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The Ethics of Informed Consent: Lessons from Henrietta Lacks Case and the Tuskegee Syphilis Study
The Tuskegee Syphilis Study and the case of Henrietta Lacks represent violations of not only informed consent, but human rights and research. Both highlight the historical injustices that have shaped modern research ethics and just how important it is to have policies in place to protect research participants. After researching how these cases have violated informed consent and the Code of Federal Regulations, I have gained a deeper understanding of the importance of these frameworks. They are in place now to protect individuals from violations of their rights and to ensure ethical practices.
[bookmark: _Int_7IlSsORJ][bookmark: _Int_IFdxzFJE]The Tuskegee Syphilis Study lasted 40 years. It was a nontherapeutic experiment labeled as a “study”. It was conducted between the years of 1932 and 1972 by the United States Public Health Service (PHS) (CDC, 2024). It finally ended when it was deemed ethically unjustified. The intent was supposed to be to observe the natural history of untreated syphilis in the African American male (CDC, 2024). The study involved 600 African American men over the age of 25. Out of these men, 399 actively suffered from syphilis and 201 men did not have the disease (Tuskegee University, 2025). While the panel stated these men freely participated in this study there was evidence against that stating, “scientific research protocol routinely applied to human subjects was either ignored or deeply flawed during this study” (Tuskegee University, 2025). These men were never given the option of informed consent.
Tuskegee community members were misled by what they were participating in. They were under the assumption they were being treated for “bad blood” and various ailments. They were aware that they were participating in a part of a special government health care program, but many details were left out about the true purpose of the study (Tuskegee, 2025). For these vulnerable individuals, this program was a dream come true by the promises made by the PHS. They were promised free medical exams, rides to the clinics, meals on examination days, and the promise of provisions after their death including burial stipends paid to their survivors (Tuskegee, 2025). During the study numerous men did not receive effective treatment for syphilis even as penicillin became the standard of care in the 1940's. They infected their loved ones and others in the community (Tuskegee, 2025). The lack of informed consent and the deliberate withholding of treatment resulted in unnecessary suffering and death to this African American community.
Henrietta Lacks' case also illustrates a profound violation of informed consent and the racial inequities that were in the healthcare system at the time. In 1951, a young African American mother of five (Henrietta Lacks) visited doctors at the John Hopkins Hospital (Johns Hopkins Medicine, 2025). She was seeking care for vaginal bleeding. Upon her cervical examination, gynecologist Dr. Howard Jones discovered a malignant tumor on her cervix. Dr. Jones harvested a sample of her cervical cancer cells without her knowledge or permission (Johns Hopkins Medicine, 2025). These cells were examined and noted to replicate and not die. Henrietta’s cells became the first immortal human cell line and have contributed to countless medical breakthroughs (John Hopkin's Medicine, 2025). At the time John Hopkins was one of the few that provided medical care to African Americans and they took advantage of this by being able to do research on these vulnerable individuals without consent. 
Although she gets credit, and the cells were named after her (HeLa), it needs to be recognized that it was an involuntary donation to science. For decades after her death, they continually failed to get consent as they have constantly used Lacks’ medical records to the media, continue using her name publicly, and published her cells genome to the public (Nature, 2020). The Code of Federal Regulations now outlines that they are required to disclose any information to the participant if there will be commercial profit made from biospecimen and whether genome sequencing will be conducted (Code of Regulations, 2025).
 The absence of these disclosures at the time of Henrietta Lacks case is concerning. Not only has Henrietta's uninformed contribution of her cells led to advances in cancer research and medical science but for years a high profit has been made off Henrietta in which she and her family have not received adequate compensation (Nature, 2020). John Hopkins has since apologized and recognized Henrietta’s contribution to biomedical research. However, they also claim that obtaining informed consent for tissue and cell donation for research was not standard practice during that time (John Hopkins, 2025). The fact that the cells were taken at a different time before consent does not justify what happened was wrong and unethical (Nature, 2020).
These cases were both extremely unethical, racially charged, and prompted significant advancements and needed changes in research ethics. The Belmont report summarizes the “three ethical principles that should guide human research include beneficence, respect for persons, and justice” (CDC, 2024). The Tuskegee Study and Henrietta Lacks' case are examples of these principles being clearly violated. They did not respect these individuals. They caused undue harm to them and caused injustices. Informed consent is a fundamental ethical requirement in human subject research. In both cases, the individuals were not given informed consent. They were not fully aware of the nature of what was happening to them, the purpose, or any associated risks, or benefits of their participation. Their autonomy was not considered nor respected. Those conducting the research took advantage of vulnerable people who trusted in them for health care and turned it for their benefit in medical research. It is unjust and an atrocity.
According to the United States Code of Federal Regulations (45 CFR 46.116), The basic elements of informed consent include a clear explanation that the study they are participating in involves research, its purpose, risks versus benefits, expected duration, procedures involved, and any identification of experimental interventions (Code of Regulations, 2025). It also covers that they have the right to confidentiality protections and that their health information will not be exploited. Informed consent also ensures participants are aware of any compensation and medical care for injury and the voluntary nature of participation (Code of Regulations, 2025)
Informed consent necessitates that participants be made aware of their rights and provided with contact information for any questions (Code of Regulations, 2025).  It is now required by law that informed consent be presented and documented using a written consent form approved by the Institutional Review Board and signed by the subject or the subject's legally authorized representative (U.S. Department of Health and Human Services, 2025).  Informed consent requires participation to be voluntary, having no penalty for refusal or withdrawal (U.S. Department of Health and Human Services, 2025).
It is apparent that there were multiple violations of informed consent. The lack of transparency and ethical consideration in both the Tuskegee study and Henrietta Lacks case not only violated regulatory guidelines of informed consent but ruined public trust in the medical and research communities. They were not aware they were participants in medical research. These individuals did not have the proper information to make an educated choice to refuse or volunteer due to the lack of information. They were totally taken advantage of due to their lack of access to proper healthcare. They were not given privacy and exploited. These two cases highlight years' worth of systemic disregard for ethical standards in research involving vulnerable populations. These cases are clearly historical failures. They emphasize the importance of adhering to informed consent principles to ensure that no individual is exploited in the pursuit of scientific advancement.
In conclusion, these cases are reminders of the consequences of unethical research practices. They are tragic examples of the profound injustices and unethical research practices that historically plagued medical research. These unfortunately affected marginalized populations. Recognizing these historical injustices is essential for guiding current and future research practices to ensure the rights and dignity of all individuals are protected and respected. Informed consent and the protection of human rights remain foundational elements of any research involving human subjects.
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