereby the participants in the medical study) have been exposed to fewer 

drugs or medication than people in industrialized countries, which means that they are likely 

to yield more reliable results. Then the researchers can say relatively clearly that what 

happens to the participants is a result from the drug they are testing and not an effect from any 

other drug, or drugs. The term which is sometimes used for these kinds of individuals is 

“naive subjects”. Another, negative, meaning of the word “naive” which might be fitting in 

this discussion, is a person who is not well educated, might be unacquainted with modern 

science and might enrol in a study without any questions asked regarding medical authority.
11

 

This negative meaning also entails the possibility for researchers to take unfair advantage of 

the situation.  

Another scientific factor that brings an advantage to pharmaceutical companies and 

researchers is the greater opportunity in developing countries to conduct medical studies 

where the experimental product is tested against a placebo, an inactive substance. These kinds 

of studies can shorten the research time and make the data and results more readily acceptable 

for approval.
12

 These placebo controlled studies are often not allowed in Western countries, 

where other drugs against the disease at hand already exist and are available in those 

                                                           
10

 Ruth Macklin, Double Standards in Medical Research in Developing Countries, 7.  
11

 Ibid., 7.  
12

 Ibid., 8. 
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countries. I will come back to the issue of using a placebo in a medical study in chapter two, 

when I discuss dilemmas that can arise when conducting medical research in developing 

countries. 

Finally, Macklin proclaims that the single best reason to conduct medical research in 

developing countries is that the diseases for which products are being tested are prevalent in 

those countries (such as malaria, tuberculosis, HIV), and a public-health need exists to 

develop effective drugs and treatment.
13 The reality is, however, that a high proportion of 

studies conducted in developing countries are not testing drugs against these prevalent 

diseases. The focus is rather on other health problems that are more common in Western 

countries such as cancers, cardiovascular diseases, and diabetes. The medical industry’s 

investment in research on tropical diseases and prevalent diseases in developing countries 

(that Western communities are not often exposed to) has been just a small fraction of the 

amount spent on research on diseases that have more impact in Western countries. This is 

often referred to as the 90/10 gap, which means that 10 per cent of global health research is 

devoted to conditions that account for 90 per cent of the global disease burden.
14

 

I have discussed the reasons for pharmaceutical companies, researchers and research sponsors 

to conduct their research in developing countries and the benefits they can gain. But of course 

the host countries can also attain valuable benefits when research is conducted in their 

communities. By allowing pharmaceutical companies and researchers from the Western world 

to conduct their research within their societies, the citizens might gain access to drugs and 

treatments which would otherwise not be possible. The research could contribute knowledge 

and know-how to the health care system and health care workers could gain education and 

experience. The society as a whole could benefit with stronger infrastructure, job creation, 

medical research equipment, labs and research centres. Hosting an international medical 

research may give the country a chance of catching up with Western societies via long-term 

collaboration.
15,16 Developing countries may even make an effort to try to convince 

international organizations and pharmaceutical companies to conduct their research in their 

                                                           
13

 Ibid., 8. 
14

 Philip Stevens, “Diseases of Poverty and the 10-90 Gap,” International Policy Network, (Islington: Hanway 

Print Centre, 2004) 3–5.   
15

 Shamoo and Resnik, Responsible Conduct of Research, 334. 
16

 Macklin, Double Standards in Medical Research in Developing Countries, 240. 
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country, even if the study would not be permitted in the sponsor country, as the developing 

country and its citizens may benefit.
17

 

When an ethically justifiable research is conducted in a developing country, its citizens, 

as well as people from all around the world, can gain huge benefits if the researchers can 

finish their research more promptly and with more reliable results (hence financial and 

scientific reasons for conducting research in developing countries). People get the opportunity 

of receiving treatment and drugs sooner than would otherwise be possible, which could save 

many lives. However, international medical research can bring on difficult ethical questions 

as opportunities for exploitation may arise. History has shown that pharmaceutical companies 

have sometimes made unethical decisions and there are many cases where companies have 

been found guilty of misconduct and exploitation in research in the developing world. In 

2002, the U.S. congress had become concerned about unethical overseas research and a bill 

introduced in congress stated that “[s]ome researchers exploit the fragile regulatory systems, 

high illiteracy rates, and public health failures of developing countries to test their 

experimental drugs and devices on misinformed and unwilling human participants.”
18 I will 

now briefly discuss exploitation in medical research in developing countries.  

1.3. Exploitation in Medical Research in Developing Countries 

“Exploitation occurs when wealthy or powerful individuals or agencies take advantage of the 

poverty, powerlessness, or dependency of others by using the latter to serve their own ends 

(those of the wealthy or powerful) without adequate compensating benefits for the less 

powerful or disadvantaged individuals or groups.”
19 This is how Ruth Macklin defines the 

term exploitation. Shamoo and Resnik describe exploitation as “a relationship (or 

transactions) in which a person (or persons) takes unfair advantage of another person (or 

persons).”
20

 According to Alan Wertheimer, a relationship is unfair if the benefits and 

burdens are not distributed fairly, that is, if one party reaps almost all of the benefits with 

minimal burdens, while the other party bears most of the burdens with few benefits.
21

 Both 

definitions of exploitation mentioned here emphasize the fact that exploitation involves harm 

or wrong to persons or groups. To put it into context with the subject discussed in this thesis, 

exploitation occurs when pharmaceutical companies or medical researchers take unfair 

                                                           
17

 Ibid., 3.  
18

 Ibid., 8. 
19

 Ibid., 102. 
20

 Shamoo and Resnik, Responsible Conduct of Research, 326. 
21

 Ibid, 327.  
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advantage of individuals or groups of the developing country the research takes place in, 

where benefits and burdens are not fairly distributed.  

Vulnerable subjects are more easily harmed or exploited than other groups of people. 

Most commentators have focused on two criteria for defining vulnerable subjects; a) 

compromised decision-making capacity (DMC) and therefore the subjects have difficulty 

making decisions; and b) lack of power where the subjects lack the ability to promote their 

own interests.
22

 People, or groups of people, who fall into these categories are children, 

mentally ill people, prisoners, minorities, desperately ill people and poor people, such as 

majority of people living in developing nations.
23

 Developing or poor nations can therefore be 

considered vulnerable groups as they often have low decision-making capacity and lack 

power due to high illiteracy rates, language barriers, poverty, absence of or fragile laws and 

ethical guidelines, lack of knowledge and often possess a strong will to make connection with 

the pharmaceutical industry and international organizations, no matter the cost.  

Since vulnerable subjects are more easily harmed and exploited than other groups of 

people, there is an ethical imperative to protect these subjects.
24

 Research ethics is therefore 

essential in the industry of medical research in order to prevent exploitation of human 

subjects. It could, on the other hand, be argued that ethical regulation can hold science back 

and delay or prevent innovation, and even that ethics and science are mutually exclusive 

terms. Macklin, however, denies this argument and states that ethical principles proclaim the 

importance and necessity of conducting scientific research in order to reach the goal of 

improving public health. Ethics can therefore support the scientific aspect by helping to reach 

better and solid results, without exploiting vulnerable subjects, such as citizens of developing 

countries.
25 Like Henry Beecher said in one of the first publications on ethics in clinical 

research published in 1966 in the New England Journal of Medicine when criticising 

exploitation in research, “ends do not justify means.”
26

  

But when is medical research in a developing country exploitative? This question is 

related to the question whether ethical standards are relative or universal. When conducting 

medical research in a developing country the researcher needs to base his decision either on 

how things actually are (descriptive and relative statement) versus how they should be 

                                                           
22

 Ibid., 268. 
23

 Ibid., 265. 
24

 Ibid., 268.  
25

 Macklin, Double Standards in Medical Research in Developing Countries, 6. 
26

 Henry K. Beecher, “Ethics and Clinical Research,” New England Journal of Medicine 24/274 (1966): 1360.  
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(normative statement).
27

 Various ethical dilemmas can arise when such research is being 

designed and in the next chapter I will introduce and discuss the main ones.  

2. Ethical Dilemmas in International Medical Research 

Many ethical dilemmas can arise when pharmaceutical companies and researchers from the 

Western world conduct their medical research in developing countries. These dilemmas, such 

as regarding informed consent, standard of care, risk-benefit ratio and treatment availability 

when research is completed, can lead to exploitation of people of these countries.  

2.1. Informed Consent 

For more than a century, individual informed consent has been recognized as one of the most 

essential principles of ethical clinical research.
28

 Acquiring informed consent can be complex 

and there are various requirements a valid informed consent must fulfil, such as the four 

requirements Jennifer S. Hawking explains. First, only those potential subjects who pass the 

requirements for decision-making competence should be asked to give consent (when it is 

necessary to enrol incompetent subjects an appropriate surrogate must give consent). Second, 

there must be full disclosure of all the relevant information, third, the subject or surrogate 

must understand the information, and forth, he or she must then consent freely or 

voluntarily.
29

 

However, there can be some significant challenges to implementing these requirements, 

especially in developing countries. Shamoo and Resnik specify three challenges of acquiring 

informed consent in developing countries. First, there is the possible presence of linguistic 

barriers that might make it difficult to acquire effective consent. It can be necessary to use 

interpreters in order to converse with subjects in their native language and translations of 

consent documents, and other material such as brochures, questionnaires and visual aid must 

be produced. Some words may not translate easily into different languages which may affect 

interpretation of the text presented to the subjects. Furthermore, some populations may have 
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no written language, so use of a consent form or other such document can be problematic.
30

 

Such situations may make it hard to fulfil the requirement of full disclosure. 

The second challenge is that there can be conceptual or cultural obstacles to effective 

consent. People from developing and unindustrialized countries may have little 

comprehension of Western concepts such as disease, cause and effect, genetics/DNA, virus, 

bacteria, and so on. Although it could be possible to explain these concepts to research 

subjects, some ideas may be so alien to people of developing countries that they may find 

them difficult to comprehend.
31

 In order to assure that the requirement of full understanding is 

met, it is necessary to adapt the form and content of procedures for obtaining informed 

consent to the educational level of the potential subjects of research.
32

 

Third and last, many African nations consist of tribal governance. The leaders of the 

tribe may need to give permission before any member of the tribe can be recruited into a study 

and the members may not believe they have any right to decide by themselves whether to 

participate or not. They may not even comprehend the notion of individual decision making 

(which is one of the requirements for effective informed consent mentioned above).
33

 Ethical 

relativists have sometimes used cultural differences, like lack of understanding of the concept 

“individual consent”, as a defence for departing from widely accepted ethical standards for 

informed consent. Furthermore, in developing countries women are sometimes thought of as 

less than men and their husbands sometimes make all the decisions, even those that only 

affect their wife’s health and her enrolment in medical studies.
34

 Situations like these could 

easily be problematic in the researchers’ attempt to acquire valid informed consent as 

somebody other than the subject is giving consent and therefore requirements of a valid 

informed consent would not be fulfilled. 

Another important ethical problem worth emphasizing is pressure that a person may 

experience to enrol in a study, which could undermine free and/or voluntary consent. Offer of 

medical treatment by participating in a research project, a service that would otherwise not be 

available to the subject, may be too attractive to decline. This is also known as undue 
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inducement.
35

 In a policy brief regarding valid consent in developing countries, Graham 

Lindegger and Susan Bull gave as an example the following statement from a Thai subject: 

The study staff gives good advice and when this project is over I hope I can enrol in 

another study. For that matter, I hope there will be new studies for me to participate in 

all the time. If there would be no more studies, I don’t know if I would have the 

strength to go on, as I would not know where to get drugs outside of clinical trials.
36

 

The quote above sheds light on the possible situation people of developing countries can be 

facing and shows how difficult it can be to acquire free and valid informed consent in those 

countries, even though decision-making competence, understanding, and full disclosure is at 

hand.
37

  

It may be tempting for a pharmaceutical company and researchers from the Western world, 

who are conducting research in a developing country, to accept subjects in the study without 

fulfilling all requirements needed in order to acquire valid informed consent. By disregarding 

these requirements, the risk of exploiting their vulnerability and unfortunate situation is 

present. Furthermore, it may not always be clear if a valid informed consent is at hand, 

leaving the situation open for interpretation and causing an ethical dilemma. However, 

researchers conducting a study should always bear in mind wise words from Henry Beecher 

from 1966:  

Ordinary patients will not knowingly risk their health or their life for the sake of 

“science.” Every experienced clinician investigator knows this. When such risks are 

taken and a considerable number of patients are involved, it may be assumed that 

informed consent has not been obtained in all cases.
38

 

2.2. Risk-Benefit Ratio 

The Risk-Benefit Ratio is a term often used when ethical aspects of conducting a research in a 

developing country are being discussed and weighed. A positive outcome from these 

calculations, that is if benefits resulting from the study outweigh the risks it proposes, is used 

to justify conducting the research as is explained below. If the positive results cannot justify 

the negative ones, the research is considered exploitative. However, these calculations are 

seldom clear and easy.  
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In order for a research project to be considered ethical, benefits must be favourable for 

the individuals taking part in the study as well for the community where the research takes 

place.
39

 The understanding of favourable benefits can be interpreted as actual benefit, or at 

least that the research does not harm the participants or the community. Conflicts between the 

good or benefits of the individual versus the good of society frequently arise, and it is 

important to assess whether the benefits to the individual and society outweigh the risks to the 

individual.
40

 

Benefits to the individual taking part in the study may include access to new 

medications or treatments, knowledge about one’s physical or mental condition, money, and 

even self-esteem.
41

 When research is conducted in a developing country, the benefits to the 

individual might seem even greater as he or she could receive medical care or treatment which 

would otherwise not be available, due to fragile and underdeveloped health care system. The 

risks an individual may face when participating in a study could be as minimal as dizziness, or 

headache, or very risky with a chance of serious side effects or even death (in special cases 

where the participants may suffer from a serious illness).
42

 Benefits to the society may include 

improved health of research subjects, post-trial access to medications, availability of health 

care services, employment and economic activity, availability of the intervention, 

improvements to the health care infrastructure and research capacity, long-term research 

collaboration and sharing of financial rewards, including intellectual property.
43

  

As mentioned, benefits to the individual and benefits to the society do not always go 

hand in hand. The society may for example receive high benefits while the individual 

participating in the study may receive limited benefits or be faced with risk to some extent. 

