
Response 1 - ABC  

Hi ABC, 

Great job! You effectively captured the key findings, specifically that the trial was 

stopped early due to the risks of combined hormone therapy (including increased incidence of 

CHD, stroke, PE, and breast cancer) outweighing the benefits (reduced fractures and colorectal 

cancer) for primary disease prevention in the study population (Writing Group for the Women’s 

Health Initiative Investigators, 2002). 

Your discussion on the ethical procedures, such as informed consent and IRB oversight, 

is well-articulated. It is crucial to recognize how these mechanisms function to protect 

participants, as outlined in foundational documents like the Belmont Report, which you 

referenced. The informed consent process continues to evolve, with ongoing research focusing 

on ensuring accurate participant understanding, especially in complex, large-scale trials where 

information can be overwhelming (Millum & Bromwich, 2021). Ensuring comprehension 

remains a key challenge in modern research ethics, beyond just obtaining a signature. 

You also provided a balanced perspective on the potential benefits and risks for 

participants. While the direct benefits included health monitoring and contributing to medical 

knowledge, the identified risks significantly altered clinical practice regarding hormone therapy. 

The WHI study is a powerful example of how large clinical trials, while potentially exposing 

participants to risk, are essential for generating high-quality evidence to guide healthcare 

decisions and protect future patients from interventions where harms may outweigh benefits 

(Kandi & Vadakedath, 2023). Your point about the study leading to more evidence-based 

practices in women's healthcare is pertinent. 



References: 

Kandi, V., & Vadakedath, S. (2023). Clinical Trials and Clinical Research: A Comprehensive 

Review. Cureus. https://doi.org/10.7759/cureus.35077  

Millum, J., & Bromwich, D. (2021). Informed Consent: What must be Disclosed and What must 

be Understood? The American Journal of Bioethics, 21(5), 46–58. 

https://doi.org/10.1080/15265161.2020.1863511  

Writing Group for the Women’s Health Initiative Investigators. (2002). Risks and Benefits of 

Estrogen Plus Progestin in Healthy Postmenopausal Women: Principal Results from the 

Women’s Health Initiative Randomized Controlled Trial. JAMA: The Journal of the 

American Medical Association, 288(3), 321–333. https://doi.org/10.1001/jama.288.3.321  

 

Response 2 - DEF  

Hi DEF, 

Nice post! You accurately highlighted the core finding: the premature termination due to 

identified risks (CHD, stroke, PE, breast cancer) outweighs the benefits (reduced fractures, 

colorectal cancer) for the primary prevention of chronic disease in the studied population 

(Writing Group for the Women’s Health Initiative Investigators, 2002). Your discussion on the 

potential benefits and risks effectively balanced the positive outcomes, like reduced fracture risk, 

against the significant adverse events identified. The WHI findings dramatically shifted the 

landscape for menopausal hormone therapy, emphasizing that risk-benefit assessments must be 



individualized and consider factors like formulation, dose, and timing of initiation, as current 

research continues to refine our understanding post-WHI (Shufelt & Manson, 2021).  

Your explanation of the procedures used to protect human rights, particularly the role of 

the Institutional Review Board (IRB), was well-supported by your sources. You correctly noted 

the IRB's function in ensuring compliance with ethical principles like respect for persons, 

beneficence, and justice. This oversight is crucial for balancing the potential benefits of research 

against the risks to participants, which remains central to the ethical conduct of all clinical trials 

(Mehta et al., 2023). You also rightly pointed out the importance of the informed consent process 

in communicating these complexities. Ensuring participants truly comprehend potential risks and 

benefits, especially in long-term studies with evolving data, remains a critical focus in research 

ethics (Bazzano et al., 2021). 
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