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Abstract: Communicable diseases is as old as mankind. With recent advances in medical sciences and increased human 

activities, recent years have seen even more resilient infectious diseases. While sciences have made numerous advances in 

the fight and eradication of such diseases strong contentions still exists on ethics and processes. With innovations around 

vaccines, the importance of humans and the key stakeholders need to be emphasized. This paper looks at the various 

theories and ethical implications of vaccine trials and testings and how this might be impacting innovation and the law. It 

further highlights the importance of proper ethical processes to vaccine trials and how such would not only enhance the 

process but provide workable methods for future pandemics. It critically analyses some important theoretical frameworks 

related to vaccine trials and how these tie to protecting not just the human rights of volunteers but future patients and other 

stakeholders. 
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I. Introduction

Infectious diseases have become world pandemic overtime. As a result,  several responses have been seen by 

government agencies, playing a vital role in mitigating spread. While the government is not allowed to adopt 

law enforcement and national security measures that are ineffective in controlling the spread and that which 

suppresses individual rights [1] to curb the spread, the most efficient known approach would be through vaccines 

as it has a preventive role against specific infectious diseases. In the bid to propose the most plausible vaccine, 
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there is a need for human trials; however, the ethics on such should be done have been widely argued and issues 

around legality in practices have been a concern.   

II. Ethical Considerations in Vaccine Trials 

Ethical issues arise in every professional practice. Ethics has two strands of thought, namely utilitarian and 

deontological. [2] Utilitarian considers the balance of harms and benefits that may result, whereas deontological 

puts into account duties and obligations on how best they may be met. Utilitarianism is the best as it appears to 

give a practical solution to ethical dilemmas. 

The four biomedical ethics should be at the back of each person's mind when performing the trials. These include 

autonomy, beneficence, no malfeasance, and justice. As per the World Health Organization, autonomy refers to 

respect for persons; benevolence is the act that is carried out for the benefit of others. Notably, non-malfeasance 

states that the actions are right in as much they promote the well-being of an individual; justice is all about being 

fair. [3] The history of unethical clinical trials has been noted from time to time since the 1990s. For instance, 

scholars state that in the Tuskegee syphilis study conducted by the United States public health service in the 

year 1932 to 1972 led to many men dying since doctors stopped treating them with penicillin as they were 

restricted to specific research terms. [4] 

It is a bit difficult to conduct vaccination trials during a pandemic. This is because one is not sure where and 

when the outbreak will occur. In the case of an outbreak, it is essential for manufacturing firms that produce 

vaccines to join hands and support each other in vaccine development.[5] Ways through which these vaccines 

are to be administered to any group, need trust from the public and observe the relevant medical laws. It can 

only be build when the community has been fully engaged, thus providing a scope of what the trial is all about. 

On the other hand, policymakers have to be transparent by providing more information to the public to explain 

the purpose, procedures, risks, benefits, comparator, care, and indemnification in the trial. [6] Prasad argues that 

informed consent should be simple to be understood and that in case of community consent, ethical 

responsibility to maintain individual confidentiality and cultural norms. [7] After giving out this information to 

the public, the participant in a vaccination trial can then be willing to volunteer since they have an idea and the 
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reason for the research. [8] 

Also, the ethical aspect related to the distribution of limited resources should be taken into consideration. This 

is caused by the increase in demand or a decrease in shortage. As a result, the utility principle has to be adopted 

to ensure that vaccination is distributed to people depending on factors like the spread of the disease. Similarly, 

the equity principle has been used as it promotes fairness. Moreover, if the eight vaccine trial was to be engaged 

in children, it is unethical not to perform the study without the knowledge of their parents. 