An even greater dilemma that may arise in international research concerns the assessment of 

the risk-benefit ratio between the host country (the country where the research takes place) 

and the sponsoring country (the researcher’s country of origin) or other countries that may 

benefit the most from the study.
44

 A fair distribution of the benefits and burdens of research 

between countries or societies, is however not always easy to attain. It may be difficult to 

pinpoint the amount of risk that is fair for the host country (or the participants of the study) to 
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take on. Furthermore, it can be complicated to measure and evaluate the benefit appropriate 

for that community to receive. It may, for example, be unclear whether access to medication 

or treatment resulting from the study is the only fair benefit to receive, or if improvement to 

the health care infrastructure is “enough” compensation in return for participating in, or 

hosting the research.  

2.3. Standard of Care 

The core concept of standard of care is that there is, for each particular medical condition, a 

set of recognized treatments and care interventions that constitute the present standard of care 

for that condition. For different conditions this may range from no treatment at all, because 

there is no effective treatment or because no treatment is needed, to highly complex and 

expensive treatment regimens. The standard of care is the baseline against which other 

treatment regimens can be compared.
45

 The principle of standard care requires that 

researchers consider how subjects in a trial fare in relation to people outside the trial. The 

question arises when we try to specify further the appropriate outside reference point for the 

comparison. Do we compare to the local or global standards? Is it a comparison with how 

things actually are (locally or globally), a descriptive standard, or a comparison with how 

things medically ought to be, a normative standard?
46

 The distinction between these two 

senses of standard is critical and leaves the principle of standard care open to interpretation.
47

 

It is no secret that the best current treatment is not the same within different 

communities. Citizens of poor countries cannot expect to have access to the best treatment 

available anywhere in the world, when citizens of wealthier countries have better chance of 

receiving the best known treatment. Given that the vast majority of the population in a 

developing country lacks access to the best current treatment routinely available in the 

wealthier country, Ruth Macklin asks if that situation could justify a different research design 

in the developing country. That is, if it can be warranted to compare to a different, and lower 

health care standard in the developing country, where participants of the control group would 

receive less effective treatment than would be allowed in the industrialized country. Macklin 

points to the fact that the situations in rich and poor countries are indeed different. For 

example, the risk-benefit ratios are not the same. In the wealthier country, people who need 
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treatment can normally get the best current treatment outside of a medical study, and therefore 

they would suffer greater harm by participating in the trial than by not participating. In the 

developing country, on the other hand, the research subjects would not have access to the best 

current treatment or to the experimental intervention. Not only would they not suffer harm, 

but they would benefit from the participation. The risk-benefit ratio truly is different in these 

cases, but the question still remains if it is generally ethical to withhold the treatment from 

participants.
48

  

The expression, standard of care, was introduced early on in debates over whether it is 

acceptable to use a placebo control in medical studies, when a proven treatment for the 

condition being researched already exists.
49

 In medical studies that include a placebo control 

group, the investigators and subjects are usually not aware of the subjects’ assignments, so 

they do not know who is receiving a placebo and who is receiving an active treatment. When 

a new drug is compared with a placebo in a medical study (instead of an existing drug), the 

aim is to demonstrate that the drug is more effective than the placebo.
50

  

The use of placebo in medical studies has been a controversial issue as the research 

design may not fulfil the standard of care requirements. Local authorities in industrialized 

countries often prohibit these types of studies and there are examples of pharmaceutical 

companies moving their research to developing countries where placebo controlled research 

can be conducted.
51

 According to Shamoo and Resnik, most researchers and ethicists agree 

that it is unethical to give placebos to research subjects in medical studies when the subjects 

have a serious illness and an effective therapy exists. In those cases all subjects should receive 

medication, either the experimental drug or the existing drug. They add that placebos can only 

be given to patients with a serious illness when there is no known effective therapy for the 

illness.
52

 

One argument defendants make regarding placebo controlled studies is that by 

providing no care or treatment to participants in research, the researchers are not making them 

worse off than they would be if they were not enrolled in research. In other words, sponsors 

and researchers attempt to justify providing less care and treatment than they might be able to 
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provide because they are not falling below the “standard”.
53

 According to a more recent view, 

it is unethical to give placebos, not because of the obligation to provide optimal medical care, 

but because giving placebos instead of an effective treatment is exploitative, since subjects do 

not receive a fair share of the benefits of research (unfair risk-benefit ratio) and may be 

harmed.
54

 

Another interesting argument that defendants of placebo controlled research sometimes 

advance in the debate over whether an obligation exists to provide the best current treatment 

to research subjects in a control group is worth mentioning. The argument is that providing 

those sorts of benefits to people who would not otherwise have access to them is an undue 

inducement or a coercive offer, an incentive so great that it compromises their ability to give 

free informed consent to participate in research. If consent is not free and is compromised by 

an offer that people of developing countries could not meaningfully refuse, then they are 

exploited in the opposite way from being denied the best current treatment. Ruth Macklin 

rejects this argument and calls it a counter-charge used to deflect the claim that it is unethical 

and exploitative to enrol poor, vulnerable, or disadvantaged subjects in research without 

providing them with an effective intervention that could be made available using a different 

research design.
55

 She then adds that the correct way of looking at the issue is to acknowledge 

that the promise of preventive or therapeutic health benefits during or after a trial may be a 

reason – even the reason – why some people choose to enrol in research. But not every 

incentive counts as exploitation, and not every inducement is “undue”.
56

  

According to the Council for International Organizations of Medical Sciences (CIOMS, 

international ethical guidelines on conducting medical research in developing countries, 

which I will explain in more detail in chapter three), it is made clear that a placebo may be 

used when an established intervention is not available in a country for economic or logistic 

reasons. However, the guidelines also make it clear that the purpose of such research should 

be to make an effective alternative available to the population and should be made reasonably 

available when the research is completed. The ethical rationale seems to be that the study may 

be justified because it will benefit the societies in which they are conducted, by making drugs 
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reasonably available.
57

 The definition of the term reasonably available is on the other hand 

not clear. 

2.4. Reasonable Availability after Research Is Completed 

One issue related to fair benefits to human subjects in medical research is the availability of 

medications after the study is completed. When research is conducted in Western countries, 

such as the United States, availability of treatment is usually not an issue because health 

insurers or government agencies will often pay for the treatment after the subjects complete a 

medical study, which ensures participants and future patients the access to treatment. In 

developing countries, however, research subjects and future patients may not have access to 

treatment once the study is completed as it can be too expensive or complicated. Their only 

opportunity to receive a treatment may be to participate in a study, and when the study is 

completed, they lose access.
58

 

According to the World Health Organization (WHO), the real world health problem is 

not lack of innovation in the medical industry, but the lack of access to treatment when the 

experimental product is ready for distribution. An estimated one-third of the world population 

lacks regular access to essential drugs, with this figure rising to over 50 per cent in the poorest 

parts of Africa and Asia. And even if drugs are available, weak drug regulation may mean that 

they are substandard or counterfeit.
59

 Availability of drugs is therefore one of the biggest issue 

in international medical research. 

There is a wide range of views on what is owed to research subjects or to an entire 

population when research yields successful products. At one end of the continuum is the 

position that failure to provide successful products to a country, in which the product has been 

tested, exploits those who served as research subjects in the developing country. At the other 

extreme is the rejection of any obligation to provide post-trial access to medication as 

participants could not be exploited when they are given access to treatment during the study 

that would otherwise be unavailable to them.
60

  

According to Glantz, Annas and others, in order for a research to be ethically conducted 

it must offer the potential of actual benefit to the inhabitants of the country the research takes 

place in. In order for developing countries to have that potential, they must have access to the 
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fruits of such research.
61

 The chair and executive director of the United States’ National 

Bioethics Advisory Commission (NBAC) adopted a similar line stating that if the intervention 

being tested is not likely to be affordable in the host country or if the health care infrastructure 

cannot support its proper distribution and use, it is unethical to ask persons in that country to 

participate in the research, since they will not enjoy any of its potential benefits.
62

 

Furthermore, commentators that support the principle of reasonable availability may argue 

that if the products that result from medical research in developing countries were to be made 

available to present or future citizens of the host country the research would not be 

exploitative.
63

  

Alan Wertheimer notes that there are at least two sorts of arguments for the principle of 

reasonable availability. First, it may be thought that assurance of availability of drugs after the 

research is finished is linked to the validity of the participants’ consent.
64

 “Thus, a good 

ethical working rule is that researchers should presume that valid consent cannot be obtained 

from impoverished populations in the absence of a realistic plan to deliver the intervention to 

the population.”
65

 Second, it may be thought that reasonable availability is a matter of 

distributive justice. If the people in a developing country cannot afford the drugs after 

research is finished, but people in the developed country can, a case of exploitation could 

arise as wealthy Western nations could take unfair advantage of the poverty of developing 

nations without compensating them with the benefits of treatment. To avoid such situations 

there must be some reasonable assurance that products derived from the research will be 

available in the host country.
66

 

Critics of the principle of reasonable availability have noted that the term is too vague. 

Does it mean that all inhabitants of the country must have access to the new treatment, or 50 

per cent or even 25 per cent of the population?
67

 It can also be problematic to define and limit 

the members of a certain “community”. Must drugs be provided to all members of the host 
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country or does community not extend as far as national boundaries? And for how long must 

drugs be provided?
68

 These questions do not provide a simple answer. 

While post-trial access to medications is a laudable goal for researchers and research 

sponsors, it may be financially difficult for them to reach. For example, treating a single HIV 

patient with antiretroviral drugs can cost thousands of dollars a year for many years. There is 

some evidence that researchers and sponsors often fail to meet the goal of post-trial access to 

medications, even when they include post-trial access as part of the protocol. The post-trial 

access requirement is another added cost that may prevent sponsors from pursuing research 

projects that can benefit people in developing nations in the future.
69

 Another argument that 

could lower the claim of providing post-trial treatment could be that the developing world will 

in the end benefit from innovation derived from such research. Developing countries currently 

benefit from drugs that were originally developed for wealthier markets. Polio, pertussis 

(whooping cough) and diphtheria, for example, were once endemic in wealthier countries, but 

they have practically been eradicated from these areas due to simple vaccines and treatments 

that were developed a few decades ago.
70

 

One median view on this matter of what is owed to the host county is that researchers 

and sponsors should make a concerted effort to guarantee post-trial access to treatment for all 

research subjects, but this commitment however should be tempered by realism and an 

understanding of the purpose of research. The primary responsibility of researchers and 

sponsors should be to protect the rights and welfare of subjects during the study. Once a study 

is complete, they should still try to protect subjects from harm, but the post-trial obligations 

need not be as strong as those that occur during the trial. Instead, other stakeholders with an 

interest in the health of populations in developing nations, such as the United Nations, WHO, 

Doctors without Borders, and various governments from developing and developed nations 

should help researchers and sponsors provide post-trial access to medications.
71

 

It is fair to say that it is highly desirable that a developing country where a research 

takes place should gain some benefits from the participation. However, people may disagree 

whether the compensations should always be in the form of medicine or access to treatment. 

One view is that other types of benefit could count, such as monetary payments, contributions 
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to the country’s infrastructure, share in profits from products developed during research, 

intellectual property rights, assistance in building capacity for conducting research, 

construction of laboratories, or even roads in rural areas.
72

 Supporters of this view claim that 

by allowing different kinds of benefit to the developing country the risk of imposing 

paternalism would be minimized. The leaders of that country could choose the best way to 

spend the money and the values of the developed country would not be wrongly tied to the 

values of the developing country.
73

 Ruth Macklin is not in favour of these kinds of 

compensations and claims that the benefits from the study should be more direct to the 

population in the country the research is carried out in. By allowing for example monetary 

payments, there would be no guarantee that the population would benefit. The leaders of the 

country might equally well decide to use the money to purchase arms and weaponry or spend 

the money in a way that might not benefit the population or individual participants at all. 

Macklin adds that if health-related benefits derived from the research accrue only to the 

population in industrialized countries, the arrangement would be unjust. Since the burden of 

research subjects (exposure to risks, discomforts, inconveniences) fall upon the developing 

countries, the population of that country deserves the same type of benefits that will flow to 

the wealthier or insured population in countries that sponsor research.
74

  

Finally, I want to mention that what is owed to the countries or communities where the 

research takes place does not always have to match up to what is owed to the individual 

participants in the study. For example, there is an emerging consensus in the international 

community that post-trial care must be offered to individual participants, but as with the issue 

of community benefit, deep questions remain about who should have access to the medicine, 

who is part of certain community and who exactly should provide the new treatments.
75

 

I have explained some of the ethical dilemmas that can rise when medical research is 

conducted in a developing country, namely, definitions and evaluations of informed consent, 

risk-benefit ratio, standard of care and treatment availability when research is completed. 

