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 ABOUT THE STUDY 

 

Clinical trials are clinical research studies or observations. Such prospective 

biomedical or behavioural research studies on humans are designed to 

answer specific questions about biomedical or behavioural interventions, 

including new treatments as well as well-known interventions that merit 

further study and comparison. Data on dose, safety, and efficacy comes 

from clinical trials. 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 authorities are in charge of assessing the trial's 

risk/benefit ratio; their permission does not imply that the therapy is "safe" 

or "effective.” 

 

 

Researchers first involve volunteers or patients in small preliminary trials, and then perform larger scale 

comparison research, depending on the product type and development stage. Clinical trials might be simple or 

extensive, comprising a single research site or many centers, and taking place in one country or several. The goal of 

clinical research design is to guarantee that the results are scientifically credible and reproducible. 

Clinical trials can cost hundreds of millions of dollars each approved medicine. A governmental body or a 

pharmaceutical, biotechnology, or medical device firm might be the sponsor. An outsourced partner, such as a 

contract research organization or a central laboratory, may manage some trial activities, such as monitoring and lab 

work. Only 10% of all medications that begin in human clinical trials are approved. 
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Healthy volunteers with no medical concerns are used in certain research investigations. Other clinical trials are for 

people with specific health issues who want to try a new treatment. Preliminary studies are conducted to get insight 

into the design of the subsequent clinical trial. Medical therapies are tested for two purposes: to see whether they 

perform well enough, referred to as "efficacy" or "effectiveness," and to see if they are safe enough, referred to as 

"safety." Both are relevant to how the medicine is meant to be used, what additional therapies are available, and 

the severity of the disease or condition; neither is an absolute criterion. The advantages must outweigh the 

dangers. Many cancer medications, for example, have severe side effects that would be unacceptable in an over-

the-counter pain reliever, but the cancer treatments have been authorized because they are taken under the 

supervision of a physician and for a life-threatening disease. 

Analysts identify patients with present characteristics for the study, administer the treatment, and gather data on 

the subjects' health for a certain length of time. Data includes vital signs, the concentration of the research 

medication in the blood or tissues, changes in symptoms, and whether the disease addressed by the study 

medicine improves or worsens. The researchers provide the data to the trial sponsor, who uses statistical tests to 

examine the pooled data. 

A clinical trial's classification is determined by its purpose. The US Food and Drug Administration (FDA) organize and 

analyses the outcomes of studies by category when the trial sponsor receives authorization for human research. 

         • Prevention studies explore for strategies to prevent disease in those who have never had it or to keep a 

disease from returning. Drugs, vitamins, and other micronutrients, immunizations, and lifestyle modifications are 

examples of these techniques. 

        • Screening studies look for techniques to detect certain diseases or illnesses. 

        • Diagnostic trials are used to evaluate novel tests or methods for diagnosing a disease or condition. 

        • Experimental drugs, new drug combinations, and innovative surgical or radiation therapy procedures are 

being evaluated in treatment studies. 

         • Quality of life trials (also known as supportive care trials) look at ways to enhance comfort and care for 

persons who have a chronic disease. 

         • Genetic trials are used to examine the accuracy of genetic diseases in predicting whether or not a person 

will acquire a disease. 

         • The purpose of epidemiological trials is to discover the general causes, patterns, and management of 

illnesses in large groups of individuals. 

         • Compassionate use studies, also known as extended access trials, deliver unapproved treatments that 

have been partially tested to a small group of patients who have no other viable choices. Typically, this includes a 

condition for which no effective treatment has been licensed, or a patient who has already failed all traditional 

therapies and whose health is too poor to qualify for randomized clinical trials. 

         • For such restrictions, the FDA and the pharmaceutical industry must usually agree on a case-by-case basis. 

         • Fixed trials take current data into account only during the trial's design, do not change the trial once it 

starts, and do not review the outcomes until the research is over. 

         • Adaptive clinical trials start with current data to design the experiment, then utilize intermediate results to 

make changes as the trial progresses. Dosage, sample size, medicine under study, patient selection criteria, and 

"cocktail" mix are among the changes. To measure the trial's progress, adaptive trials frequently use a Bayesian 



Research & Reviews: Journal of Hospital and Clinical Pharmacy        e-ISSN: 2347-226X  

                                                                                                                                                             p-ISSN: 2319-9857 
  

14 
 
  

RRJHCP| Volume 8 | Issue 2 |March, 2022 

experimental design. In certain circumstances, studies have evolved into a continuous process that adds and 

removes medicines and patient groups as new evidence becomes available. 

         • The task is to find medications that have a therapeutic impact more rapidly, as well as to target patient 

groups for whom the drug is suitable. 

         • Clinical trials are often divided into four phases, each with a different number of people and a distinct goal 

in mind, such as identifying a specific impact. 


