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ABSTRACT The study investigated complications associated with medical injury compensation in New HIV
Prevention Technologies in Africa. The study looked at possibilities of liability in HIV infection during clinical
trials and the legal resources that could be used in seeking medical injury compensation in resource poor communities
in Africa. A survey of literature on medical injury compensation was used to highlight possibilities and complications
associated with medical injury compensation in developing countries. An analysis of research findings on medical
injury compensation indicated that it would be difficult for people who get infected with HIV in clinical trials to
successfully sue international organisations that sponsor New HIV Prevention Technologies in Africa. It is suggested
in this study that African governments could use the no-fault approach in settling medical injury compensation
claims in New HIV Prevention Technologies clinical trials.
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INTRODUCTION

Medical injury compensation is increasing-
ly posing ethical, legal and financial challenges
to researchers in the medical and allied fields. In
the early 20th century, medical experiments could
be conducted on patients without the need to
adhere to medical ethics, law and human rights.
In recent years, there has been mounting pres-
sure on medical research organisations to own
up and admit wrongdoing in medical procedures
(Gwandure and Mayekiso 2012). However, med-
ical injury compensation can be complicated in
developing societies due to the bureaucratic
processes, inadequacy of laws that deal with
medical injury and the low literacy levels of the
population to seek redress through the courts.
This paper looks at medical injury complications
associated with clinical trials in New HIV Pre-
vention Technologies in Africa (Gwandure and
Mayekiso 2012). The New HIV Prevention Tech-
nologies that will be discussed in this paper are
microbicides, vaccines, pre-exposure prophylax-
is and medical male circumcision. This study
explores medical compensation claim complica-
tions associated with each of the New HIV Pre-
vention Technologies in an African context.

Medical Ethics in Resource Poor Communities

Most of the researchers agree that getting
medical compensation in developing countries
can be a nightmare (Douglas 2009; Elliot 2012;
Tereskerz and Jagger 1997). For instance, the
following statement illustrates it: “If I am injured
in the course of medical investigation or treat-
ment, I may be eligible to receive compensation
for some of the adverse consequences of my
injury-at least, if I live in a developed country”
(Douglas 2009: 30).

Even in developed countries, there are com-
plications associated with medical injury claims
related to HIV infection and workers‘ compen-
sation laws do not provide enough protection
for employees to get compensation for occupa-
tionally acquired HIV infection (Tereskerz and
Jagger 1997). Participants in HIV clinical trials in
Africa are usually exposed to infection but there
seems to be no specific laws in Africa that ad-
dress medical injury compensation with particu-
lar reference to HIV infection in clinical trials
(Gwandure and Mayekiso 2012). It should also
be noted that New HIV Prevention Technolo-
gies largely target resource poor communities in
Africa and other developing regions of the world.
The larger part of work on HIV prevention clini-
cal trials is done in Africa and Asia and these are
regions that have the majority of the population
living in poverty (Chant 2007).

There are ethical concerns surrounding the
use of poor or indigent people as research par-
ticipants in risky experiments or medical proce-
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dures that can result in the death of participants
or infection of participants with an incurable dis-
ease, or exposing participants to injuries that
can result in permanent disability (Emanuel et al.
2004). A survey of research on medical compen-
sation claims among low-income groups shows
that very few individuals initiate it because of
the complications associated with tort law that
is used in medical injury compensation (Dou-
glas 2009). The bulk of the cases are processed
by attorneys appointed by non-governmental
organisations to assist the poor get justice and
expose medical malpractice usually by a gov-
ernment health facility or a negligent medical
doctor. It is interesting to note that even in the
US, it is usually patients with high incomes and
not the poor who file medical malpractice com-
pensation claims (Brennan et al. 1996). The ar-
gument of this paper is that it is inconceivable
that ordinary villagers and the urban poor can
raise enough financial resources to challenge
international organisations involved in HIV pre-
vention clinical trials in Africa in court for ex-
posing communities to HIV infection. It can be
argued that poor people tend to depend on the
rich for medical injury compensation in Africa and
this is usually made possible by media publicity
of the plight of the poor (Brennan et al. 1996).

