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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. 
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. 
Legal Considerations 
	In the past years, legal measures have been put in place to ensure that research is conducted in the right way when involving human subjects. The earliest publications of regulations involving human research were published in 1981 (Kapp, 2016). The National Commission for the Protection of Human Subjects in Biomedical and Behavioral Research has provided recommendations for the implementation of various regulations in the use of human subjects. For example, it established the National Research Act in 1974 (Kapp, 2016). This act was aimed at guiding the involvement of human subjects in research.  Healthcare institutions around the United States have adhered to these federal regulations and protocols. Institutions that have failed to uphold the required regulations have not received public funding for their studies. Apart from this, the Department of Health and Human Services has implemented regulations requiring the protection of human participants in research (Kapp, 2016). All agencies involved in research are required to adhere to these regulations. 
	The Food and Drug Administration has also been involved in developing and implementing regulations involving human subjects in research. The Food and Drug Administration regulates the testing of investigational drugs and the use of medical devices in research (Kapp, 2016). There are also common rules that have been put in place to regulate research involving the use of human subjects. For example, all researchers must get approval from an institutional review board (Kapp, 2016). Each review board in the United States must be approved by the Federal Office of Human Research Protections. The institutional review board must also provide oversight throughout the research process. There are also regulations in different states that require the protection of human participants.  
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