III. Theoretical Framework on VaccineTrials 

It is important to predict individual behaviour in a setting where the payoff to the strategy chosen by individuals 

depends on the approach adopted by others in the population. This allows us to quantify how risk perception 

influences expected vaccine uptake and coverage levels and what role is played by the epidemiological 

characteristics of the pathogens. It is believed that all individuals are provided with the same information and 

use this information in the same way to assess risks. Bauch argues that an individual strategy is a probability 

that one will choose to vaccinate while the payoff to an individual will be more significant when the mobility 

risk is lower. [26] 

Additionally, studying health-related behaviour is of importance. People are likely to exhibit disease prevention 

behaviour if they; Perceive that they are highly susceptible to the disease, the disease is severe, the behaviour 

are beneficial, the behaviour has few barriers, and if they are cued to perform the behaviours various long and 

short-term health behaviours. For instance, when testing caregivers for factors associated with the vaccination 

of their children, one needs to understand health-related behaviours. [27] It provides a useful framework that gives 

direct help or inspires similar thinking. It explains why individual patients may accept or reject preventive health 

services or adopt health services. [28] 

Nonetheless, HIV vaccine education that addresses the current status of HIV vaccine development and important 

aspects of the concepts is warranted among communities at risk. The ongoing dialogue among researchers, 

public health practitioners, and communities at risk may provide a vital opportunity to dispel misinformation 

and rumours to build trust, which may facilitate HIV, trial participation and uptake of future HIV vaccines.  

Electronic copy available at: https://ssrn.com/abstract=3660132



4 
 
Qualitative investigations are particularly appropriate when investigating a new research domain, such as public 

reactions to future FDA-approved HIV vaccines, about which relatively little is known. Moreover, qualitative 

methods are well suited to the study of patient reactions to HIV vaccines since they remain hypothetical because 

the phenomenon under study is exploratory. Gathering information from the unique perspectives of those at 

high risk for HIV may aid the research and public health communities in developing appropriate and effective 

educational campaigns, and in averting possible barriers to future HIV vaccine uptake, before initial HIV 

vaccines are ready for dissemination. This will help in conducting successful trials that were hindered by myths 

and misconceptions.[29] 

HIV vaccine conspiracies expressed by participants may be grounded in part by the Tuskegee Study of 

Untreated Syphilis (TSUS) and other unethical medical research.  Most investigations among African 

Americans suggest an association between awareness of the TSUS and both distrust of medical research and 

low willingness to participate in medical research. The present study suggests that not only African Americans 

but also Latino/as, IDUs, as well as some gay men, may initially distrust a vaccine developed by the medical 

establishment, especially a vaccine for a disease as feared and stigmatized as HIV/AIDS.[30] 

 

IV. Laws around Vaccine Trials 

The United States laws regulate aspects of clinical trials. These laws govern site protection of humans, the 

export of materials and data, payments made to officials of a foreign government, and registration of clinical 

vaccines. Since vaccination trials involve human objects, they are protected under 45 CFR part 46, which 

mandates that the legally effective informed consent. [9]Before performing any vaccination trial, it is 

recommended that all the sponsors and the investigators understand the legal requirement. Countries that lack 

laws that govern research on human objects make the sponsors, and the investigators find themselves outside 

the jurisdiction set in the United States. This, therefore, means that they have an ethical and moral duty to ensure 

that they meet the specified requirements [10] 
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The National Childhood Injury Vaccine Act of 1896 was established to governing vaccination injury, 

vaccination market, and compensation. However, this act lacks incentive that ensures that manufacturers keep 

in pace with the vaccine science. This act was enacted at a time where there was a crisis that helped in the 

formation of vaccine-related injuries and protected the manufacturing companies from the litigation risk vaccine 

injuries. Scholars argue that since the United States has experienced a shortage of vaccines since 2000, which 

is not caused by the litigation. Regardless of this shortage, the policymakers have not stepped in to curb the 

situation. [11] 

The model State, Emergency Health Powers Act, was enacted to give the public health authorities powers to 

state and enhance proper and timely planning, prevention, and responses to any emergent. This act requires that 

a qualified individual should administer the vaccine and that refusal of not receiving the vaccine might be due 

to religious, medical, philosophies, or conscious. The act gives way forward that such a person should be 

quarantined to prevent the spread of contagious disease.[12]In California, parents, claimed a personal belief in 

not seconding the idea of vaccination by submitting a form.[13]This was not helpful since aspects such as personal 

beliefs do not have any scientific backup. This might result in innocent deaths, creating more reasons for 

unethical medical practices. When there are inter territory clinical trials, for instance, the US conducting a 

vaccination trial in an African country, the export control regulations may be outlined to restrict the movement 

of goods outside the US The International Traffic in Arms Regulations (ITAR) and the Export Administration 

Regulations (EAR) are laid down to govern the export clinical trials. 