Various international ethical guidelines have been composed in order to tackle these 

dilemmas in international medical research. In the next chapter, I will briefly introduce some 

of the main international guidelines on conducting research in developing countries and 

discuss their attempt to endorse ethical research.  
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3. Introduction to International Ethical Guidelines 

Different countries have different laws, different views on human rights and different ethical 

principles. Most countries in the developed world have their own set of laws and regulations 

concerning research with human subjects. These laws and regulations emphasize the key 

principles of human research such as informed consent, risk minimization, reasonable risk-

benefit ratio and confidentiality.
76

 Developing countries on the other hand may not possess 

such regulations or if they do, the regulations may be weaker than those of the developed 

countries.
77

 There are no international laws on medical research that apply in all countries and 

that all researchers conducting studies in another country must follow. There are, however, 

international ethical guidelines for conducting medical research that can be followed in order 

to design and conduct an ethical research in a developing country. I will introduce few of the 

most significant ones in order to shed some light on the ethical environment and ethical 

standards that have led the way in medical research on human subjects in developing 

countries. The guidelines that will be specified are the Nuremberg Code, the Declaration of 

Helsinki and the guidelines developed by the Council for International Organizations of 

Medical Sciences (CIOMS). 

3.1. The Nuremberg Code 

The Nuremberg Code was the first international code of ethics for research on human 

subjects, introduced in 1947. After WWII, when the Nazis outrageous experiments on human 

subjects were revealed to the world, a trial at the International Military Tribunal (IMT) in 

Nuremberg, Germany, was set in place by the Allies in order to prosecute the remaining Nazi 

war criminals. The final judgment, delivered in August 1947, also set forth the Nuremberg 

Code designed to protect the rights and welfare of research subjects.
78

 The code consists of 10 

articles where the most important aspect is the emphasis on the importance of voluntary 

consent in research, which had not been discussed much before the code was adopted.
79,80
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Although the Nuremberg Code is a legal document that has been endorsed by a variety 

of U.S. courts, it did not prevent exploitations in medical research in the United States such as 

the 22 experiments Henry Beecher revealed and shocked the medical world with in his article, 

Ethics and Clinical Research, mentioned earlier.
81,82

 After the Nuremberg Code was 

introduced, other guidelines have been developed in order to prevent such unethical 

experiments, and the Declaration of Helsinki is one of them. 

3.2. The Declaration of Helsinki 

The Declaration of Helsinki was introduced by the World Medical Association (WMA) in 

1964 to provide additional guidance for researchers beyond what was included in the 

Nuremberg Code.
83

 Hence, the Declaration is longer and more detailed (37 articles) than the 

Nuremberg Code (10 articles). Since the publication of the Declaration of Helsinki, it has 

been amended nine times, most recently in October 2013.
84

  

The Declaration of Helsinki is considered the best-known and most widely available 

guideline in medical research ethics.
85

 The Declaration covers a broad assortment of topics 

such as privacy and confidentiality, research oversight, protocol development, protection of 

vulnerable subjects, publication, scientific design, the use of placebos, and access to 

treatments.
86

 

In many countries the Declaration has been enacted as law (such as the Nuremberg 

Code in some U.S. courts) and adherence to its principles is a requirement of many national 

and international guidelines.
87

 

3.3. International Ethical Guidance from the Council for International Organizations of 

Medical Sciences (CIOMS) 

The Council for International Organizations of Medical Sciences (CIOMS) was formally 

constituted by the World Health Organization (WHO) and the United Nations Educational, 

Scientific, and Cultural Organization (UNESCO) in 1949, and it still remains under the aegis 
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of these two specialized UN agencies. In 1982 CIOMS proposed the international ethical 

guidelines for biomedical research involving human subjects. The purpose of these guidelines 

was to indicate how the ethical principles that were set forth in the 1975 version of the 

Declaration of Helsinki could be effectively applied. Emphasis was on application in 

developing countries, given their socioeconomic circumstances, laws and regulations, and 

executive and administrative arrangements. The guidelines were revised in 1993 and again in 

2002.
88

  

The CIOMS guidelines are even more detailed than the Declaration of Helsinki. They 

consist of 21 articles along with many commentaries for each article which provides an 

opportunity to explain in detail different situations. The CIOMS guidelines cover the topics of 

ethical justification and scientific validity of research, ethical review committees, 

documentation of informed consent, vulnerability of individuals, groups communities and 

population, women as research subjects, equity regarding burdens and benefits, choice of 

control in clinical trials, confidentiality, compensation for injury in research, strengthening of 

national or local capacity for ethical review and obligations of sponsors to provide health-care 

services.
89

   

3.4. Limitations of Guidelines in Relation to Lower Ethical Standards 

Ethical guidelines can be of great use when medical research is being designed and scheduled 

to be conducted in a developing country. They do, however, contain various limitations which 

prevent them from providing complete guidance when research is being designed. 

Furthermore, they fail to answer the question whether lower ethical standards should be 

accepted in medical research in developing countries compared to Western countries.  

The Nuremberg Code, for example, which mainly emphasizes the importance of 

voluntary consent, fails to cover possible situations where human subjects needed for research 

are incapable of giving informed consent, such as people of developing countries in some 

cases.
90

 It doesn’t address research on children, patients, mentally impaired people and other 

vulnerable groups. The Code also fails to address many issues related to international research 
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trials, including the questions of care for research subjects after the trials end and what are fair 

benefits to the host community.
91

 Therefore, the Nuremberg Code does not provide complete 

guidance for researchers in their attempt to gain valid informed consent in medical research in 

developing countries, let alone provide an answer to the question whether lower standards in 

medical research in regards to informed consent should be accepted.  

In general, the Declaration of Helsinki has been criticized for being too vague and open 

to interpretations. It has no explanatory notes and no discussion points so its interpretation is 

always somewhat controversial.
92

 Article 33 is, for example, is supposed to cover the issue of 

standard of care (which can be very different between countries), and the treatment control 

groups in a study receive (best current treatment, placebo etc.): 

The benefits, risks, burdens and effectiveness of a new intervention must be tested against 

those of the best proven intervention(s), except in the following circumstances: 

- Where no proven intervention exists, the use of placebo, or no intervention, is 

acceptable; or 

- where for compelling and scientifically sound methodological reasons the use of any 

intervention less effective than the best proven one, the use of placebo, or no 

intervention is necessary to determine the efficacy or safety of an intervention  

- and the patients who receive any intervention less effective than the best proven one, 

placebo or no intervention will not be subject to additional risks of serious or 

irreversible harm as a result of not receiving the best proven intervention. 

- Extreme care must be taken to avoid abuse of this option.
 93

 

The article has been revised a few times but has failed to clarify the issue. It states that 

experimental drugs must be tested against the best proven intervention. However, it is open to 

interpretation what the best proven intervention actually is. Is it the best proven intervention 

anywhere in the world or the best proven intervention in the country where the research takes 

place? As the Declaration does not make clear whether to compare to the best local or global 

intervention, it fails to answer the question whether a lower standard of care should be 

accepted in developing countries or not. Furthermore, the article states that the use of placebo 

is allowed when reasons for doing so, instead of testing against other proven treatments, are 

compelling and scientifically sound. It is, however, not always clear what should count as 

compelling and scientifically sound methodological reasons, and whether these reasons may 
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be different between countries which could justify different ethical standards.
94

 Article 34 is 

also considered controversial. It states: 

In advance of a clinical trial, sponsors, researchers and host country governments should 

make provisions for post-trial access for all participants who still need an intervention 

identified as beneficial in the trial. This information must also be disclosed to participants 

during the informed consent process.
95

 

This article is meant to cover participants’ right to post-trial access to treatment. But it is not 

clear for how long they should continue to be provided with care, how much service they 

should receive and by whom it should be paid. Furthermore, it does not state whether it is 

acceptable that participants in a study conducted in a developing country receive less access 

to treatment when the research is over, than participants in developed countries would receive. 

Even though the CIOMS guidelines are more detailed than the Declaration of Helsinki 

they are still too vague in general. Article 11 attempts to cover the same topic mentioned 

before, the standard of care and placebo controlled trials: 

As a general rule, research subjects in the control group of a trial of a diagnostic, 

therapeutic, or preventive intervention should receive an established effective 

intervention. In some circumstances it may be ethically acceptable to use an alternative 

comparator, such as placebo or “no treatment”. Placebo may be used: 

 when there is no established effective intervention; 

 when withholding an established effective intervention would expose subjects to, at 

most, temporary discomfort or delay in relief of symptoms; 

 when use of an established effective intervention as comparator would not yield 

scientifically reliable results and use of placebo would not add any risk of serious or 

irreversible harm to the subjects.
96

 

This article states that a use of placebo is allowed if there is no established effective 

intervention but it is not clear whether that means that the use of placebo is acceptable if there 

exists no effective intervention in the world, or if a placebo may be used if there is no 

established effective intervention in the community where the research is conducted. 

However, a comment on this guideline seems to imply that lower ethical standards in regard 

to standard of care could be accepted in countries where the effective intervention is not 

available. The comment states that in order for a placebo controlled study to be ethical, the 
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purpose of such a study should be to make available to the population of the country or 

community an effective alternative to an established effective intervention that is locally 

unavailable. Furthermore, the proposed investigational interventions must be responsive to the 

health needs of the population and made reasonably available to that population after research 

is finished.
97

 According to this statement, the overall ethical rationale seems to be that placebo 

controlled studies may be justified because they will benefit the societies in which they are 

conducted, meaning that the use of placebo may be acceptable in some societies but not in 

others where the established effective intervention is available. The comment also states that 

the investigational intervention has to be made reasonably available to the participants and the 

host country when the research is finished in order for the placebo controlled research to be 

ethical, but what could be considered as reasonable availability is not clear.  

In general, the available international ethical guidelines are not precise enough to 

provide a complete guidance when conducting medical research in developing countries and 

when assessing whether lower ethical standards should be accepted. Perhaps the main 

difficulty is the problem of producing comprehensive ethical guidelines that cover all types of 

medical research and applies everywhere from Washington to rural Africa.
98

 Ruth Macklin 

considers the problem with ethical guidelines indicative of the battle over whether the 

guidelines should be prescriptive (stating how things ought to be) or descriptive (stating what 

is). Defendants of descriptive guidelines claim that the prescriptive ones are too “aspirational” 

and impossible to follow, but Macklin reminds us that moral progress has occurred in the past 

because forward-looking “aspirational” individuals or groups pointed out deficiencies in the 

current state of affairs, which brought on change for the better. She adds that since ethics is 

about what ought to be, rather than simply what is, guidelines should be based on prescriptive 

statements.
99

  

As current international ethical guidelines cannot serve as a complete guide for medical 

research and cannot provide a clear answer to the question whether lower ethical standards 

should be accepted in developing countries, it is appropriate to go back to the foundation 

ethical guidelines are based on, namely normative ethical theories that cover how things ought 

to be. In the second section of this thesis, I will introduce Immanuel Kant’s moral philosophy 

and his presentation of the categorical imperative and distinction of duties. I will introduce a 
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case of medical research in developing countries and evaluate different ethical dilemmas that 

it brought on. I will then explore whether it can be justified, in the light of Kant’s moral 

philosophy, to lower ethical standards in medical research in developing countries. 

Second Section 

4. Immanuel Kant’s Moral Philosophy  

4.1. The Choice of Moral Theory. Why Immanuel Kant? 

I have explained that even though ethical guidelines can be helpful in leading the way towards 

an ethical medical research in developing countries and can provide tools to meet the 

challenges of ethical dilemmas that may arise in different situations, they cannot offer 

complete guidance, as they tend to be controversial and contain inconsistency. More 

importantly, they do not provide an answer to the question I put forward in this thesis; 

whether lowering ethical standards in medical research in developing countries can be 

justified. That is why, in order to find possible answer to this complex yet fundamental 

question, I will go back to the groundwork of ethics. 

Generally, three major approaches are prevalent within the field of normative ethics. 

Virtue ethics emphasizes the virtues, or moral character, of an agent and addresses what sort 

of person an agent should be. Ethical evaluations are therefore determined by the virtues a 

person possesses which are based on multi-track dispositions such as emotions, values, 

interests, expectations and sensibility.
100

 In this thesis, where human subjects in research and 

conduct towards them is being analysed, virtue ethics does not provide the most appropriate 

ethical approach to base the analysis on, as it mainly deals with personal goals and interests 

and not directly with how to regulate human interaction. When analysing the rights of 

vulnerable groups, such as human subjects in research, other ethical approaches may be more 

suitable.  