Currently, the major Western media houses
have tended to take a low profile in reporting
new HIV infections in New HIV Prevention Tech-
nologies clinical trials in Africa (Gwandure and
Mayekiso 2012). Researchers on the subject
usually report of “acceptability” of the technol-
ogies among participants in Africa and how par-
ticipants are experiencing sexual intercourse dif-
ferently (Gwandure and Mayekiso 2012). Afri-
can governments that largely rely on donor fund-
ing for HIV and AIDS projects find themselves
in a difficult situation when they are legally, eth-
ically and politically expected to sensitize the
public about HIV infection in clinical trials
(Gwandure and Mayekiso 2012). Overreliance
on donor funding for HIV and AIDS interven-
tions tends to overshadow the commitment of
African governments to raise funds for other
public health maladies and issues of economic
development (Morfit 2011).

The Law of Tort in Medical Injury
Compensation

The law of tort applies to many medical inju-
ry compensation disputes in Africa with slight

variation from country to country. Globally, the
law has been found to be good on paper but its
implementation does not usually result in ade-
quate compensation for the plaintiff if they did
not have enough financial and intellectual re-
sources to challenge the health care provider,
medical researcher or medical practitioner. In the
US, it is stated that, “If a patient is injured as a
result of the wrongful behaviour of another (a
physician or another medical care provider), then
the victim is entitled to recover for all losses-
both financial and non-pecuniary-caused by
such fault” (Weiler 1993: 14). The law allows for
the patient to sue the medical practitioner for
medical negligence. However, the patient should
be able to prove that there was medical negli-
gence on the part of the medical practitioner. In
the US, the law tends to protect the medical prac-
titioner as it is stated that, “In the absence of
negligent behaviour, a doctor is not legally re-
sponsible for injuries suffered by his or her pa-
tients; instead, such losses must be borne by
the victims personally or by the broader com-
munity through its various programs of public
and private loss insurance” (Weiler 1993: 14).
This section of the law makes it difficult for peo-
ple who voluntarily participate in medical re-
search and HIV clinical trials to sue the health
professionals and the organisations that carry
out the experiments because HIV infection hap-
pens through consensual sex. The participant
engages in risk sexual behaviour in a private
place in the absence of the health professional
who advised them to use the New HIV Preven-
tion Technologies. It is argued that medical inju-
ry compensation could be made difficult by the
fact that, “Disputes over whether an instance of
medical treatment was careless and over what
injuries the victim suffered as a result are ulti-
mately resolvable in a civil trial before a jury,
although in practice 90 percent of such claims
are settled by the parties and their lawyers
through voluntary negotiation before a trail”
(Weiler 1993: 14).  It is clear that in HIV infection
litigation that involves the participant in clinical
trials and the medical practitioner or health pro-
fessional who provided the pills or performed
surgery in New HIV Prevention Technologies, it
is difficult to quantify the negligence and injury
caused. If getting a settlement is complicated
overseas, it could be a pipedream among vic-
tims in resource poor communities in Africa. In
addition, even if the court proves that there was
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malpractice, the health care practitioner is not
usually personally held accountable and asked
to pay compensation to the patient. It is stated
that, “If some legal fault and liability are estab-
lished through this process, compensation will
almost invariably be paid to the victim not by
the individual who was careless, but rather by a
liability insurer for an independently practicing
doctor or by the institution that employed the
doctor or other provider in question (or by that
institution`s insurer)” (Weiler 1993: 14).

In some countries, medical injury compen-
sation is awarded on the “no-fault” basis (Dou-
glas 2009). Participants who are injured in medi-
cal clinical trials can receive compensation from
medical aid companies or medical insurers with-
out regard to “…whether their injuries can be
attributed to the negligence or other wrongdo-
ing of a medical professional, and if a claim for
compensation is successful, that compensation
is paid from an account maintained through gen-
eral taxation” (Douglass 2009: 31). This could be
a starting point and a positive development in
Africa if governments, sponsors of New HIV
Prevention Technologies clinical trials and med-
ical insurance companies could agree on the fea-
sibility of such a project. The ethical dilemma
that could arise from this approach is that even
if the victim could benefit from the medical in-
surance fund, the reckless medical practitioner,
health professional or health care provider might
not be emotionally attached to the suffering pa-
tient (Douglas 2009). It is disturbing to note that
many people who volunteer to participate in New
HIV Prevention Technologies clinical trials in
Africa are not covered by medical insurance
against HIV infection (Gwandure and Mayekiso
2012). The promoters of New HIV Prevention
Technologies are not forthright about the provi-
sion of a medical insurance fund to cushion vic-
tims of HIV infection in clinical trials. Participant
seroconversion happens in the search for HIV
preventive medicine and preventive surgery in
clinical trials. Medical injury compensation laws
such as the “law of delict” in South Africa and
countries that use the Roman-Dutch Law, tend
to cover a number of situations in which the
defendant is asked to pay the plaintiff for loss or
harm arising from negligence (Loubserand and
Midgley 2010). However, the compensation laws
which vary in terminology from one country to
another were not developed to deal with HIV
infection in clinical trials. Most of the compen-