A person can only export goods after receiving a request license under the ITAR. Another applicable law about 

vaccination trials is the regulations about privacy and confidentiality. The health Insurance Portability and 

Accounting Act of 1996 cover a health care plan, a health care clearinghouse, and a health care provider. The 

pharmaceutical clinical trials that generate research used to support a drug are subjected to confidentiality to a 

greater extent. In the United Kingdom, the administration of the smallpox vaccine was compulsory. This was 

passed in England and Wales in the year 1853. In 1867 and 1871, it was later amended as more terms and 

conditions concerning fines and non-compliance were included. Despite the government interventions to fight 

the spread of chicken boxes, some people went against the law by refusing the vaccination. They argued that it 
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was a human right violation as it was against autonomy and that it was a contamination of the infant. In the 

United States, all infants were required to be vaccinated before their second birthday and before joining a public 

school. [14] 

IV. Effects of Vaccine Trials and Ethical Considerations 

The most efficient way that a country can prepare for preventing the spread of any pandemic disease is through 

setting up systems and procedures.5 The best decision that the government can enforce is through the vaccination 

programs as it is not only crucial to a person as an individual but also to the entire community since there is the 

prevention of harm to its citizen. When there is a harmonized regulatory pathway, it will enhance the availability 

of pandemic vaccines on time, and there shall be a more efficient distribution of vaccines between countries. 

After the pre-trial, if the vaccination is efficacy, it is recommendable that the vaccine should immediately be 

administered to the other group who had received it. 

A. Cases of VaccineTrials and Ethical Consideration  

In a case of Jacobson v United States in 1905 on the legal jurisdiction for mandatory vaccination policies, the 

court ruled out the government has the authority to restrict the liberty of adult citizens by administering 

vaccination to mitigate the spread of infectious diseases. [14]As a result of the Model Act, which gives the public 

health agencies the mandate to come up with laws like that of the United States that is of compulsory vaccination 

in schools despite an individual's beliefs, conscious and philosophy lead to a case of Zucht v. King. In 1922, the 

court passed out the right of governmental agencies to require vaccination when it supported a school system's 

refusal to admit an unvaccinated child. On the contrary, in recent years, United States parents and guardians are 

refusing their children to be vaccinated due to the religious norms. The court reaffirmed that constitutional 

protection to exercise religion freely does not eliminate someone's room compulsory vaccination during the 

case of Boone v. Boozman.[13]In the year 1990, in San Francisco, the health officials suspected a Chinese man 

of being infected with Bubonic Plague. As a result, they established quarantine around Chinatown and removed 

whites from the affected area while the Chinese were to be vaccinated with a dangerous experimental vaccine 
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before travelling. Later, the federal court found out that the quarantine process violated the equal protection 

clause as it generalized both the health and the sick, which increased the spread of the disease. [1] 

B. Psychological Science in Vaccine Trials 

Psychology is a motivational tool for the proposition of thoughts and feelings of the respondents. When done in 

the right way, there is like the hood of getting a broader outcome of volunteers. With facts based on the scientific 

background, it makes it easier to counter fears associated with vaccination trials. This possibility is also 

encountered when the respondent's fears and doubts are acted upon with a prejudice. Psychology offers insights 

into why people engage in health behaviours, including vaccinations. However, the empirical findings that can 

inform and constrain psychological theories about vaccination appearing disconnected literature across 

psychology, public health, medicine, nursing, sociology, and behavioural economics.[15] 

The intervention of the producers and sufficient monitoring is essential while administering the vaccine trials. 