Consequentialism, utilitarianism in particular, is another prevalent ethical theory within 

the field of normative ethics. Utilitarianism builds its ethical evaluations on the results a 

certain action brings, where happiness and the absence of pain is the measurement. According 

to utilitarianism, the right action to take is the one that brings the most happiness to the world. 
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Utilitarianism is therefore dependent on experiences.
101

 A major criticism of utilitarianism is 

that it tends to overlook claims of justice and rights. In some cases it can even justify that the 

interests of one person may be sacrificed on behalf of others.
102

 To put it roughly, if, by 

sacrificing one person, five other people survive, utilitarianism may justify such an action and 

disregard the interests of that one person sacrificed.
103

 In the case discussed in this thesis it 

would mean that, according to the utility equation, sacrificing the interests of poor people 

living in developing countries and where research takes place, on behalf of people living in 

wealthier countries and who benefit from the results from the research, could be permissible if 

the number of people that would benefit were higher than the number of those sacrificed. This 

perception of utilitarianism has generated great discussions on whether sacrificing one for the 

benefit of others can be justified,
104

 a discussion which I am not willing to address specifically 

in the context of this thesis. Utilitarianism is certainly a relevant approach to deal with the 

question I put forward, whether lowering ethical standards in medical research can be 

justified, however as justice and basic rights and wrongs are not properly emphasized, and are 

even set aside, I think that another approach is better suited to reach a just answer to this 

question. 

Immanuel Kant’s moral philosophy is classified as deontological ethics, meaning that 

assessment of right and wrong actions is based on fundamental moral principles.
105

 Kant’s 

moral philosophy is, therefore, not based on experiences or personal virtues and in his 

writings Groundwork of the Metaphysics of Morals, Kant claims that the metaphysics of 

morals is “carefully cleansed of everything empirical.”
106

 He states that logic can have no 

empirical part, for otherwise it would not be logic, and that universal laws resting on grounds 
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taken from experience are not possible.
107

 Fundamental philosophical issues must instead be 

addressed a priori, that is, without drawing on observations of human beings and their 

behaviour and experiences.
108

 As Kant‘s moral philosophy is based on fundamental principles 

rather than on consequences of actions or personal virtues and desires, it addresses what a 

person ought to do according to a universal moral law. Immanuel Kant’s ethical theory is a 

relevant approach to use in attempt to answer the question whether lowering ethical standards 

in medical research in developing countries can be justified, and I have chosen his moral 

philosophy to research and evaluate this question and possible answer.  

When Kant discusses the ethical conduct of people he notes that everyone must admit 

that law, if it is to be valid morally, has to carry absolute necessity with it. For example the 

command, “You ought not to lie”, is not valid on the ground of the nature of human beings or 

circumstances, but is valid because of the a priori concept that is built on pure reason.
109

 The 

command, “Don’t lie”, is therefore built on a fundamental principle rather than on experiences 

and consequences lying may have. Fundamental principles may come in handy when 

researchers are designing and preparing studies in developing countries as it helps them take a 

step back from current situation and local circumstances and focus on whether a certain action 

is fundamentally right or wrong.   

Kant claims that nothing in the world can be good without limitation, except a good 

will, and in the aim of a person’s happiness good will is indispensable.
110

 Good will is not 

good because of what it accomplishes or because of the results it brings; the will is good in 

itself.
111

 Good will, therefore, does not take our possible inclinations into account and is not 

determined by the results a certain action might bring, but rather performs actions based on 

duty, and since the will must be determined by something, it must be determined through a 

formal a priori principle as every material principle has been withdrawn from it. Kant adds 

that “[d]uty is the necessity of an action from respect for the law”, meaning that performing 

actions based on duty rather than inclinations makes pure respect for a universal law 

possible.
112
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Based on this moral philosophy, Kant introduces one of the leading concepts, the 

categorical imperative, which is the tool I will mainly use in the next chapter when evaluating 

ethical dilemmas in medical research in developing countries. 

4.2. The Categorical Imperative 

Kant calls the representation of an objective principle a command and the formula of 

command an imperative.
113

 All imperatives are expressed through an ought but Kant divides 

them into hypothetical and categorical imperatives.
114

 A hypothetical imperative represents 

practical necessity of an action as means to attain something else, such as if a person wants to 

become a doctor he or she ought to study medicine. A categorical imperative on the other 

hand represents an action that is good in itself, hence necessary as the principle of the will, 

without any reference to another end.
115

  

When thinking of a hypothetical imperative in general it is impossible to know 

beforehand what it will contain and what a person ought to do until the conditions are given. 

On the other hand when thinking of a categorical imperative then a person knows directly 

what it contains.
116

 While hypothetical imperatives can vary between people and their 

inclinations and situations, a categorical imperative applies to all beings and can be stated as a 

practical law as it leaves the will no free discretion but constrains it by reason; hence the 

categorical imperative is based on a will that is good in itself.
 117

 The categorical imperative 

can be prescribed through two versions, or formulations: the formulation of universal law and 

the formulation of respect for persons. 

4.2.1. The Formulation of Universal Law 

Kant claims that the categorical imperative can specifically be prescribed through this former 

formulation; 

Act only in accordance with that maxim through which you can at the same time will 

that it become a universal law.
 118

 

According to this demand, our decisions should be based on whether we could will that 

action, or maxim, to become the action everybody in that situation should take or not, hence 
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whether the action could be accepted as a universal principle. The universal law principle can 

thus be used when making ethical decisions for example those that arise in medical research 

by asking “could I will this treatment of human beings to become a universal law?”  

In Andrew W. Siegel’s evaluation of this former formulation of the categorical 

imperative, people can only will a maxim as a universal law if the maxim does not generate a 

contradiction when all other persons are permitted to adopt it. He adds that there are two kinds 

of contradictions that may arise through a willing universalized maxim; conceptual 

contradictions and volitional contradictions.
119

 The first contradiction may occur when a 

person knowingly gives a deceitful promise. For example, a man is having financial problems 

and needs to borrow money. He knows very well that he will not be able to pay it back, but he 

also sees that nothing will be lent to him if he does not firmly promise to pay at a determinate 

time. When the universal law principle is applied we can see that this action could not pass as 

a fundamental principle as it would contradict itself.
120

 If everyone would give empty 

promises no one would ever believe what was promised to them, hence promises would lose 

their meaning. 

The second contradiction, a volitional contradiction, contains inconsistency in the will. 

An example of such inconsistency could be of a man who is successful in life but sees other 

people struggling. Even though he could help he thinks that it is none of his business, he 

won’t take anything from the struggling man but he won’t assist him either. But although it is 

possible that such a universal law could subsist, it is impossible to will that such a principle 

should be valid without exception. That will would conflict with itself, since the case could 

arise when the successful man needs the love and sympathetic participation of others, and 

where, through such a natural law arising from his own will, he would rob himself of all the 

hope of assistance that he wishes for himself.
121

 As Barbara Herman puts it, it is never 

rational to adopt a universal law of non-beneficence because we can never presume that self-

sufficiency is attainable.
122

  

Christine Korsgaard points out that “a maxim of duty is not merely one that you can 

will as universal law, but one that you must will as a universal law. And this means that the 
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maxim is a law to which your own will commits you. But a maxim to which your own will 

commits you is normative for you.”
123

 And she adds that if a principle is to be a law for you – 

it must be normative for you. She goes on and mentions that nothing can be a law for a person 

unless he or she is bound to obey it and the only thing that can bind us to obey a law is our 

motives.
124

 Here Kant’s definition of good will is the key as it is our own will that makes it 

possible for us to will a valid universal law without contradiction and which makes it 

impossible to will that for example deceitful promise or not helping others become universal 

law.
125

  

The formulation of universal law can be a practical test when medical research is being 

conducted in developing countries and by asking ourselves whether we could want a certain 

action or a conduct to become a universal law we can reach a just decision. If the proposed act 

passes the test of the universal law formulation, the act is just. 

4.2.2. The Formulation of Respect for Persons 

The second formulation of the categorical imperative is even more important in this context 

than the first one as it gives the categorical imperative its material moral worth. Kant claims 

that as the categorical imperative is an end in itself, it applies to everyone. All rational beings 

represent their existence on the same rational ground as is valid for me and therefore Kant 

introduces the second demand of the categorical imperative, a practical imperative; 

Act so that you use humanity, as much in your own person as in the person of every 

other, always at the same time as end and never merely as means.
126

 

According to this second demand of the categorical imperative, we should always treat other 

people as an end in themselves and never use a person only in order to reach some other 

objective or goal. This is often seen as introducing the idea of respect for persons, for 

whatever it is that is essential to our Humanity.127 Kant explains why we should treat 

humanity as an end in itself by stating that if the idea that the will of every rational being is 
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based on pure reason, a will that gives universal laws, should stand; we must accept that 

objectives of every human being are also my objectives.
128

 

This principle of people as ends limits the freedom of human beings as it demands that 

the actions we take fully respect other persons, and can furthermore forbid us to take a certain 

action.
129

 To put it into context, it would mean in our case that when medical research takes 

place in developing countries, human subjects should never be used merely as means towards 

some other ends. 

If we take the same example as before, that is giving empty promises, a person would 

not only fail the universal law formulation by lying but he or she would also disregard the 

second formulation of respect for persons as the person would be treating other persons 

merely as means to an end.
130

 If we take the example of avoiding assisting others we see that 

by doing so the person would not be treating other people as ends in themselves.
131

 Not 

helping other people reach their objective is therefore not in accordance with the categorical 

imperative. 

Kant’s logic for helping other people is that as humanity is an end in itself, it requires 

that my actions aim at developing my own talents as well as helping others reach their goals 

in order to perfect one’s Humanity.
132

 And as other people’s humanity is also an end in itself, 

I must take account of their ends in my own plans as well. By helping others reach their 

objectives, I further the Humanity and treat it as an end in itself.
133

 The demand of treating 

Humanity as an end in itself is therefore the argument Kant makes for showing compassion 

and for helping other people reach their objectives and happiness. 

Onora O’Neill claims that in order for a person to be, and remain a rational agent, he or 

she needs positive support from others. It is therefore not logical to disregard other people and 

not see them as ends in themselves as our lives are partly dependent on others.
134

 

Furthermore, a rational being could never will an action that treats other people merely as 
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means to become a universal law. The idea of using others therefore contains a contradiction 

within the categorical imperative.
135

 

The second formulation of the categorical imperative, the formulation of respect for 

persons, is a very important concept in this thesis as medical research with human subjects are 

bound to deal with the treatment of participants of a study, that is, how to treat people. This 

formulation, along with the formulation of universal law, is a tool I will use as a test when 

evaluating ethical conduct in medical research in developing countries. If the proposed action 

or treatment of persons (the maxim) passes the tests of the two formulations of the categorical 

imperative, the universal law formulation and the formulation of respect for persons, the act is 

justified.  

4.3. Kant’s Definitions of Duties 

Although the categorical imperative is the main tool I will use in the next chapter, it is hard to 

use without discussing the definitions of duties that the imperative entails. First, Kant explains 

the difference between actions in accordance with duty and actions done from duty. He takes 

an example of a retailer that conducts honest business and charges everybody for the same fair 

price. Although customers are honestly served, it is by no means sufficient for us to believe 

that the retailer conducts honest business from duty, or simply because his interests are best 

served by being honest as otherwise he would risk losing business and customers.
136

 While it 

can be difficult to tell if an action is in accordance with duty or done from duty, only actions 

done from duty have moral value and respect for the law. Furthermore, moral worth does not 

depend on the actions one sees but on the inner principles which one does not see.
137

 I will not 

discuss acts in accordance with duty any further but focus on acts done from duty, a duty with 

moral worth. 

When explaining the two formulations of the categorical imperative Kant categorises 

duties into perfect and imperfect duties.
138

 A perfect duty is narrow and unremitting whereas 

imperfect duties are wider and meritorious.
139 

If we go back to the two examples already 

mentioned, that is not giving empty promises and helping others reach their aims, we can see 

a distinction. The first law of not lying is clear and tells us exactly what we ought to do, in 

this case what we ought not to do. Therefore, this is a perfect duty that is not open to 
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interpretation. Furthermore, disregarding a perfect duty leads to a conceptual contradiction 

within the universal law principle as a law that contains violation of a perfect duty (such as 

lying) could not be universalized. The second one, however, to help others, is wider and 

brings on questions such as who to help, when and to what amount. Kant categorizes the duty 

of helping others as an imperfect duty. The perfect duties we must always fulfil but the 

imperfect duties are considered imperfect because we have some latitude in choosing when 

and how to fulfil them, although they still need to be fulfilled in order to avoid a volitional 

inconsistency of the universal law formulation. How much latitude we are permitted in the 

case of imperfect duties is, however, a matter of controversy.
140

  

There exists some disagreement on whether helping others is always an imperfect 

duty.
141

 Onora O’Neill explains why helping others is an imperfect duty by pointing to the 

fact that nobody could possibly act on a maxim of securing all the ends of all others.
142

 

O’Neill thereby emphasises the importance of autonomy of persons and reminds that we are 

at risk at taking over other peoples’ ends if we go too far with the duty to help others.
143

 

However, “[o]nly by making the ends of others to some extent our own do we recognize 

others’ agency fully, and acknowledge that they are initiators of their own projects as well as 

responders of our projects, and moreover vulnerable and non-self-sufficient initiators of 

projects.”
144

 Therefore, as it is not clear when and to what extent we should go in order to 

help others, but it is clear that we should indeed help others, this is an imperfect duty. 

This brings us to Kant’s important definition of positive and negative duties. When 

interacting with other people and honouring the second formulation of the categorical 

imperative the distinction between these positive and negative duties is essential. A duty in a 

negative sense prevents us from engaging in certain kinds of activities and usually involves 

not hurting people. This claim requires we keep our distance and respect the autonomy of 

other people.
145

 The negative claim limits what we are morally permitted to do when we 

pursue our ends and is usually considered a perfect duty. On the other hand, a positive claim 
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requires presence and tells us to act, for example to help others.
146,147

 This positive claim is 

usually an imperfect duty as it is wide and meritorious. The second formulation of the 

categorical imperative, to not treat humanity merely as means but as an end in itself, requires 

more generally that we not act in any ways that demeans or degrades persons and therefore 

emphasizes the importance of perfect negative duties.
148

 However, the imperative also 

requires that we fulfil positive imperfect duties to the extent that the situations allow us to, 

such as to fulfil the duty of helping others. . 