sation laws were made before the discovery of
HIV and AIDS to deal with compensation claims
in general contexts.

Litigation and Medical Injury Compensation in
HIV Prevention Clinical Trials

Some aspects of the law of tort are explored
in this paper to assess how participants who get
infected with HIV in New HIV Prevention Tech-
nologies clinical trials can be compensated. The
law requires that the complainant should show
the court that the medical practitioner or health
professional that advised the participant to take
medical pills or performed a medical procedure
did that while on duty. The patient has to show
the court evidence of injury or damage suffered
and to demonstrate that the medical practitioner
was negligent (Douglas 2009). This paper high-
lights complications that may make it difficult
for participants infected with HIV in clinical tri-
als to get medical injury compensation. The pa-
per highlights the New HIV Prevention Tech-
nologies that are on trial in Africa and how par-
ticipants could be exposed to HIV infection. The
clinical trials discussed are microbicides, vac-
cines, pre-exposure prophylaxis and medical
male circumcision.

Microbicides are pills or substances that are
inserted into the vagina to prevent HIV infec-
tion. Some of the women who use these pills
become HIV- positive (Gwandure and Mayekiso
2012). In countries where high rates of HIV in-
fection during clinical trials are reported, there
are no reported cases of victims successfully
suing organisations that are responsible for the
clinical trials. In Zambia, between 46 and 50 of
the 1 332 women who joined the clinical trials
when they were HIV-negative were infected with
HIV even though they were using the microbid-
cides during sex (Moran 2010). The issue of
medical negligence and monetary compensation
for medical injury was not raised by the Minis-
try of Health of Zambia apart from reporting that
the matter was sensitive and that government
was reluctant to elaborate on what happened
during clinical trials (Moran 2010). The govern-
ment of Zambia is not reported seeking legal
redress and monetary compensation for the
women against the international organisations
that were responsible for the clinical trials.

In terms of medical injury compensation pro-
cedures, claims for compensation can focus on
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deception that comes with experimentation. The
attorneys representing victims should single out
HIV infection as the “harm” contemplated in law
of tort or law of delict (Weiler 1993).  The plaintiff`s
attorney seeking medical injury compensation
can consider failure to disclose full information
about HIV infection risk when participants are
recruited to the clinical trials as negligent be-
haviour by promoters of microbicides. Litiga-
tion can focus on the concept of “undue in-
ducement” in biomedical research in resource
poor countries (Emanuel et al. 2005). This is a
form of subtle persuasion in which participants
from low-income groups are tempted to partici-
pate in HIV prevention clinical trials due to the
offer of monetary payment that is regarded by
the organisers of clinical trials as token money,
or a “thank you” for participating in the in re-
search.

Research on vaccines invites HIV-negative
people and vaccinates them against HIV infec-
tion. The rationale behind this approach is that
populations at risk of HIV infection could bene-
fit from the immunization against HIV infection
(Gwandure and Mayekiso 2012). Litigation for
medical injury compensation for participants who
become HIV-positive can focus on the degree of
exposure to HIV infection and blameworthiness
of the medical procedures in preventing HIV in-
fection. The anticipated complications relate to
the ability of participants to demonstrate how
medical practitioners vaccinating participants
against HIV infection behaved in a negligent
manner that resulted in participants contracting
HIV (Douglas 2009). Compensation claims by
participants who become HIV-positive after vac-
cination can be based on vulnerability to HIV
infection that resulted from exaggerated scien-
tific claims of HIV prevention by promoters of
vaccines (Gwandure and Mayekiso 2012). The
compensation claims could be weakened by the
fact that health care professionals who adminis-
ter vaccines do advise participants to use con-
doms in each sexual encounter. If participants
became HIV positive, the organisations manag-
ing the vaccine programme in the country could
blame the participants for failing to use condoms
correctly. The promoters of vaccines are less
likely to attribute the HIV infection to vaccine
failure. The ambiguity that comes with the com-
bined use of technologies in HIV prevention
most likely deters victims from laying medical
injury compensation claims against providers

of vaccines in HIV prevention clinical trials in
Africa.

