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Ethics in Clinical Trials
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Sir,

With their correspondence to the human health and wellbeing — which is a major constituent
in determining the socio-economic growth of the particular nation —, clinical trials hold
immense significance in modern times. The invention and the potential benefits of any drug
or medicine requires significant research and testing, both of which are achieved by clinical
trials; testing being the pre-requisite and testing being the major aim of it. Hence clinical
trials require testing subjects (humans), and with this requirement comes the need of medical
ethics in research and trial.! Ethics, broadly, includes ensuring the well being of the test
subjects; taking into account the unsaleable importance of human life. Declaration of
Helsinki, Nuremberg Code, and Fair subject selection are amongst the most influential code
of conduct in clinical trials.?

The aspects of ethics (the right to make informed decisions, equity, and Scientific validity)
are global, no matter where in the world, they mostly follow the same principles. To keep a
check on whether these principles are followed the research needs to be approved by the
Independent Review Board; this is to remove any biasness or friction between opposing
interests. These boards observe selection of subjects; are they eligible and is there is any
vulnerability in the subjects that can enhance the potential risks? In addition, they also make
sure that the risks are minimized (by using the default medicines present in Medicare already)
to avert or minimize any possible adverse outcomes.>#

Perhaps the most overriding facet of ethics is the ‘informed consent’. A person (subject) must
have the right to have the potential risks displayed in front of him, along with the societal
benefits they can contribute to. After explaining the aspects, risks, benefits, methodology, and
the purpose of the trial, the subject has the right to choose whether he wants to participate or
not, and if participate then he also has the right to leave the trial during the procedure. Their
privacy protection should be the team’s top priority. In addition, the government’s
supervisory must be watchful of the above-mentioned criteria to ensure the ethical activity
is uninterrupted.®Al-Shifa Journal of Ophthalmology 2024; 20(4): 164-165. © Al-Shifa
Trust Eye Hospital, Rawalpindi, Pakistan.

1. The Science School Rawat Campus, Competing Interest:
Rawalpindi. None to declare.
References:

Originally Received: 05 July 2023 1. Gresham G, Meinert JL, Gresham AG,
Revised: 27 July 2023 Meinert CL. Assessment of trends in
Accepted: 31 July 2023 the design, accrual, and completion of

trials registered in clinicaltrials.gov by
Correspondence to: sponsor type, 2000-2019. JAMA Netw
Correspondence to: Open. (2020) 3:2014682.
Muhammad Rafay Imran, 10.1001/jamanetworkopen.2020.14682
The Science School Rawat Campus, 2. Czarkowski, M. The protection of
Rawalpindi. patients” rights in clinical trials. SCI
mrafayimran290@gmail.com ENG ETHICS 12, 131-138 (2006).

164



3.

Al-Shifa Journal of Ophthalmology, Vol. 20, No. 4, October — December 2024

https://doi.org/10.1007/s11948-006-
0013-z

World Medical Association
Declaration of Helsinki  Ethical
Principles for Medical Research
Involving Human

Subjects http://www.wma.net/e/policy/
b3.htm.

4. Jansen LA. Taking respect seriously:

clinical research and the demands of
informed consent. J Med
Philos. (2018) 43:342-60.
10.1093/jmp/jhy006

Martin-Arribas MC,  Rodriguez-
Lozano |, Arias-Diaz J. Ethical review
of research protocols: experience of a
research ethics committee. Rev
EspCardiol. (2012) 65:525-9.
10.1016/j.rec.2011.12.018

Authors Contribution

Concept and Design: Muhammad Rafay Imran
Drafting:Muhammad Rafay Imran
Critical Revision: Muhammad Rafay Imran

165