A violation of these duties discussed when medical research in developing countries is 

being designed can lead to exploitation of vulnerable subjects. It is fair to say that if the 

perfect and negative duties not to hurt others and not to treat people merely as means would 

be violated, participants of the study would be exploited as the researchers would take unfair 

advantage of their vulnerability, for example, by deceiving or coercing them into participating 

in a medical study. We cannot say with the same assurance that a violation of the positive and 

imperfect duties to treat people as ends in themselves and to help others reach their objectives 

would result in exploitation. In many cases a violation of these duties would lead to 

exploitation of vulnerable subjects, but as these duties are not direct like perfect and negative 

duties it is harder to evaluate whether medical research is exploitative or not.  

Even though the connection between violations of Kant’s definitions of duties and 

exploitation is fascinating, I will not discuss this topic further at this moment. In the next 

chapter, I will use the two formulations of Kant’s categorical imperative, as well as his 

definitions of perfect negative duties and imperfect positive duties, to view a practical case of 

medical research in developing countries, and the ethical dilemmas it brought on. The main 

analysis will not include whether the research contained exploitation per se, but rather 

emphasize whether lower ethical standards in medical research in developing countries, 

compared to Western countries, can be justified in light Kant’s moral philosophy.  

                                                           
146

 Ibid. 
147

 The German philosopher Thomas Pogge has adopted the line where he categorizes the duty of beneficence to 

others not as a positive duty but as a negative duty, and claims that the injustice of global poverty is not a failure 

to meet positive rights to subsistence but a failure to respect the negative rights of the global poor by depriving 

them of subsistence. For further readings see “Severe Poverty as a Violation of Negative Duties.” Ethics & 

International Affairs 1/19 (2005): 55–83. 
148

 Siegel, “Kantian Ethics, Exploitation and Multinational Clinical Trials,” 181. 



39 

 

5. Lower Ethical Standards and Immanuel Kant’s Moral Philosophy 

I have now discussed the background and environment of international medical research on 

human subjects, the ethical dilemmas that can arise, the attempt of international ethical 

guidelines in order to encourage ethical research practices and I have explained Immanuel 

Kant‘s moral philosophy and introduced the tools I will use in order to explore possible 

answers to the research question of this thesis. In order to put Kant’s moral philosophy in 

practical context, I will introduce a case of a medical study that took place in developing 

countries and evaluate, with the help of Kant’s categorical imperative and his definitions of 

duties, the ethical dilemmas that arose and hope to reach an answer to the research question of 

this thesis: Can lower ethical standards in medical research in developing countries be 

justified in light of Kant’s moral philosophy? 

5.1. The Controversial HIV Prenatal Transmission Research 

In 1997 an HIV experimental research took place on pregnant women in developing 

countries. The research was designed, sponsored and carried out by officials from the World 

Health Organization (WHO), the National Institutes of Health (NIH), the Center for Disease 

Control and Prevention (CDC), UNAIDS and local governments. Prenatal transmission of 

HIV from pregnant women to infants was, and still is a major public health problem in 

developing countries and in 1997 it was estimated that 1,000 infants outside the US were born 

every day.
149

 

In 1994 an effective treatment for preventing the transmission from HIV infected 

mothers to their babies was introduced, a method called the AIDS Clinical Trial Group 076 

protocol. The 076 protocol requires women to receive oral and intravenous doses of an 

antiretroviral drug, Zidovudine (also known as AZT), and it also requires infants to receive 

the drug for six weeks after birth. The protocol had shown good results as the likelihood of a 

baby contracting the HIV virus from its infected mother is usually considered to be 25 per 

cent but with this protocol the number dropped to 8 per cent.
150

  

In Western countries, such as the US and other developed countries, the 076 protocol 

had become the standard of care for pregnant women that were HIV positive. In developing 

countries on the other hand, this treatment was seldom accessible.
151

 The 076 protocol was a 
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very expensive treatment (it cost app. $800 dollars to treat a mother and her infant), a 

treatment that could be several hundred times the per capita health allocation in many 

developing nations.
152

  

It can be difficult to implement the protocol in developing countries as it is a complex 

treatment which requires application early in pregnancy, it must be continued after birth and it 

requires administration of intravenous and oral AZT. The treatment therefore requires 

substantial cooperation between subjects and researchers and also requires a great deal of 

labour and health care professionals, which may be of a short supply in developing countries. 

The 076 protocol has been proven to be both safe and effective, but back in 1997 it was 

however not considered to be a realistic option in many developing countries due to its cost 

and administrative complexity.
153

  

As the 076 protocol was not available to people of developing countries, researchers set 

the aim to find an alternative cheaper solution – a solution that could be both realistic and 

affordable in developing countries. Researchers developed a study that used $80 worth of 

AZT compared to $800 in the 076 protocol and women only received AZT during the last 

four weeks of pregnancy. The 12,000 subjects from nine countries
154

 were randomly divided 

into an experimental group of HIV-infected women that received the AZT orally (not 

intravenously) in the last weeks of their pregnancy, and a control group that received a 

placebo.
155

 The research design, especially the use of a placebo, provoked many critics who 

claimed that the research was unethical and exploitative to the subjects in the research and to 

citizens of the host country. They claimed that this research design would be considered 

unethical in the US and not allowed, and that it should also be labelled unethical in 

developing countries.
156

 The researchers and the research sponsors however, pointed out that 

the study was designed to obtain the informed consent of subjects. The subjects were 

informed that they would either receive an active drug or a placebo, and all subjects, including 

those who received placebo, received medical care. Furthermore, the results from the study 

would bring great benefits to the developing world as HIV treatment for pregnant women 

could be made available.
157
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The study was highly controversial as it revealed the double standards in medical 

research between developing and developed nations. Ethical requirements were in fact, lower 

than would have been allowed in Western countries. In the coming discussions, I will 

evaluate, in the light of Immanuel Kant‘s moral philosophy, the ethical dilemmas that it 

brought on. Ethical dilemmas regarding informed consent, standard of care and treatment 

availability after research is completed, will be especially addressed. As these dilemmas are 

often linked, it may be unavoidable in some cases to mention aspects of other dilemmas in the 

evaluation of each dilemma. I will apply two tests of the categorical imperative on these 

dilemmas, that is, I will analyse whether each dilemma in this HIV study can pass the tests of 

the formulation of universal law and the formulation of respect for persons. According to 

Kant, these two formulations are different versions of the categorical imperative and hold 

hand in hand, that is, if a maxim cannot pass one of the tests, the results for the other test 

should be the same.
158

 If any of these dilemmas can pass the tests of the categorical 

imperative – namely if we can either will the HIV research design to become a universal law 

and it respects persons as ends in themselves and doesn’t treat them merely as means, I will 

have shown that lower ethical standards in medical research in developing countries can be 

justified in the light of Immanuel Kant’s moral philosophy. If none of these ethical dilemmas 

pass either of the two tests of the imperative, I will introduce other examples of medical 

research and examine whether adjustments to the HIV study could possibly result in it passing 

the tests of the imperative with remaining lower ethical standards in the study design. If the 

answer is still no, I will have shown that lower ethical standards in medical research in 

developing countries cannot be justified in light of Kant’s moral philosophy.  

5.2. The Dilemma of Informed Consent  

Beginning with the dilemma of informed consent, researchers of the HIV study claimed that 

the study was designed to obtain the informed consent of research subjects and that the 

subjects were informed that they would either receive an active drug or a placebo. As 

discussed in chapter two, gaining valid informed consent, especially in developing countries 

where linguistic, cultural and governmental barriers may be present, can be difficult. 

It is important to note in this context that from a Kantian perspective, the ultimate point 

of informed consent policy is not to increase the amount and access of information for 

participants and emphasize personal deliberation, but rather to decrease the incidence of 
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manipulation, deception and coercion.
159

 Or as quoted in Sigurdur Kristinsson’s “Autonomy 

and informed consent: A mistaken association”, Onora O’Neill suggests; 

[…] instead of inflating informed consent in a misguided attempt to solve all moral 

problems through one instrument, we should try to make sure that patients, research 

subjects and tissue donors have control over the amount of information they receive and 

of whether or not to go along with a proposed course of action (therapy or research). The 

danger of them being deceived or coerced is effectively limited when they “know that 

they have access to extendable information and that they have given rescindable 

consent.”
160

 

As the Kantian view is rather to emphasize avoidance of deception and coercion, which are 

perfect duties,) and not necessarily to demand that participants engage and take responsibility 

for getting acquainted with the research procedure, an imperfect duty at best, I will not spend 

time examining protocols and the quality of execution used in the research in order to gain 

valid informed consent. I will neither question whether the participants fully understood what 

was going to happen, although critics have claimed that the participants were not fully aware 

of what they were consenting to,
161

 which would be a violation of the perfect and negative 

duty of respect for others, according to a Kantian view. For now I will assume that 

participants’ understanding was at hand and that they were able to give voluntary consent. 

That being said, I will however, question whether requirements of free consent was met and 

whether Kant’s ideas of deception or coercion were present.  

In the case of this study, the pregnant women who were offered to take part in the 

research were faced with two options. It was either to participate and have a 50 per cent 

chance of receiving the treatment, or not to participate and have no chance of receiving the 

treatment. The fact that the women practically had just the one option if they wanted to take 

measures in order to protect their babies from contracting the HIV virus can be considered to 

be too attractive of an offer to decline and therefore uncertainty arises whether the participants 

really had the freedom to choose. Even though the participants had what may be called 

individual freedom, a freedom to do or not to do something, it can be argued that their 

circumstances were of the sort that they were in fact forced to enrol in the study as no other 

viable option was available. Gerald A. Cohen defines this situation, where people are forced 
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to make a certain decision due to their objective situation, objective unfreedom.
162

 As the 

participants were faced with an opportunity which was too good to turn down, the opportunity 

to receive treatment, undue inducement was present which compromises valid informed 

consent. In Western countries this situation would probably not arise as this kind of a placebo 

controlled study would not be allowed and therefore there would be no cases where HIV-

infected pregnant women would not have the possibility to receive treatment. Pregnant 

women would either receive the experimental treatment, or the existing treatment, and 

therefore would not be faced with the same pressure to take part in the study as women of the 

developing countries. With the fact that the women of the developing countries experienced 

this pressure to enrol in the study it may be stated that they were unable to give free consent 

and in Kant’s view they experienced coercion, which jeopardises the validity of their 

informed consent. 

This brings us to the question whether it can be justified to lower acknowledged 

requirements of informed consent in the developing countries. Can this research design, 

where informed consent is not fully valid and where coercion is present, be defended by the 

moral philosophy of Immanuel Kant? Does not fulfilling requirements of informed consent in 

developing countries pass the two tests of the categorical imperative? 

The Test of the Universal Law Formulation: Now we need to analyse whether not attaining 

valid informed consent in medical research can pass the test of the former formulation of the 

categorical imperative, the formulation of universal law. Can we will that the maxim of 

conducting a medical research when participants are not able to give free consent were to 

become a universal law? As mentioned in chapter four, we need to consider whether this 

universal law would contain any contradictions, because if it would, the action fails the test of 

the universal law formulation as it is not a maxim which we can will as a universal law. A 

universalizable maxim cannot contain any contradictions as it is absolute and doesn’t offer 

exceptions. 

First, we examine whether the maxim of conducting medical research when participants 

are not able to give free consent could stand as a universal law and see if we find any internal 

contradictions. The deceitful promise discussed in chapter four clearly leads to internal 

contradictions as it is based on the presumption that people tell the truth and if lying would 
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become a universal law it would lead to a conceptual contradiction as the concept of promise 

would lose its meaning and the law would collapse. But is it the same with free and informed 

consent? Informed consent is usually considered necessary in medical research from an 

ethical point of view but is it practically necessary? Would the concept of informed consent 

lose its meaning if a research without it would be conducted and could research still be 

conducted without it? Informed consent differs from the deceitful promise as people do not 

necessarily presume that informed consent in research is being emphasized – whereas people 

logically have to believe that other people tell the truth in order for the term promise to make 

sense. Furthermore, research has often been conducted without obtaining participants’ consent 

and there is no doubt that they can be performed without consent. Not acquiring valid 

informed consent does therefore not lead to conceptual contradiction like with the deceitful 

promise as even though research without informed consent would be conducted, the concept 

of consent itself does not lose its meaning, it is “only” ignored. In the case of the prenatal HIV 

study, informed consent was not completely ignored – it did however not meet all the 

requirements for validity as the participants could not give free consent as they didn’t have 

any options to choose from, if they wanted to lower the risk of their babies contracting the 

HIV virus.  

