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Protecting Human Research Participants 
History 
The historical development of research studies that involve human participants can be traced back to 1946. During this year, the American Military Tribunal instituted proceedings against 23 German administrators and physicians (Collaborative Institutional Training Initiative, 2021). These individuals were accused of participating willingly in war crimes that were against humanity. One of the main charges involved conducting medical experiments on prisoners in concentration camps without their consent (Collaborative Institutional Training Initiative, 2021). A large number of prisoners were crippled, and many others died from the experiment. It resulted in the implementation of the Nuremberg Code that required voluntary consent by subjects (Collaborative Institutional Training Initiative, 2021). Apart from this, the code stated that the benefits of the research should be more than the risks. In the 1950s, thalidomide was used as a sedative in Europe despite not being approved by the Food and Drug Administration. While the drug was being used to control nausea and sleep, it caused deformities in the fetus (Collaborative Institutional Training Initiative, 2021). Over 10,000 babies were born with deformities. It led to the requirement for all health products to be approved by the Food and Drug and Administration before being used. 
The Tuskegee experiment also contributes to the history of research studies that involve human participants. Over 600 African American males were involved in a study conducted by the Public Health Service (Collaborative Institutional Training Initiative, 2021). 400 of these individuals were infected with syphilis and assessed for over 40 years. Despite providing free medical examinations, the participants were not informed about the infection. At the end of the experiment, many research participants died as a result of being denied treatment. In 1973, the experiment was stopped by the government due to the negative publicity it attracted (Collaborative Institutional Training Initiative, 2021). The president of the United States apologized to the participants and their family members. 
The need for human subjects’ protection can continue to evolve in different ways. The increasing regulatory burden should be reconsidered to ensure that research involving human subjects is not burdensome. The fact that research is necessary for improving patient care, implies that federal regulations should balance with the role of clinicians. There is an opportunity for improving reporting for adverse events (Collaborative Institutional Training Initiative, 2021). In current times, there is no effective reporting procedures to the Institutional Review Board. Therefore, there is need to develop a data monitoring committee. 
Research Activities that Require the Involvement of Human Subjects 
	Different types of research activities require the involvement of human subjects. Studies that use test subjects and their related specimens for products, new devices, drugs and materials involve human subjects (The University of Iowa, n. d.). Studies that use interaction and intervention to collect data involve the use of human subjects. Such studies include internet surveys on different issues, drug trials, and interviews with minors. Studies that utilize bodily materials are considered to involve human subjects (The University of Iowa, n. d.). Such bodily materials include organs, blood, cells, tissues, and urine among others. Studies that are based on environmental evaluations can also involve human subjects. 
Strategies to Minimize Potential Risks to Participants 
	Different strategies have been implemented to minimize risk to research participants. The first strategy is to ensure that full information regarding the research is provided to the relevant stakeholders (White, 2020). For example, information regarding the scientific rationale and experimental design of the study should be provided. The second strategy is to ensure that the research team to be involved in the study is composed of experts, who have enough experience (White, 2020). In the collection of data, standard-of-care must be applied to ensure that unnecessary risks are avoided. Safeguards must also be implemented in the course of the research to protect the research participants (White, 2020). For example, there should be trained personnel to respond to emergencies. The confidentiality of the information provided by the participants should also be assured. 
Ethical Responsibilities 
Researchers have ethical responsibilities that they must uphold when involving human subjects in research. The first principle involves minimizing the risk of harm to the research participants (Yan, 2018). The main principle is that there should be no harm to the research participants. However, if harm is intended, there should be justification for it. In this case, researchers must get informed consent from the participants and develop a plan on how harm to the subjects will be reduced (Yan, 2018). There should also be a briefing on the extent of harm that the participants should expect. This ensures that research participants make the right choice. 
The second principle is that of justice. Research should consider different members of society (Yan, 2018). There should be equal treatment in the research process. Research can be considered to be unjust when a person is denied the benefits that result from it. It is also unjust for researchers to place a burden on the human subjects. The principle of justice implies that researchers must consider the impact of their research on society (Yan, 2018). For example, racial factors must be considered when selecting research participants. Research participants should be selected based on the objectives of the research. 
The other principle involves data protection and confidentiality. This involves respecting the anonymity of the participants in research (Yan, 2018). Apart from this, the requirement of the participants concerning the use of the confidential information that they provide should be respected at all times. Coupled with this, is the principle of integrity. The standards of integrity must be upheld at all times when involving human subjects in research (Yan, 2018). For example, there should be transparency in the use of information provided by human subjects. Apart from this, there should be a conflict of interest among the researchers (Yan, 2018). The purpose of the research should be clear. 
Federal Protection for Vulnerable Populations
[bookmark: _GoBack]	There are federal protections for vulnerable populations in research. The procedure for seeking consent from individuals with a diminished-decision making capability should be put in place (Kapp, 2016). Apart from this, a plan for addressing incidental findings should be put in place. Apart from this, studies should not exclude women, children, and minorities (Kapp, 2016). The vulnerable population must be clearly explained along with an explanation of how the study will be conducted. For the case of children, there should be procedures put in place for getting their consent (Kapp, 2016). Research involving vulnerable populations will have to prove ethical responsibility, scientific contribution, and the strategies for minimizing risks. 
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