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Commentary

ABOUT THE STUDY

Clinical trials are clinical research studies or observations. Such human
biomedical or behavioural research studies are designed to answer specific
questions about biomedical or behavioural interventions, including new
treatments. Clinical trials provide information on dose, safety, and efficacy.
They are only carried out after receiving authorisation from a health authority
or an ethical council in the nation where the therapy is being sought. These
officials are in responsible of determining the trial's risk/benefit ratio; their
permission does not indicate that the therapy is "safe" or "effective," but

merely that it is possible.

Researchers first enroll volunteers or patients in small scale trials, and then perform larger scale comparison
research, depending on the product type and development stage. Clinical trials might be simple or broad,
comprising a single research site or multiple centres, and taking place in one country or several. Clinical research
design aims to ensure that the findings are statistically accurate and repeatable. Clinical trials can cost hundreds of
millions of dollars each approved medicine. A governmental organization or a pharmaceutical, biotechnology, or
medical device firm could be the sponsor. Certain trial functions, such as monitoring and lab work, may be
managed by an outsourced partner, such as a contract research organisation or a central laboratory. Only 10% of
all drugs that start in human clinical trials end up being approved.

Healthy volunteers with no medical concerns are used in some research investigations. Other clinical trials are for
people with specific health issues who want to try a new treatment. Pilot studies are conducted to gain insight into

the design of the subsequent clinical trial. Medical therapies are evaluated for two reasons: to check if they perform

JCMCS| Volume 7] Issue 3|March, 2022

22



Research & Reviews: Journal of Clinical and Medical Case Studies

well enough (termed "efficacy" or "effectiveness") and to determine if they are safe enough (termed "safety").
Neither is an absolute requirement; both are dependent on how the treatment is intended to be used, what
additional therapies are available, and the severity of the disease or condition. The benefits must outweigh the
risks. Assessing the safety and relative effectiveness of a pharmaceutical or equipment are characteristics of
clinical trial goals:

*Regarding a specific type of patient

* At various doses

*In search of a new indication

*The study drug or technology is compared at least two other approved/common remedies for that ailment for
enhanced efficacy in treating a condition when compared to conventional therapy.

While most clinical studies only evaluate one option to the novel intervention, some go as far as to examine three or
four, with a placebo thrown in for good measure.

Ethical aspects

Clinical studies are closely monitored by the proper regulatory agencies. Before permission to conduct a trial
involving a medical or therapeutic intervention on patients, the trial must be approved by a supervising ethical
committee. The local ethics committee has complete control over how non interventional research are supervised
(observational studies or those using already collected data). This entity is known as the Institutional Review Board
(IRB) in the United States and Ethics committees in the European Union. Most IRBs are based in the local
investigator's hospital or institution, but some sponsors enable investigators who work at smaller institutions to use
a central (independent/for profit) IRB. Researchers must get full and informed consent from human participants in
order to be ethical. One of the IRB's primary responsibilities is to guarantee that potential patients are well-informed
about the clinical research. Researchers can seek approval from the patient's legally authorized representative if
the patient is unable to consent for himself or herself. Individuals who can act as a legally authorized representative
have been given priority in California.

Informed consent of participating human subjects is a concept that exists in various nations, but its specific
definition varies. Informed consent is definitely a’ requirement' for ethical behaviour, but it does not 'provide' ethical
behaviour. The latter becomes a particularly tough problem in compassionate use trials. The ultimate goal is to
provide the greatest possible and most responsible service to the community of patients or future patients. Also see
expanded access. However, converting this goal into a well-defined, quantifiable objective function may be difficult.
However, in some circumstances, such as when deciding whether to halt successive treatments, quantified

methods may be useful.
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