Now we need to examine whether this universal law could contain volitional 

inconsistency. Could we will that the maxim of conducting medical research when 

participants are not able to give free consent would become a universal law? It is difficult to 

imagine that we could ever will that a universal law of not attaining free, and therefore valid 

informed consent would be accepted. If we were participants in a study we would want to be 

informed and be able to give valid consent. Furthermore, we would also not like to be in the 

position of having no other good option than to say yes to the question whether to enrol in a 

study. Therefore, if we were to accept a universal law where valid informed consent was not 

necessary in research our will would conflict with itself. The maxim of not obtaining valid 

informed consent in medical research therefore does contain volitional inconsistency, which 

prevents this maxim from standing the test of the universal law formulation. To put this into 

context of the HIV study, as conducting a medical research when participants are not able to 

give free consent could not be accepted as a universal law in general, it goes without saying 

that allowance of such law depending on location could not be accepted either. We would not 

want to have the right to give our informed consent, only if we were so lucky to be living in a 

country where informed consent was emphasized and considered a necessity for good 
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research practice. In the HIV study the women had in fact no other option than to take part in 

the study which means that the requirement for free and therefore valid informed consent was 

not fully met. 

I have now shown that we cannot will that the maxim of conducting medical research 

when participants are not able to give free consent were to become a universal law. Although 

this maxim would not lead to conceptual contradiction and could practically stand as a 

universal law, it would contain volitional inconsistency as we cannot will that this maxim 

would become a universal law. In the case of the ethical dilemma of informed consent in the 

prenatal HIV research, the study fails the test of the first formulation of the categorical 

imperative, the test of the universal law formulation.  

The Test of the Formulation of Respect for Persons: This brings us to the second formulation 

of the categorical imperative. In order to refresh our memory, in the case of the HIV study I 

mentioned that the study was designed to obtain informed consent of subjects and I assumed 

that this requirement was met. On the other hand, I claimed that requirements for free consent 

were not met, which jeopardizes valid informed consent. The second test of the imperative, 

the test of the formulation of respect for persons, can be summed up in this question: by not 

attaining free consent in a medical research are we using humanity at the same time as end 

and not merely as means? In the text above I also mentioned that, according to Kant, the two 

formulations of the categorical imperative and their tests were bound to bring the same 

results. But let us see if the arguments are in harmony with the test of the universal law 

formulation and that in the case of informed consent of the HIV research, the study fails the 

test of the second formulation as well.  

It is fair to say that if research took place where participants were not offered access to 

any information about the study and their role in it – and if researchers would not bother 

trying to obtain participants’ consent, respect for participants would not be at hand and they 

would be treated merely as means to an end. Sometimes, however, participants lack the will to 

get acquainted with the study procedures and choose to not utilize their right to get full 

disclosure and information about the study and their part in it, and rather choose to trust the 

researchers and enrol in the study without any questions asked. When that happens, it is still 

important that participants have access to the information needed in order to give valid 

consent and they need to be aware that they can withdraw from the study at any time in order 
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for the researchers not to treat the participants merely as means.
163

 However, I assumed that 

requirements of informing participants were met in the HIV study and that the participants 

had understanding of the study. Instead, I pointed out that they were not able to give free 

consent as they experienced undue inducement, or in other words, coercion. 

If we want to pass the test of respect for persons formulation when conducting a 

medical research we need to make sure, according to a Kantian approach, that the participants 

are not manipulated, deceived nor coerced.
164

 In the case of the HIV study, it can be argued 

that participants experienced coercion as they in fact had no other option than to take part in 

the study. Furthermore, researchers had the opportunity to take unfair advantage and 

manipulate the participants as they would enrol in the study regardless of whether the control 

group received placebo or an effective treatment. Valid informed consent was therefore not at 

hand.  

The question then remains whether we are using humanity always at the same time as 

an end and never merely as means when participants are coerced and when requirements of 

free consent is not met. In chapter four, I explained how Kant sees humanity as an end in 

itself and how that requires us to treat people, and their humanity, as ends in themselves. We 

have a perfect and negative duty not to hurt, or manipulate other persons, and an imperfect 

and positive duty to help others reach their objectives. It is fair to assume that in the case of 

the HIV study, participants experienced coercion to enrol in the study, as they were faced with 

objective unfreedom, which can lead to manipulation. As the research design, along with the 

social situation present in the developing countries where treatment was not available, created 

pressure for women to give their consent, and offered no other beneficial option, situation 

arouse where the researchers could take unfair advantage of their vulnerability and consent. 

The participants may have had all the information needed and could give voluntary consent as 

they did have individual freedom, but they were, however, not able to give free consent as 

they were faced with objective unfreedom. Although nobody directly ordered them to enrol in 

the study, they still experienced coercion, as enrolling was the only way to receive treatment. 

The participants’ only option was to trust the researchers and believe that they had their 

interest at heart. The researchers, however, did not have their interest at heart in all cases, as 

the aim of the study was to create new, cheaper drug that would benefit pregnant women in 

the developing world in the future. It could, therefore, be argued that the researchers took 
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advantage of the situation in the developing countries, which may be considered unfair, as 

they didn’t have to use expensive proven effective treatment (the 076 protocol which would 

have been mandatory to use in developed countries) in the control group because even with a 

placebo control group, the women would still enrol in the study.  

However, this argument is not enough to state that participants were treated merely as 

means. Even though participants were used as means to the end of creating a new and cheaper 

drug for future HIV infected women that prevented their babies from contracting the HIV 

virus, it does not confirm that they were used merely as means. On the other hand, the fact 

that the participants had individual freedom to choose and were fully aware of what 

participation meant, the negative and perfect claim of not treating people merely as means was 

fulfilled. Furthermore, participants always had the option to withdraw from the study so it is 

not possible to state that they were treated merely as means to an end. Therefore, we come to 

the conclusion that by not attaining valid informed consent in the HIV study humanity was 

not used merely as means to an end and perfect duty was not broken.  

On the other hand, it can be argued that the positive and imperfect duty of helping 

persons reach their ends was not fulfilled in the case of the HIV study. In 50 per cent of the 

cases (the half of the participants who received a placebo) the ends of the participants were 

not being respected. While the objectives of the women participating in the study were to 

protect their babies from contracting HIV, only the experimental group was offered the 

opportunity to reach that end while the ends of the control group were not addressed or 

respected. Even though the research would yield new, cheaper treatment, participants of the 

control group would not benefit as their babies would already be born. The imperfect duty of 

respecting people as ends in themselves was therefore not fulfilled in this case. Furthermore, 

participants were not able to give free consent as they were faced with objective unfreedom. 

As they did in fact not have any other choice than to participate their ends were not respected 

or given value. Therefore, in respect of free consent, the HIV study fails to fulfil the imperfect 

and positive duty of helping other persons reach their ends and fails the second test of the 

categorical imperative, the test of respect for persons.  

In the case of the HIV study, in respect of free consent, it can be argued that the 

negative and perfect claim to not treat persons merely as means, was met, as the participants 

had individual freedom to choose whether to participate or not and were able to withdraw 

from the study at any time. The study however did not fulfil the positive and imperfect duty to 

treat people as ends in themselves, as participants were unable to give free consent and their 
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objectives were not respected in 50 per cent of the cases. This shows that the study also partly 

fails the second test of the categorical imperative and is in harmony with the results from the 

test of the universal law formulation. Therefore, conducting medical research when 

participants are not able to give free consent cannot be justified in light of Kant’s moral 

philosophy.  

5.3. The Dilemma of Standard of Care  

One of the main criticisms of the HIV prenatal research is directed at the standard of care the 

participants of the control group in the study received. As explained in the second chapter, the 

standard of care is the baseline against which other treatment regimens can be compared. In 

the HIV study this baseline was no treatment at all, a placebo. Critics claimed that using a 

placebo in a medical study, when a proven effective treatment already existed, was unethical. 

The standard of care for HIV positive pregnant women in Western countries was the 076 

protocol but this treatment, however, was not available in the developing countries where the 

standard of care was no treatment at all.  

The fact that the standard of care was not the same in these countries was used to justify 

the use of placebo and defendants claimed that it would be better that participants could have 

50 per cent chance of receiving an active treatment to prevent their babies from contracting 

HIV instead of no chance at all. Defendants also claimed that the use of placebo could be 

justified as a placebo controlled trial could be carried out with fewer subjects, completed in 

shorter time and therefore would be available to the nation sooner. They added that the 076 

protocol would never become a standard in developing countries and therefore it would even 

be unethical to use it in the trial. The actual rate of transmission of HIV from mother to child 

in developing countries was furthermore not precisely known which they claimed that for 

scientific reasons was necessary in order to be able to compare success of the study.
165

 The 

scientific necessity can however be debated. 

In the second chapter, I introduced the dilemma of risk-benefit ratio and I will include 

this dilemma here in this discussion on standard of care, as this ratio for developing countries 

was used to justify the use of placebo as a standard in the prenatal HIV research. Defendants 

of using a placebo in the study pointed to the fact that the risk-benefit ratio for participants 

and their babies in the developing countries was much more favourable than it would have 

been for participants in developed countries. Participants in developing countries would be 
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harmed by participation as it could mean that they received no treatment, which they would 

have access to outside the study. Participants in developing countries would on the other hand 

not be made worse off. They would receive an opportunity to access treatment, which would 

otherwise not be possible for them, and therefore would not bear the same risks as participants 

in developed countries. The benefits would however be significant.  

The main issue here is whether it can be justified to use placebo control groups in research of 

dangerous diseases such as HIV when an effective treatment already exists. This is another 

case of double standards in medical research as this research design where the control group 

receives a placebo instead of a proven effective treatment would not be permitted in Western 

countries where treatment is available. But can the difference of risk-benefit ratio justify 

double standards in medical care? I will now apply this case of standard of care in the HIV 

research to the tests of the two formulations of the categorical imperative and explore if using 

placebo as a standard of care in developing countries when an effective treatment already 

exists can be justified in the light of Kant’s moral philosophy.  

The Test of the Universal Law Formulation: Let us begin with examining whether using a 

placebo in the research of a dangerous disease such as HIV when an effective treatment 

already exists could pass the test of the universal law formulation. Can we will that the maxim 

of using a placebo in medical research of a dangerous disease when effective treatment 

already exists were to become a universal law? In order to answer that question we need to 

begin with considering whether this universal law would contain any contradictions. 

Like already stated, Kant makes distinctions between conceptual and volitional 

contradiction. Maxims that violate perfect duties (such as justice and respect for self and 

others) contain conceptual contradictions which lead to incoherence when we try to 

universalize the maxims; which makes it impossible for us to will them as a universal law. 

Maxims that violate imperfect duties (such as beneficence and self-development) contain 

volitional inconsistency and therefore generate contradictions in the will when we try to 

universalize them; which makes them impossible for us to will them as a universal law.
166

  

Let us start with exploring whether the maxim of using placebo in medical research of a 

dangerous disease when an effective treatment already exists contains conceptual 

contradictions and therefore violates a perfect duty. Could a universal law based on this 

maxim practically stand or would this maxim lead to incoherence and collapse of the law? 
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The fact is, like with the informed consent, this maxim is different from the case of the 

deceitful promise. People do not anticipate all research studies to be conducted without 

placebos, even though an effecting treatment exists. In order for research to take place, it is 

not necessary that the use of placebo be ruled out (although it might be necessary for an 

ethical research practice). Placebo controlled research studies have often been conducted in 

the past and probably will in the future. The maxim of using a placebo in medical research of 

a dangerous disease when effective treatment exists would not lead to a collapse of that 

universal law as no internal contradictions arise and the concept of research would not be 

compromised. Furthermore, there would be no violation of a perfect duty unless people were 

led to believe that all participants would receive an effective treatment. In the case of the HIV 

research the participants knew that a placebo controlled study was taking place. The maxim of 

using a placebo in medical research of a dangerous disease when effective treatment already 

exists, such as the HIV research, could therefore stand as a universal law and does not contain 

conceptual contradictions. 

But then again, could we will that the maxim of using a placebo in medical research of a 

dangerous disease when effective treatment already exists would become a universal law or 

does this maxim violate imperfect duties and contain volitional inconsistency? If we imagine 

ourselves to be in this situation, to be participants in a medical study of a dangerous disease 

which we were infected with, it is difficult to see that we could ever will for ourselves to be 

placed in the placebo controlled group. And if we cannot will it for ourselves, we consistently 

cannot will it for others either and therefore we could never will that this law were to become 

universal. As already mentioned, according to Kant all human beings are on some level 

dependent on other people and no person is completely self-sufficient.
167

 We have to accept 

that a situation may develop where we have to count on other people fulfilling their imperfect 

duty to help us and therefore a universal law which rejects beneficence to others contains 

volitional inconsistency, as we might want that help for ourselves sometime. In the case of the 

HIV study, 50 per cent of the participants were refused beneficence on the grounds that the 

risk-benefit ratio for them was favourable as they would not in any case be made worse off by 

participating, but receive greater chance of beneficence than they would outside the study. As 

we could not will for ourselves to suffer for being in the unfortunate situation of not having 

access to treatment and therefore being denied beneficence, we cannot will it for others either. 
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This maxim of using placebo in medical research of a dangerous disease when effective 

treatment exists therefore does contain volitional inconsistency.  

Now I have reached the conclusion that even though the maxim of using a placebo in medical 

research of a dangerous disease when effective treatment already exists could stand as a 

universal law, we cannot will it as such due to the volitional inconsistency it contains and the 

violation of the imperfect and positive duty to help others. Therefore the HIV study, in respect 

of standard of care, fails the first test of the categorical imperative, the test of the universal 

law formulation. 