Coppola and Mento indicate that the ideological fracture has hindered the satisfaction of the demands of rigour 

and transparency of human experience, sensitivity in the detection of human emotions, and the procedures 

involved in the inter clinical situations. A further indication is that the advance of human knowledge stems from 

a critical process to reopen the sense of proper set up since there and opens the unpredictable. [16] 

Clinical psychology has seen the emergence of badges promoting open science and transparency. The selective 

publication of positive outcome clinical trials for the efficacy of anti-depressants has noted the degree to which 

publication differences can distort the perceptions of both the scientific community and the public.[17] 

Community psychology should also be looked at to emphasize the prevention over treatment, collaborating 

across disciplines, and exploring the ecological understanding of people within the environment. Community 

psychology originated from that intended to combine scientific orientation with collaborative social action to 

empower members of some community of interest and to help them improve their lives. This is applicable as 

the social action taken by the government to protect its citizens aims at assisting them from any harm.[18] 
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C. Vaccine  Trial End Point 

Vaccination trial endpoint is a statistical outcome that determines if the subject being studied was beneficial. 

This gives the exact data measurement that aids in drawing plausible conclusions. It is considered as the best 

achievement in curbing the pandemic diseases having had a significant dramatic impact in the past. Its objective 

of the endpoint is to make scientific conclusions and final decisions based on the results. This is after the trials 

have been conducted, reports made, and the vaccine status is already known. Moreover, excellent care and 

consideration should be given to a clinical case definition of an endpoint since non-specific case definitions can 

lead to attenuated estimates of the efficacy.[19]This is beneficial to the general public as it may serve to ensure 

that the right vaccines reach the intended target groups and efficiently preventing the pandemic disease. 

 Intent-To-Treat (ITT) principle is an exercise mainly used to analyzing all randomized participants according 

to randomization assignment regardless of treatment received or compliance, with follow up from the time of 

randomization.  This helps information provide the real efficacy of the vaccine since minimizing the bias such 

that differences in outcome resulting between groups can be attributed to treatment under the study.[17] With this 

type of endpoint vaccine trial, all the vulnerable groups' effects are inclusively studied.  Both results are treated 

independently and equally to avoid creating any gaps that might be fatal.   

After undergoing a vigorous trial process, the vaccine that provides positive results, their human ethical 

implications are studied and later licensed. The best trial endpoint puts into consideration all aspects associated 

with infectious disease. This helps in coming up with the most efficacious vaccine that will help the medical 

practitioners take full control of the disease. Leaving out any aspect can be fatal, rendering all the exercise of 

vaccination trial null and avoid. 

D. Vaccines Safety Assessment 

Performing vaccination evaluation is essential in the provision of safety. In other words, this involves the safety 

assessment of vaccines. Pharmaceutical products, including vaccines, are to undergo clinical testing before 
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applying. The myth behind vaccines is that vaccines are not safe. People believe that vaccines are not adequately 

tested and monitored. [20] Researchers argue that it is essential for the vaccines to be free from severe adverse 

side effects; this is because the vaccination process is mostly done in a large group of people who are at a healthy 

status. However, it is argued that vaccines are not a hundred per cent from risk-free. Since most vaccines are 

provided as an injection, the mild side effects noted include; pain, redness, swelling, fever, and myalgia. [21] 

The assessment of vaccines entails a lot of commitment from the manufacturers. Their efforts should be seen 

right from vaccines' early development until the time of use. Moreover, they are obliged to ensure continuous 

monitory of the safety and disease epidemiology. The test is done in the laboratory to ascertain the efficacy, 

toxicity.  Additionally, there is a quality control test performed by the regulatory agencies before its release to 

the public. The role of vaccine safety does not only lie on the manufacturers only. There must be a shared 

responsibility between the regulatory agencies, academia, the medical community, and the public towards 

monitoring vaccines' safety.[21] 

The federal government provides vaccine safety surveillance through a network of active and passive 

surveillance systems that helps in identifying vaccine adverse events. The foundation of the Vaccine Adverse 

Event Reporting System (VAERS) in 1990 was to provide post-licensure passive surveillance of vaccines and 

its safety. The surveillance system managed jointly by the CDC, and the FDA was responsible for the evaluation 

of vaccine safety in large populations of vaccinated individuals.[22] 

