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FDA and the American Red Cross
A patient could survive a transfusion after surgery back in 1983, but still face a silent threat because hospitals were not yet able to screen donated blood against HIV. With the rise of AIDS, the United States was forced to face a harsh reality that the blood supply could not be made safe based on simple questioning alone. The policymakers and blood organizations had to redesign the way blood was collected, tested, and released for use. These choices were important beyond medicine. They determined whether patients believed transfusions to be safe or not, whether donors felt respected by the rules or not, and whether institutions could keep sufficient blood supplies when needed in case of emergency. Opponents of liberalization of older restrictions fear that broad exclusion breeds stigma and fails to recognize modern science, whereas those favoring liberalization believe that broad exclusion creates stigma and overlooks modern science. Although critics claim that changing the restrictions of donors can increase HIV risks, evidence-based surveillance and behavior-based screening help to safeguard the recipients and modernize the eligibility because AIDS driven reforms created mandatory HIV safety controls, stricter federal oversight, and individual risk assessment.
[bookmark: _GoBack]AIDS made the blood policy define HIV safety as a necessary state of collection and distribution. An early uncertainty was centralized mandatory screening. According to the Washington Post, the Food and Drug Administration did not approve an HIV blood screening test until April 1985 (Herman 1). This reveals the reason why subsequent policies considered testing to be the initial obstacle to usable blood. In addition, safety is based on multiple layers of protection. Custer and colleagues elaborate that donation testing has developed into sensitive nucleic acid testing and that policy should be taken into account in relation to the current realities of testing and prevention (2). This implies that eligibility rules and laboratory screening work together. Moreover, deferrals are still required when detection might be postponed. According to Miller et al., deferrals are used to administer oral and injectable PrEP, as prophylactic medications can delay progression of infection (2). This proves that compulsory safety is a mix of testing with specific eligibility regulations. Therefore, AIDS motivated the enforcement of a more rigorous screening system for distributed blood.
In addition, AIDS increased federal regulation by providing the FDA with a more significant role in establishing consistent regulations and verifying results. Guidance created time-based deferrals, which were put in place by blood centers. Grebe and colleagues explain the deferred changes to men who have sex with men between indefinite and twelve months in 2016 and then to three months in 2020 under FDA guidance (835). This demonstrates federal control standardizing practice. Also, surveillance involved national surveillance. TTIMS is used to monitor transfusion-transmissible infections and to measure incidence as a proxy for residual risk (Grebe et al. 835). This implies that supervision became quantifiable. Lastly, TTIMS monitoring indicated that no incidence of HIV in first-time donors was increased by shortening the deferral period, which supports the safety of the policy changes. Grebe and colleagues report no change in first-time donor HIV incidence between 2015 and 2023 and no evidence of an increased residual transfusion-transmitted HIV risk with shorter deferral periods (835). This implies that the safety question was answered via surveillance, since there was no evidence of an increase in residual risk with the reduced deferral period. Thus, the AIDS bound blood policy was tied to federal instructions as well as monitoring.
Moreover, the AIDS generation constraints had turned into personalized risk evaluation that approaches risk in behavior more directly than the identity labels. The FDA has embraced a universal set of questions. All donors are asked about any new or multiple partners in the last three months and then about anal sex with deferral to those who report both (Miller et al. 1). This implies that the three-month window is meant to be similar to the recent exposure timing, and the screening rule is the focus on recent higher-risk behavior that may influence blood safety. Similarly, studies show that these questions can be used to determine that MSM groups have lower-risk donors. According to Custer and colleagues, 313 of 1278 participants (24.5%) may qualify as donors under the combined eligibility criteria (6). This indicates that the former policy was a broad net since the study had a measurable subgroup, 24.5 percent of respondents, who could meet the combined eligibility criteria. Also, the model forecasts minimal donor loss. According to estimates by Whitaker and colleagues, one point two percent of the donors in the United States would be defrauded under individual assessment of HIV risk (1). This shows that broadening of eligibility can be found to coexist with a stable supply. Therefore, individualized assessment transformed eligibility and retained risk control.
Nevertheless, critics state that reforms can cause more risk or still be unfair, particularly to donors who use HIV prevention. Critics emphasize that changes in policy may influence the risk of infection. According to Grebe and colleagues, one should evaluate whether changes in policies influence the risk of transfusion-transmissible infection, such as HIV (835). This demonstrates that opponents present the matter as a safety issue that should be tested using outcome data, rather than preconceived notions. Additionally, some critics say that PrEP deferral undermines inclusion. Factora has been criticized because the inclusion of PrEP users in the process means that fewer men who have sex with men can be eligible to donate (3). This means that even inclusive reforms may still be experienced as exclusionary when prevention behavior is used to defer. Also, stigma influences the social response. According to Kaiser, early reporting contained fake news items like no evidence of contagion and no apparent threat to non-homosexuals (2). This implies that historical misinformation continues to affect current arguments by shaping public perceptions of whom they consider risky. Therefore, critics consider reform to be unsafe to transfusion safety and incomplete to include, particularly when PrEP users are deferred.
The opponents have a valid argument; however, surveillance, modeling, and behavioral studies favor reform as being safer and more precise than blanket exclusions. Therefore, the safety has to be assessed in terms of the incidence following the change. Grebe et al. note no change in first-time donor HIV incidence between 2015 and 2023 and no evidence of an increase in residual transfusion-transmitted HIV risk with decreasing deferrals (835). This demonstrates that outcomes do not match worst-case fears. Furthermore, shortage issues are undermined when the expected deferral rates are minimal. Whitaker and co-authors estimate that the donor deferral rate is about 1.2 percent for individual risk assessment (1). This means that there will be a manageable influence on availability. Moreover, lower-risk donors can also be fairly identified by using individualized questions. Custer and colleagues find that the questions can detect HIV negative men who have sex with men who report having lower-risk behaviors (2). This demonstrates why behavior-focused screening can minimize unnecessary exclusion and postpone higher-risk situations. Therefore, the surveillance of reform leads to safety evidence being matched by fairness objectives.
To sum up, AIDS overturned the American blood system, making HIV protection a compulsory requirement in the collection and distribution of blood. The answer was not a one-rule response but a stratified arrangement. The use of mandatory screening and specific deferrals enhanced the possibility that blood released to undergo transfusion would be free of infection. Federal regulations also increased, as national guidance and monitoring programs enabled assessment of whether the policy changes actually affected safety. Simultaneously, eligibility policies shifted their exclusion criteria from broad identity-based criteria to individualized risk assessment focused on behaviors related to transmission pathways. This change is important because it may move some donors to a higher eligibility level while still filtering out more dangerous circumstances, which supports both safety and supply. Nonetheless, there is still fragility in the population's trust when rules seem confusing and uneven. In the future, continued surveillance, careful adjustment, and clear explanation will determine whether the system remains both scientifically reliable and socially credible.
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