The Test of the Formulation of Respect for Persons: I have shown that the HIV study fails the 

first test of the categorical imperative in respect to standard of care, and now I will continue to 

explore whether the test of the formulation of respect for persons yields the same results, 

which, according to Kant, it is bound to do.
168

 If we use persons merely as means and not as 

ends in themselves, we do not respect their agency (and even restrict their agency)
169

 and the 

maxim fails the second test of the categorical imperative. In this case we can ask: when using 

a placebo in medical research of a dangerous disease when an effective treatment exists, are 

we using humanity at the same time as end and not merely as means? 

As explained, when placebo is used in a study the aim is to compare an experimental 

treatment to no treatment at all, in order to see how much effect the new treatment actually 

has. In the case of the HIV research, defendants of the study claimed that the use of a placebo 

was scientifically necessary in order to yield more solid results, while critics claimed that the 

research could well be conducted without a placebo control group. In either case, the aim of 

the study was to find cheaper solutions that would benefit future patients and people of 

developing countries, and the decision was taken to give 50 per cent of the participants a 

placebo instead of an existing effective treatment (the 076 protocol). So it can be stated that 

the health of participants, and their babies, in the placebo control group was not respected. 

They were being used as means to the end of producing affordable treatment for patients of 

the future. And to be added, Onora O’Neill’s interpretation of Kant reveals that if we use 

another person merely as means, we act on a maxim that the other person cannot also adopt 

and will as a universal law,
170

 and fails the second test of the categorical imperative. That 

being said, can we be certain that by using placebo in the study, the participants were treated 
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merely as means? All participants did receive medical care even though they did not receive 

the effective treatment. Participants were not withheld any information, they knew that a 

placebo controlled study was at hand, and they had the option to withdraw from the study at 

any time. Surely, as stated in the evaluation of the dilemma of informed consent, participants 

did not have complete freedom to choose as there was in fact only one viable option for them 

in that situation, to enrol in the study. However, as all participants did receive medical care, 

they were not being deceived and they had individual freedom to make the decision by 

themselves, we cannot state that a perfect and negative duty was violated and that the 

participants were treated merely as means.  

However, by using a placebo in the HIV research, was the imperfect duty of helping 

others reach their ends fulfilled or does the study fail to respect people as ends in themselves? 

As already mentioned, it is fair to say that the ends of the participants were to protect their 

babies from contracting the HIV virus, hence their enrolment in the study. Regardless of the 

favourable risk-benefit ratio of the participants of the study (they would not be worse off by 

participating and had a chance to be much better off), the participants in the placebo control 

group received no help to reaching that end. Even though the research would yield cheaper 

and affordable treatment, the participants of the placebo control group would not have been 

able to benefit from it when the research was completed as their babies would already have 

been born. Therefore, concerning participants in the placebo controlled group in the study, the 

imperfect and positive duty to help them reach their ends was not fulfilled. Then we come to 

the conclusion that by using placebo in medical research of a dangerous disease when 

effective treatment exists, we are not using persons as ends in themselves and the study fails 

the second formulation of the categorical imperative, the test of respect for persons.  

Even though the participants of the HIV study were used as means to the end of benefitting 

future patients, we could not come to the conclusion that they were used merely as means and 

that a perfect and negative duty was violated as they did in fact receive medical care, they did 

have necessary information about the study, they knew that a placebo control study was at 

hand and they were not led to believe otherwise. Furthermore, they had the option to 

withdraw from the study at any time. However, the participants (in the placebo control group) 

were not treated as ends in themselves. The imperfect and positive duty to help other persons 

reach their ends was violated as their objective of protecting the babies from contracting the 

HIV virus was not respected. The conclusion in respect to standard of care in the HIV study is 

that even though participants were not treated merely as means, they were not respected as 
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ends in themselves. Therefore, using a placebo in a medical research when effective treatment 

exists cannot be justified in light of Kant’s moral philosophy as it partly fails the second test 

of the categorical imperative, the test of respect for persons. 

5.4. The Dilemma of Reasonable Availability When Research Is Completed  

Along with informed consent and standard of care, reasonable availability when medical 

research is completed is one of the major dilemmas that can arise when research is conducted 

in developing countries. As discussed in chapter two, access to treatment is often very 

different for people of developing countries and people of Western countries. Often, health 

insurers and government agencies ensure that people of developed countries receive treatment 

when research is completed, whereas it is often not the case in developing countries. This 

difference in access can lead to the ethical dilemma of reasonable availability when research 

is completed.  

There are different views on what is owed to research subjects or to the population of 

the host country when research yields successful products. Should the population always have 

access to the successful treatment or do researchers have no obligation to make the treatment 

available? Plans to make successful treatment a medical research may yield available to 

participants of the study or the host country are often used to justify lower ethical standards in 

developing countries. Some commentators claim that in order for research to be ethically 

conducted it must offer people of the host country potential access to treatment, and by 

making the treatment available to future patients of the country the research could be justified 

even though it were on some level exploitative as the benefits would counterbalance the 

possible exploitation.
171

 Critics of the principle of reasonable availability have, however, 

stated that the term is too vague as it does not say if reasonable availability means that all 

citizens of the country must have access to the new treatment, or 50 per cent or even 25 per 

cent of the population.
172

  

The research design of the prenatal HIV study aimed at inventing new treatment that 

would both be realistic and affordable to the people of developing countries. Therefore, future 

patients of the host country would benefit from the research, as treatment would be made 

available for them. Critics, however, claimed that the treatment would not be made 

reasonably available as it would be too expensive for most of the people who needed it. Even 
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$80 worth of AZT, which the experimental group of the study received, would still be too 

expensive. By comparison, government budgets in several developing countries included an 

amount of $100 on health care, per person, for a full year.
173

 Defendants, on the other hand, 

claimed that as the treatment would be marketed to the developing countries and large number 

of people would have access to it the availability would be reasonable.
174

  

In fact, the dilemma of reasonable availability in the HIV research is not a conventional 

dilemma as the participants could not benefit from post-trial access since the pregnancy would 

be over and their babies already born (a post-trial access could of course benefit them in 

possible future pregnancies). On the other hand, the aim was to make new treatment available 

to future patients of the host countries, and in the evaluation to come I will focus on 

availability presented for the population as a whole rather than availability for individual 

participants. Critics and defendants did not agree if the treatment would be reasonably 

available, but it is however clear that not all future patients of developing countries would 

gain access as the treatment could be too expensive. If the study would have been conducted 

in Western countries, placebo control group set aside, all future patients (with exceptions in 

special cases) would, however, have access to treatment.  

In this chapter, I will not discuss in detail how big portion of citizens of the developing 

countries would have access to the new treatment but I will however assume, as the declared 

purpose of the research was to improve access to treatment in developing countries, that a 

large number of people would have access which they would otherwise not have. I will view 

the dilemma of reasonable availability by discussing whether the plans for availability were 

appropriate and able to pass the two tests of the categorical imperative. If the maxim proposed 

can pass the two tests of the imperative, the test of universal law formulation and the test of 

respect for persons formulation, even if the access to treatment was lower than it would have 

been in Western countries, I will have shown that lowering ethical standards in developing 

countries can be justified in light of Kant’s moral philosophy.  

The Test of the Universal Law Formulation: As with the ethical dilemmas of informed 

consent and standard of care, we begin by examining whether the opportunity for availability 

presented in the prenatal HIV study design can pass the test of the universal law formulation. 

Can we will that the maxim of designing a medical study without including the opportunity 

for all citizens of the host country to gain access to successful treatment that the research 
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yields became a universal law? Let us see whether this maxim contains any conceptual 

contradictions that fail to fulfil perfect and negative duties and if it contains volitional 

inconsistency that fail to fulfil imperfect and positive duties.  

As already explained, conceptual contradictions lead to contradiction when we try to 

universalize a given maxim, which makes the maxim impossible to stand as a universal law. 

Could a universal law based on the maxim of not including the opportunity for all citizens of a 

host country to gain access to successful treatment when research is completed in the study 

design practically stand or would this maxim lead to incoherence and collapse of the practice? 

In this case, there is little doubt whether this universal law could stand, as just by pointing to 

the fact that research often is designed and does take place where participants and citizens of 

the research’ host country are not ensured access to treatment after research is completed. The 

industry of medical research can therefore thrive without the assurance of treatment 

availability when research is completed and this universal law could practically stand. 

Furthermore, neither the concept of research or treatment availability would be compromised 

as acceptance of this maxim does not cause the concepts to lose their meaning. 

When research takes place in a developing country, people do not necessarily expect to 

be surely provided with the interventions the research may yield. This also applies to the 

prenatal HIV study. Participants of the study and people of the host countries were not led to 

believe that access would be provided for everybody when the research was completed. 

Nobody was deceived or lied to and therefore the maxim does not violate a perfect and 

negative duty to respect and not hurt others. The maxim of designing a medical study without 

including the opportunity for all citizens of the host country to gain access to successful 

treatment that the research yields does not contain conceptual contradiction and could 

therefore stand as a universal law. 

Now we turn to the possible volitional inconsistency this maxim may contain. As 

explained, volitional inconsistency is contradiction in the will and a maxim that contains such 

an inconsistency is impossible for us to will to become a universal law. And therefore we can 

ask whether we can will that the maxim of designing a medical study without including the 

opportunity for all citizens of the host country to gain access to successful treatment that the 

research yields became a universal law? This is in fact a rather complicated question. Of 

course, we want all citizens of developing countries to have access to successful treatment. 

However, there may be other practical forces to contemplate. Given the circumstances of the 

HIV study, it may not be realistic to claim that the researchers and sponsors should design 
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their study in a way that all citizens of the host countries could be provided with successful 

treatment which the research could yield. It also may raise the practical question of how 

researchers can ensure that all future citizens will have access be provided with the successful 

treatment. We can only imagine what would happen if all researchers were obligated to design 

their studies fulfilling requirements to ensure that all citizens of the host country would have 

access to treatment when research is completed, as those extreme obligations would 

discourage the conduct of medical research in developing countries and their citizens would 

lose access to treatment that would otherwise, to some extent, be made available. By forcing 

too strong requirements on researchers and sponsors, the research could quickly become too 

expensive and complicated for them to conduct and medical innovation would suffer. As 

already mentioned, if research would yield successful treatment in a developed country, the 

infrastructure would take over and provide treatment to future patients in those countries, but 

this is usually not the case in developing countries. However, it is not the responsibility of 

researchers and research sponsors to provide all citizens with the opportunity to access 

treatment. Their emphasis should be on furthering scientific knowledge. Even though these 

parties are not always private pharmaceutical companies, but international organizations and 

governments, as in the case of the prenatal HIV study, ensuring access to treatment when 

research is completed is a separate project, one which international organizations and 

governments could lead separately.  

 In the first chapter, I discussed how investments of the pharmaceutical industry on 

prevalent diseases in developing countries are just a fraction of the amount spent in research 

on diseases that are prevalent in Western countries. Basic profit calculation is the underlying 

reason for that imbalance. Therefore, imposing more strict requirements on researchers, such 

as the obligation to design their study in a way that ensures all citizens of the host country the 

opportunity to access treatment, that imbalance would only increase. Furthermore, even 

though high proportion of the industry’s investments has wealthier markets in mind, such as 

Western countries, developing countries stand to benefit in the future. For example, HIV 

treatments were originally developed with wealthy consumers in mind, but today developing 

countries benefit as the treatments have spread to those countries, even though it is still not 

available to every citizen of every country.
175

  

I have argued that the requirement to design medical studies in the way that all citizens 

of the host country have the opportunity to access treatment when research is completed is a 
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farfetched claim to make. Given the present situation in the field of medical industry, where 

treatment availability is often not present in developing countries but it is in developed 

countries, we could be able to will that this maxim, that doesn’t require that research be 

designed in a way that all citizens gain access to treatment, became a universal law. Even 

though everyone could not be provided with the opportunity of access to treatment, the access 

would still be greater than if no medical study took place and evolution of medical innovation 

would lead to greater access to people, which we must will. This maxim therefore does not 

contain volitional inconsistency.  

I have argued that the maxim of designing a medical study, without including the 

opportunity for all citizens of the country to gain access to successful treatment that the 

research yields does neither contain conceptual contradiction nor volitional inconsistency. No 

perfect and negative duties were violated as people were not led to believe that treatment 

would be available for everybody after the research was completed and the practice of 

medical research could thrive if this maxim were to become a universal law. Furthermore, if 

we assume that successful treatment which research yields would be made available for large 

groups of the host countries, which was claimed to be the fact in the prenatal HIV study, we 

can will that the maxim became a universal law. The maxim, therefore, does not contain 

volitional inconsistency and does not violate the imperfect and positive duty to help others. 

Therefore, the HIV study, with respect to reasonable availability when research is completed, 

does pass the former test of the categorical imperative, the test of universal law. 

The Test of the Formulation of Respect for Persons: Let us see what the formulation of 

respect for persons brings to this discussion. By accepting the maxim of designing a medical 

study without including the opportunity for all citizens of the host country to gain access to 

successful treatment that the research yields, are we using humanity at the same time as end 

and not merely as means? 

If we start with the perfect and negative duty of not using humanity merely as means 

can we say that this maxim passes the test of respect for persons formulation of the 

categorical imperative? As discussed in the section above, even though not all citizens of a 

host country gain access to treatment when research is completed does not mean that the 

participants of the study or the population of the host country are used merely as means. 

