
International Journal of Cardiology Hypertension 7 (2020) 100057
Contents lists available at ScienceDirect

International Journal of Cardiology Hypertension

journal homepage: www.journals.elsevier.com/international-journal-of-cardiology-hypertension/
Hypertension Highlights
Clinical trials may be unethical in certain instances

John B. Kostis

Cardiovascular Institute, Rutgers Robert Wood Johnson Medical School, 125 Paterson Street, CAB-4180A, New Brunswick, NJ, 08901, USA
A R T I C L E I N F O

Keywords:
Clinical trials
Hypertension
E-mail address: kostis@rwjms.rutgers.edu.

https://doi.org/10.1016/j.ijchy.2020.100057
Received 17 September 2020; Received in revised
Available online 13 October 2020
2590-0862/© 2020 The Author. Published by Elsevi
nd/4.0/).
A B S T R A C T

After review of the literature, I conclude that clinical trials may be unethical.
Ethics or moral philosophy is a branch of philosophy that “involves
systematizing, defending, and recommending concepts of right and
wrong behavior” [1].

Ethics seeks to resolve questions of human morality by defining
concepts such as good and evil, right and wrong, virtue and vice, justice
and crime. As a field of intellectual inquiry, moral philosophy also is
related to the fields of moral psychology, descriptive ethics, and value
theory [1,2].

The author of this commentary has participated in randomized clin-
ical trials as principal investigator, as a member of ethics committees and
as a trial participant. A theoretical model where the possibility of un-
ethical behavior is maximized is described below. Clinical trials may be
unethical because participants in the clinical trials assume equipoise i.e.
that the chance of finding a benefit or a harm are equal and written
signed consents are required. In this theoretical model clinical trials were
considered unethical by maximizing the possibility of theoretically high
adverse outcomes. These theoretical clinical trials may be considered
unethical since they hide their lack of ethics by using fancy mathematics
and famous names (Lans DeMets) [3]. Clinical trials may be unethical
because they use the p value of less than 0.05 with the same probability
for harms and benefits [4–9]. Ethical monitoring committees, Institu-
tional Review Boards, and Data Safety Monitoring Boards are critical
aspects of clinical trials to ensure that the participants and the public are
well served.
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