Efthimios Parasidis note that although regulators have expanded their efforts to collect and analyze vaccine-

related adverse events, the government's heavy reliance on passive post-market surveillance fails to capitalize 

on state of the art in health information technology. As an additional component to the existing post-market 

regime, all vaccine manufacturers should be required to monitor their products to evaluate safety and efficacy 

actively. A twenty-first-century post-market framework also can help facilitate independent research on vaccine 

safety and effectiveness, which might help alleviate the fears of vaccine-hesitant parents and thus increase 

immunization rates and the public health benefits that follow.[11] 
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E. Challenges Encountered in Human Vaccine Development and Trials 

Lurie et al. argue that vaccine development is a lengthy and expensive process that includes costs, therefore, 

making the developers follows a linear sequence of steps with multiple pauses for manufacturing process 

checks. For instance, when China announced that a novel coronavirus had been identified as the cause of the 

Wuhan outbreak, Coalition for Epidemic Preparedness Innovation CEPI contacted its partners that were 

developing Middle East Respiratory Syndrome (MERS).5 

Researchers argue that there exists a challenge in all stages of vaccine research and development. This includes 

shortening the time of discovery of vaccine candidates, production, and clinical development, ensuring that 

vaccines reproduce appropriately native antigens and that immune response induced is of adequate strength and 

quality for efficient protection, and predicting at early stages safety and efficacy of vaccine candidates.[23] 

Reduction in several manufactures that produce the current vaccines and those who can come up with new 

vaccines to reduce the spread of pandemic disease is a significant challenge. Lack of experience by the 

manufactures and public health agencies on vaccine development poses a substantial risk. This, therefore, has a 

negative impact when it comes to the circulation of the vaccines to the public hence leading to a shortage. On 

the other hand, the development of multiple antigens that is difficult to have licensure than a single antigen is 

also a great challenge. [22] 

During vaccine trials, it is difficult to assume that the community has got the necessary information about the 

vaccination programs. For example, in a study on current challenges' and proposed solutions to the effective 

implementation of the Malaria Vaccine program in Sub- Saharan Africa, it was reported that inadequate 

community engagement results from the lack of information about the vaccine. [24]Additionally, the acceptance 

of the vaccines by the community will lead to the more straightforward implementation of the vaccines to the 

community. However, if the organization has a pessimistic myth about vaccines, it's had to convince them, 

thereby being difficult for the public health agencies to prevent the spread of pandemic diseases. 

In a situation where there is a new vaccine being produced by a single manufacturer, there is a lack of price 

competition. This will lead to restricting access to effective vaccines. However, in the United States of America, 
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an individual is at the centre of insurance-funded health care. For instance, in the case of chickenpox 

vaccination, a child is vaccinated to prevent him or her from contacting the disease. On the contrary, National 

Health Services (NHS) in the United Kingdom considers the impact on the community before performing 

vaccination on the child. [25] 

The development of vaccines is developed and brought to the market by the pharmaceutical companies, but they 

do not disclose the cost associated with the development of new. However, it is estimated that the price of 

research, development, and clinical tests is high. Lack of transparency concerning the cost impacts on the 

purchaser's abilities to make an informed decision regarding fair reasonable and affordable prices. On the other 

hand, pharmaceutical companies may also be concerned about cheap vaccines in developing countries, thus 

representing a threat to their lucrative prosperous nation markets by access to more affordable vaccines by the 

back door. [25] 

V. Conclusion 

Pandemic disease, when not planned for, can kill almost the whole of the society. For instance, the recent 

COVID 19 virus that has brought tension worldwide. Therefore, the preparedness to tackle this disease is a 

useful tool that, as a country, we can use. However, ethical considerations must be put in place. The government 

should ensure that at all cost, public health measure is done based on equality regardless of race, ethnicity, 

nationalism, colour, religion, and gender. While the government plans to respond to pandemic disease, it is 

recommendable that they should do its planning by involving the community; it should not be individual based. 

Vaccine trials should only be administered to healthy individuals and not to a respondent who has or previously 

had a medication condition. This is observed to minimize death. Before the vaccines trials program, the 

manufacturers, regulatory agencies, and the community must ensure that there is a clinical test that will ensure 

that vaccines' safety is at hand. 
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