However, a situation may arise when a medical study is being conducted, where participants 

or the population of the host country will not gain any access to treatment when research is 
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finished, or might not even need access as the innovation would not be prevalent to them. In 

those cases we can say that the participants and the population of the host country were being 

treated merely as means as they would not stand to benefit at all from participation. In the 

prenatal HIV study, measurements were taken in order to provide large groups of people in 

developing countries with access to successful treatment the research would yield. Therefore, 

we cannot state that persons were being treated merely as means as large groups of people 

would benefit from the study, even though not all citizens of the developing countries would 

be guaranteed access to treatment. The declared purpose of the study was to generate a 

treatment that would be both affordable and realistic in developing countries, and even though 

we can say that some participants of the study and citizens who did not gain access were 

treated as means, we cannot say that all persons were treated merely as means. Therefore, the 

test of the second formulation of the categorical imperative is in harmony with the former one 

as the prenatal HIV study did not violate the perfect and negative duty of using humanity 

merely as means.  

The second aspect of the second formulation of the categorical imperative contains the 

imperfect and positive duty to treat persons as ends in themselves. By accepting the maxim of 

designing a medical study without including the opportunity for all citizens of the host 

country to gain access to successful treatment that the research yields, are we violating the 

imperfect and positive duty to help others reach their ends? If pregnant women are infected 

with the HIV virus, we can assume, in most cases at least, that their objectives are to prevent 

their babies from contracting the virus. And as we have to honour the duty to help others 

reach their reasonable objectives we need to have their objectives in mind that when research 

is being designed. 

However, as discussed, we cannot possibly act on a maxim of securing all the ends of 

all others. The imperfect duty to help others is wide and we are able to choose, to some extent, 

when and how to help others. That being said, we cannot ignore the imperfect and positive 

duty to help others, such as by conducting a study that would have no benefits for the 

participants or people of the host country, as we would not be able to will such a situation for 

ourselves. In the case of the HIV study, the ends of a large group of people were met as they 

would gain access to treatment that would otherwise not be available.
176

 It is, however, true 
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that people of developed countries are usually ensured greater access to treatment and their 

ends are fulfilled to a higher extent than those of people of developing countries when 

medical research is being conducted in their country. Nevertheless, even though citizens of 

developed countries would be assured greater access to treatment than citizens of developing 

countries, that difference in availability is not logical to use in order to argue that the ends of 

people of developing countries were not met in the prenatal HIV study. Of course, we would 

want the ends of all people of developing countries to be met, but that is not necessarily the 

responsibility of researchers. Instead, international organizations and governments should take 

a lead in the project of providing developing countries access to successful treatments that 

medical research yields. The HIV study design did respect the ends of a large group of people 

as they would be ensured access to treatment when the research was finished and therefore we 

cannot say that the study violated the imperfect and positive duty of helping others.  

As the maxim of designing a medical study without including the opportunity for all citizens 

of the host country to gain access to successful treatment that the research yields does not 

contain conceptual contradiction nor volitional inconsistency, we can will that it become a 

universal law, and the maxim passes the former test of the categorical imperative. And as the 

maxim does not violate the perfect and negative duty of not using humanity merely as means 

or the imperfect and positive duty to help other reach their ends we can say that it also passes 

the second tests of the categorical imperative. Lower ethical standards in developing countries 

in respect to reasonable availability when research is completed can therefore be justified in 

light of Kant’s moral philosophy.  

6. Conclusion 

The aim of this thesis was to find an answer to the following research question: Can lower 

ethical standards in medical research in developing countries be justified in light of Kant’s 

moral philosophy? In chapter five, I introduced the case of the HIV prenatal transmission 

study conducted in developing countries in 1997 and used Kant‘s categorical imperative and 

his definitions of duties in order to evaluate three ethical dilemmas the study contained, and to 

reach an answer to the research question of this thesis. If any of these dilemmas, where lower 

ethical standards were present, compared to standards of Western countries, could pass the 

tests of the categorical imperative I would have shown that lowering ethical standards in 
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medical research in developing countries can be justified in the light of Immanuel Kant’s 

moral philosophy.  

The first dilemma introduced in the prenatal HIV study, the dilemma of informed 

consent, did not pass the tests of the categorical imperative. This dilemma consisted of the 

unfair situation that the participants were facing were they were not able to give free consent 

as no other viable option than to participate in the study was at hand. Although the dilemma 

did not contain conceptual contradiction, as informed consent is not practically necessary in 

order for a medical research to be conducted, it did contain volitional inconsistency as we 

could not will the maxim of conducting a medical research when participants are not able to 

give free consent were to become a universal law. With regards to the dilemma of informed 

consent, it could not be stated that perfect and negative duties were violated as persons were 

not being used merely as means, the participants had understanding of the study design and 

were able to withdraw from it at any time. However, it was stated that the imperfect and 

positive duties to help others to reach their objectives and to treat people as ends in 

themselves were violated. Participants were not able to give free consent as they were given 

no other viable option than to participate, no special thought was given to their ends (which 

were to prevent their babies from contracting the HIV virus), and these ends were not 

respected in 50 per cent of the cases, where participants received a placebo. The dilemma of 

informed consent did not pass the two tests of the categorical imperative, the test of the 

universal law formulation and the test of the formulation of respect for persons, as we could 

not will that this maxim of conducting medical research when participants are not able to give 

free consent were to become a universal law, and this maxim would not respect persons as 

ends in themselves. 

 The second dilemma introduced in the prenatal HIV study, the dilemma of standard of 

care, did not pass the tests of the categorical imperative either. This dilemma consisted of the 

fact that participants in the control group were scheduled to receive a placebo, an inactive 

substance, instead of an existing effective treatment. The dilemma did not contain conceptual 

contradiction as the use of placebo does not prevent research from being conducted, but it did 

contain volitional contradiction as we could not will that the maxim of using a placebo in 

medical research of a dangerous disease, when effective treatment already exists, were to 

become a universal law. With regard to the dilemma of standard of care, it could not be stated 

that perfect and negative duties were violated as persons were not treated merely as means, 

the participants did receive medical care even though they did not receive an effective 
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treatment. It was however stated that the imperfect and positive duties to help others reach 

their objectives and to treat people as ends in themselves were violated. By using a placebo in 

the study, participants of the control group were offered no help in order to reach their ends 

and protect their babies from contracting the HIV virus. The dilemma of standard of care did 

not pass the two tests of the categorical imperative as we could not will that this maxim of 

using a placebo in a medical research of a dangerous disease when effective treatment already 

exists were to become a universal law, and this a maxim would not respect persons as ends in 

themselves. 

The third and last dilemma introduced in the prenatal HIV study, the dilemma of 

reasonable availability, did pass the tests of the categorical imperative. This dilemma was not 

conventional as participants themselves could not benefit from the results as their babies 

would have already been born when the research was completed, and therefore the focus was 

set on reasonable availability for future patients of the host countries. The dilemma discussed 

in this thesis was not with regard to the post-trial access of the participants, but whether the 

study design would offer reasonable opportunity to future patients to access successful 

treatment the research could yield. This dilemma did not contain conceptual contradictions as 

it is not necessary that research design ensures future patients with the access to treatment in 

order for the practice of medical research to thrive. The dilemma did not contain volitional 

contradiction either as we could will that the maxim of designing a medical study without 

including the opportunity for all citizens of the host country to gain access to successful 

treatment the research yields, to become a universal law. The main arguments that led to this 

conclusion were that by enforcing such strict requirements on researchers and research 

sponsors, medical research would in many cases become too expensive and complicated to 

conduct and medical innovation would suffer. Furthermore, the emphasis of researchers 

should be to further scientific knowledge while other parties like international organizations 

and governments lead the project of ensuring patients the access to treatment. In the HIV 

study design, large groups of people in the host countries would be ensured the opportunity to 

access treatment, and therefore the study did not contain volitional contradiction as the goal of 

improving access to treatment is something that we can will.   

As regards the third and last dilemma of reasonable availability, it cannot be stated that 

perfect and negative duties were violated as persons were not being used merely as means. 

Even though not all citizens of the host countries would gain access to treatment the research 

could yield, the declared purpose of the research was to provide large groups of people with 
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access. Furthermore, the imperfect and positive duty to help others reach their ends was not 

violated either. We cannot act on a maxim that ensures all the ends of all others, but we 

cannot ignore this duty of beneficence either. In the HIV study, the results would in fact help 

large groups of people in the future and therefore it cannot be claimed that the imperfect and 

positive duty of beneficence was violated. The dilemma of reasonable availability after 

research is completed, in the case of the prenatal HIV study, could therefore pass the tests of 

the categorical imperative, the test of the universal law formulation and the test of the 

formulation of respect for persons.  

Given the results from the evaluation of the three dilemmas of the prenatal HIV study, where 

the dilemma of reasonable availability did pass the tests of the categorical imperative even 

though it meant that ethical standards would be lower than in Western countries where 

citizens would be provided with access to the treatment when the study was completed, I have 

reached an answer to the research question of this thesis. It can be justified, in light of Kant’s 

moral philosophy, to lower ethical standards in medical research in developing countries, as 

long as perfect and negative duties and imperfect and positive duties are not violated. These 

results, however, do not mean that the prenatal HIV study was not exploitative (for example 

in the field of valid informed consent and standard of care); it only shows that medical 

research that contains lower ethical standards than in Western countries could be justified in 

light of Kant’s moral philosophy. If medical research, on the other hand, did contain any form 

of exploitation or manipulation, perfect and negative duties to respect other persons and to not 

treat others persons merely as means, and imperfect and positive duties to treat others as ends 

in themselves and to help them reach their objectives, would be violated and could not be 

justified in light of Kant’s moral philosophy.  

Discussion 

In the last few decades, the medical research industry has been growing rapidly, especially in 

developing countries where research can be conducted quicker and cheaper than in developed 

countries. Following this development, various ethical dilemmas have arisen as the double 

standards in medical research between developing countries and Western countries have 

drawn attention to the issue of global justice. In relation to the discussion of lower ethical 

standards present in developing countries compared to Western countries, the view that the 

medical industry is exploiting vulnerable groups by taking unfair advantage of their 
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vulnerability is often dominant and sometimes leads to the decision to forgo research in 

developing countries. However, other views might also be relevant to the discussion, such as 

the claim of developing countries stating that people of developing countries should not be 

treated as vulnerable groups and that the developing countries are able to protect their own 

citizens from harm and exploitation. The standards of Western countries should therefore not 

be imposed on to them. Developing countries have, for example, defended research in their 

countries that would not have been conducted in Western countries for ethical reasons 

claiming that the research meets their own ethical requirements. 177  Furthermore, they point 

out that the paternalistic view of categorizing people of developing countries as vulnerable 

subjects, subjects that need more protection than others, has in the past led to the exclusion of 

these vulnerable groups from research, which reduces the possibility of new innovative 

treatments for these groups.178 But whether developing countries in fact have the capability to 

protect their citizens from exploitation in research is debatable.  

That being said, it is important to view the issue of different ethical standards from a 

wider perspective. The problem at hand is the unfair situation people of developing countries 

have to live with, which actually makes them vulnerable and more easily harmed than people 

living in developed countries. These dilemmas of whether lower ethical standards can be 

accepted in medical research in developing countries would not arise to the same extent if 

global justice were to be established and the developing countries were given the opportunity 

to catch up with industrialized countries. Ethical standards could be applied more universally 

and would not have to be relative to extreme situations. Correcting the situation of developing 

countries is on the other hand not an easy task. 

 In this thesis I came to the conclusion that lower ethical standards in medical research 

in developing countries can be justified in light of Immanuel Kant’s moral philosophy. This 

conclusion is based on the widely accepted interpretation of Kant’s definitions of duties, 

where beneficence and helping others to reach their objectives falls in the category of 

imperfect positive duties. However, it is important to mention that other interpretations of 

these duties are surely possible, interpretations that could lead to a different conclusion. The 

philosopher Thomas Pogge categorizes the duty of beneficence as a negative duty, and claims 

that the injustice of global poverty is not a failure to meet positive rights to subsistence179 but 
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a failure to respect the negative rights of the global poor by depriving them of subsistence. In 

his arguments he emphasizes the fact that the situation of developing countries was not caused 

by natural circumstances but arose historically through economic and political arrangements, 

and therefore wealthier nations have a duty to rectify this past unfairness. Furthermore, those 

who create, support, and benefit from these arrangements are morally responsible for causing 

and withholding them.180,181  

 Although his arguments are logical, as the history of the relationship between 

developed nations and developing nations is indeed marked by injustice such as slavery, 

colonization, military domination and unfair trading practices, it is not clear who exactly is 

responsible for causing and withholding this injustice, and who is responsible for rectifying 

the situation. Onora O’Neill, contrary to Thomas Pogge, defines the duty of helping others as 

an imperfect positive duty, one that offers latitude in choosing when and how to help others.182 

She states that in order for subsistence rights of people in developing countries to become a 

perfect duty for others, assuming that rights correlate with duties, a specific person or 

institution must hold that duty.183 Currently, that is not the reality, but the idea of an 

international organization or institution leading the way and taking responsibility for securing 

people of developing countries with the opportunity to live decent lives, and for establishing 

global justice, surely sounds intriguing.  

The fact is that there are enough resources available in the world needed to extinguish 

extreme poverty. The uneven distribution of wealth, however, prevents balance to be reached. 

What is needed is the will of citizens and governments of affluent countries to take the issue 

of global justice seriously. With increasing global justice, the difficult situations in developing 

countries, which are the main reasons why double ethical standards are in place at all, could 

be eliminated and ethical research on human subjects in medical research in developing 

countries could be secured.  
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