Pre-exposure prophylaxis requires HIV-neg-
ative participants to take antiretroviral drugs
daily to prevent HIV infection. Medical injury
compensation claims in case of HIV infection
can be based on the law of tort or law of delict,
or no-fault claims (Douglass 2009; Loubser and
Midgley 2010; Weiler 1993). The psychological
contract can be used to justify claims for medi-
cal injury compensation (Guest 1998). The
grounds for compensation claim arise from the
fact that a participant volunteered to participate
in the clinical trials being HIV-negative and left
the programme HIV-positive. Disclaimer clauses
or medical error disclosure injunction by medi-
cal insurance companies that are used to avoid
responsibility for patient or participant injury in
biomedical clinical trials can be challenged in a
court of law (Hammami et al. 2010). Insurance
companies advise medical practitioners to deny
wrongdoing in case of a medical error, be it that
the harm is major, moderate, minor or a near miss,
the medical error is denied or not reported to the
patient (Hammami et al. 2010). This is in line with
the medical practice insurance “cooperation”
clause (Banja 2005). This “cooperation” clause
forbids the health professional from admitting
liability to an injured or harmed party and it de-
fends the insured health professional against
medical injury compensation claims (Banja 2005).
However, this requirement by insurance compa-
nies poses an ethical dilemma for the health pro-
fessional because medical ethics requires them
to truthfully disclose medical errors that happen
in the course of duty but in the case where a
health professional works as a “hired gun” with
interests in financial gain, they might not dis-
close the errors they made and the health risks
they caused (Pope and Vetter 1992). It can be
argued that patients have a right to claim for
medical injury compensation for experiencing
side effects such as drug toxicity due to contin-
ued use, viral resistance or behavioural disinhi-
bition associated with pre-exposure prophylax-
is (Paltiel et al. 2009).

Medical male circumcision involves the re-
moval of the foreskin in HIV prevention clinical
trials. Litigation for medical injury compensa-
tion can assess the damage or mutilation caused
by equipment that is used in medical male cir-
cumcision (Hill 2007). Some of the participants
die due to excessive bleeding and some develop
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medical complications as a result of the surgical
removal of the prepuce (Hill 2007). The opera-
tion is based on the premise that once the tissue
containing cells that can easily be infected with
HIV is removed and the skin of the penis tough-
ens within six weeks, it follows that the chances
of contracting HIV will be reduced for the man.
Litigation can be based on HIV infection dam-
ages during clinical trials because the law of tort
and law of delict empower victims to seek medi-
cal damages that arise from medical negligence.
Up to now, there are no reported successful law-
suits in which participants that became HIV-pos-
itive after undergoing medical male circumcision
got compensation in Africa.

It should be highlighted that New HIV Pre-
vention Technologies tend to worsen the HIV
pandemic in Africa by exposing HIV-negative
people to infection. New infections in clinical
trials, even though the numbers are small, con-
tribute to the spread of HIV. Instead, HIV pre-
vention clinical experiments should recruit HIV-
positive participants. In this regard, the effec-
tiveness of a technology in reducing HIV trans-
mission among participants living with HIV and
AIDS could be measured in terms of HIV rein-
fection reduction. The efficacy of a new tech-
nology could also be assessed in relation to the
reduction or prevention of sexually transmitted
diseases among participants.

