First, a group of 399 infected patients and 201 uninfected control patients were recruited for the Tuskegee syphilis study. The subjects were all impoverished sharecroppers from Macon county. The subjects were not told that they had syphilis or that the disease could be transmitted through sexual intercourse. During treatment, some patients were administered arsenic, bismuth, and mercury. But after the original study failed to produce any useful data, it was decided to follow the subjects until their deaths, and all treatment was halted. Penicillin was denied to the infected men and was still being withheld from them 25 years later. It is estimated that more than 100 of the subjects died of tertiary syphilis. Second, in accordance with the ICH-GCP, the differences in today's new syphilis research are as follows:
1. New syphilis studies will follow the ethical principles in the Declaration of Helsinki, the GCP and local laws and regulations.
2. The scientific and rational nature of the study, as well as its design and operation, are clearly described and justified in the study protocol. Describe the possible benefits and risks to the subjects, ensuring that the expected benefits to the subjects and their safety are the priority. And submits the research protocol to the relevant research ethics committee.
3. We will select personnel with appropriate ethical and scientific education, training and qualifications to conduct new syphilis research. Medical care provided to subjects and medical decisions made on behalf of subjects will always be the responsibility of qualified and relevantly qualified physicians.
4. Informed consent is obtained from each subject prior to participation in the study. Each potential subject is fully informed of the purpose of the new syphilis study, the methods, the source of funding, any possible conflicts of interest, the institutional affiliation of the investigators, the expected benefits and potential risks of the study, the discomfort that may result from the study, the terms of the trial after its completion, and any other information relevant to the study.
5. The clinical trial should be conducted in a manner consistent with the IRB or IEC approved protocol.
6. During treatment, drugs, such as arsenic, bismuth and mercury used in the Tuskegee syphilis study, will be tested clinically in humans only after they have been adequately demonstrated in the laboratory (preliminary screening in cells and pharmacological and toxicological tests in animals) to have a potential therapeutic effect for a particular disease.
7. All clinical trial information should be recorded, processed and maintained in a manner that allows accurate reporting, translation and verification.
8. Confidential records of identifiable subjects are protected in accordance with a privacy and confidentiality policy that meets appropriate regulatory requirements.
In summary, under today's ICH-GCP, considering the safety of the subjects, the Tuskegee syphilis study designed to test whether syphilis causes cardiovascular damage more frequently than nerve damage and to determine whether the natural course of syphilis in black men is significantly different from that in whites would not have been approved for approval when the study protocol was submitted to the research ethics committee. And the study was conducted without the informed consent of the subjects and without giving them the medical care they deserved. And doctors had to assess whether to continue, modify or immediately stop the study when it was found that the risks of the study outweighed the potential benefits, not when it lasted four decades. The Tuskegee Syphilis Study is unethical research!