Medical Injury Costing in HIV Clinical Trials

The compensation claims can be based on
the degree of damage or harm suffered by the
complainant (Douglas 2009). Litigation requires
so many specialists such as medical specialists,
social scientists, legal experts, scientists, and
actuaries to quantify and cost the degree of in-
jury the complainant suffered as a result of med-
ical negligence or omission. This level of inter-
disciplinary intervention in quantifying and cost-
ing harm suffered by the victim could hinder
patients or participants from resource poor com-
munities or low-income groups in clinical trials
from seeking medical injury redress through the
courts unless they got assistance from patient
advocacy civil rights groups. It is argued by
some researchers in medical ethics that ethical
guidelines in medical research tend to protect
the researcher more than the participant (Elliott
2012). The costing of medical injury is compli-
cated by the fact that if the research participant

is injured in experiments or clinical trials neither
the researcher nor the research sponsor has a
legal obligation to pay for the research partici-
pant‘s medical care costs due to complications
associated with the law of tort and informed con-
sent obligations (Elliott 2012). In fact, medical
scientists employed by the international organ-
isations that sponsor medical research usually
blame the participant for not following the pro-
cedures of research or that the patient or partic-
ipant had other underlying medical problems or
behavioural problems that contributed to inter-
vention failure (Elliott 2012). In HIV infection
compensation claims, the argument that can
dampen the lawsuit is that the promoters of New
HIV Prevention Technologies can accuse par-
ticipants in clinical trials of reckless and promis-
cuous behaviours and failure to use condoms
correctly and consistently.

Despite the limitations posed by laws pro-
tecting medical practitioners and health profes-
sionals, victims of HIV prevention clinical trials
can still pursue the compensation claims in
court. Financial models for calculating payments
can be based on costs associated with the con-
sultation of health professionals and the costs
associated with the HIV medication. Lawsuits in
New HIV Prevention Technologies can make use
of the input from psychologists, psychiatrists,
neurologists, physicians, virologists, dieticians
and pharmacists. The final analysis can also look
at the costs associated with the participant‘s
deteriorating physical health and associated
mental health problems such as depression, sui-
cide ideation or mood disorders. Sometimes it is
difficult for victims of a medical experiment or
medical procedure to come together and sue with
one voice for compensation. The following quo-
tation illustrates the complications associated
with medical injury compensation in clinical tri-
als: “…because research subjects are not a co-
herent community, they have developed none
of the solidarity that has enabled other disen-
franchised groups to demand their civil rights.
Subjects do not share a common ethnic, reli-
gious, or political identity; they are socially and
physically disconnected from one another; and
they have no natural institutions for organizing,
such as churches, universities, or labor unions.
In theory, patient advocacy groups might have
played a role in organizing support, but today
many such groups are financially dependent on
the pharmaceutical industry and other research
sponsors” (Elliott 2012: 7).
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Loss of Earnings Claims

The law of delict and law of tort allow for
patients injured in clinical trials to claim for dam-
ages that relate to economic loss or loss of earn-
ings (King and Mahoney 2012). Participants who
contract HIV in clinical trials sometimes report
that they might not be able to carry on with their
career aspirations or perform their duties prop-
erly as they used to do in good health. Some of
the victims might not be able to continue oper-
ating their businesses in industries that require
participants to be HIV- negative. Financial loss
can be calculated based on previous earnings
the individual received before they were infect-
ed with HIV. The financial computations on loss
of income could be based on the impact of the
injury. If the HIV infection or AIDS caused per-
manent impairment or disability the size of the
compensation should be huge. It is usually dif-
ficult for attorneys representing the plaintiff and
those representing the defendant to reach a con-
sensus on the degrees of loss of earnings and
disability (Spieler 2012). Chronic conditions and
terminal illnesses associated with HIV and AIDS
that cause patients to fail to generate an income
can be used by the victims to claim for medical
injury compensation in HIV clinical trials in Afri-
ca.

CONCLUSION

This paper highlighted the possibilities of
initiating medical injury compensation claims for
participants who get infected with HIV during
clinical trials in resource poor communities in
Africa and it has also highlighted the complica-
tions of seeking compensation. In medical inju-
ry compensation claims, the burden of proof lies
with participants who were infected with HIV in
clinical trials to demonstrate wrongfulness and
medical negligence on the part of the health pro-
fessional who invited them to the clinical trials
and how the health professional harmed them
during the medical intervention. The probability
of victims in resource poor communities insti-
tuting legal proceedings for medical injury com-
pensation is low considering the prohibitive fi-
nancial costs and high intellectual skills required
to prove medical negligence against internation-
al sponsors of New HIV Prevention Technolo-
gies in Africa who have vast financial and legal
resources at their disposal to defend their inter-

ests, actions and intellectual property. The no-
fault approach to medical injury compensation
could be the starting point in New HIV Preven-
tion Technologies in Africa.
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