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ABSTRACT 

             In the current review, we have focused the introduction, multidisciplinary nature of 

clinical trials, different phases of clinical trials, applications of clinical trials. In that have 

focused on principle of trials development, human element, multidisciplinary nature of clinical 

trials etc. Clinical research is an important part of drug discovery process to ensure the safety 

and efficacy of any new drug. In today’s global scientific era, clinical trials are the compulsory 

for bringing newer and better drugs to market. India stood as global hub for clinical trials in 

past years due to various factors. 
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INTRODUCTION 

 A clinical trial is a exploration study that tests a new medical treatment or a new way of 

using an living treatment to see if it’ll be a better way to help and screen for diagnose or treat 

a complaint. New intervention workshop, its safety & efficacy, and is it better than formerly 

available treatments. According to WHO defines clinical trial as ‘Any exploration study that 

prospectively assigns mortal actors or groups of humans to one or further health- related 

intervention estimate the goods on health issues’. They are carried out in hunt of new 

treatments, interventions or tests as a means to help, descry, treat or manage colorful 

conditions or medical conditions.  

 PRINCIPLE;  

Bettered Case Care: The details involved in protocol design and nonsupervisory conditions 

can be inviting. Remembering the fundamental thing of clinical disquisition – bettered case 

care-can be an aid study design and decision timber should be told by the consideration of 

what’s swish for cases.  

Quality: After careful protocol development comes the messy process of administering a 

protocol. Always, aspects of the protocol appear to be open to interpretation, and at some 

point, there will be lapses in study conduct or paperwork.  

 Bench and the Bedsides: The present period is one of provocative new agents, multitudinous 

directed at specific targets in the complaint process. Indeed, while analogue agents must 

shoulder the offered clinical trials process, they may evoke interesting natural questions with 

implication for ongoing or future studies.  

 Mortal Element 

 Differences between Mice and Humans  

Indeed though 99 of mouse genes have mortal counterparts, several important issues separate 

the species. First, important differences in biology can mean significantly different drug 

metabolism and elimination, analogus that pharmacokinetics can only be generally predicted. 

Connection of Ethics  

 There are more and less obvious aspects of ethics involved in clinical drug development. 

We’ve fortunately recognized and codified the obvious. 

 Quality of Life  

Another aspect of disquisition that separates the clinical from the preclinical phase is the 

mortal interpretation of affections. From pain to dyspnea, humans demonstrate a range of 

private degrees of discomfort from the cuts of complaint. 
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Multidisciplinary nature of clinical trials-  

Actors  

 The many fold tasks and varied moxie demanded to conduct contemporary clinic trials bear 

the input and backing of several groups. Prior to initiating a clinical trial, it must be assured 

that all the players are properly cured.  

Statisticians  

 The early addition of an educated statistician is judicious for utmost studies. In order to gain 

a useful study affect, a thesis must be generated and a statistical test must be chosen former to 

study conduct. Post hoc statistical analyses can lead to new suppositions for future 

disquisition but cannot induce definitive answers. 

Setting  

 During study development, investigators must decide where the trial will be conducted 

primarily among academic centers and cooperative associations or in community centers, 

generally under the aegis of a pharmaceutical company and constantly organized by contract 

exploration associations. In addition, a study will be domestic or international. 

Who’s the Followership?  

When developing a clinical trial, one must take into consideration the interested parties. First 

and foremost, there’s the case, who must suppose the trial safe and attractive. There’s the 

clinical investigator (and institutional review board), who must find the trial to be of 

sufficient scientific and ethical merit to allow addendum  

Considering Current and Evolving Practice  

 Clinical trials aren’t conducted in sequestration rather; they come available to cases as an 

option alongside being standard antidote. This imposes limitations on the experimental and 

control arms for a trial.  

Considering Endpoints  

The choice of endpoint depends upon both the complaint under consideration and the phase 

of clinical development of the drug. In congestive heart failure (CHF), for illustration, 

formerly successes in perfecting clinical issues have made it delicate to further meliorate 

results and to descry analogous advancements in phase III trials  
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TYPES OF CLINICAL TRIALS;  

 

Fig 1: Phases of clinical trial 

Phase I clinical trial 

A Phase I clinical trial tests a new intervention in a small group of people (e.g., 20 – 80 

actors) to estimate safety – for illustration, to determine a safe lozenge range and identify 

side- goods. Phase I trials, occasionally known as ‘first-in-mortal’ studies, can further be 

resolve into fresh phases  

Phase Ia, or single- thrusting cure, studies: A small group (e.g., 3 actors) is given a single 

cure of the intervention and observed for a time to confirm its safety. However, and so on 

until the medicine is said to have reached the maximum permitted cure, If no adverse goods 

do a advanced cure is given to a alternate small group.  

Phase Ib, or multiple- thrusting cure: A group of actors is given multiple low boluses of 

the medicine while blood and other fluid samples are collected at colorful time points and 

anatomized to probe how the medicine is reused within the body. The cure may also be 

escalated to a predetermined position for farther groups of actors.  

Food effect: A short trial to study the absorption of the drug when the party eats former to 

taking it; actors may be given two identical pilules while fasting and after eating, to compare 

goods.  

 

Phase II clinical trial 

Phase II clinical trials assess an intervention in a larger group of people (several hundred 

actors) to determine whether it works as intended (effectiveness), and to further estimate its 

safety.  
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 Some Phase II trials are divided into  

Phase IIa:  to assess how important of the drug should be given  

 Phase IIb: to assess how well the drug works at the specified cure.  

 

Phase III clinical trial 

Phase III trials examine the effectiveness of an intervention in hundreds or thousands of 

actors by comparing it to other interventions or a placebo, as described over. They’re also 

used to cover adverse goods and to collect information that allows the intervention to be used 

safely.  

 

Phase IV clinical trial 

Phase IV clinical trials, also known as ‘post-marketing surveillance’, can give further 

information about the safety and side goods of an intervention, its long- term risk and benefits 

and how well it works in a broad range of party groups. It may be a demand of the 

nonsupervisory authority, and the minimum time period is two times. Dangerous goods 

discovered in Phase IV trials can affect in a drug being no longer sold or being confined to 

certain uses. One recent analogous illustration is Cerivastatin used to lower cholesterol and 

help cardiovascular complaint, the drug was freely withdrawn from the request worldwide by 

Bayer A. G. in 2001, due to reports of fatal rhabdomyolysis (rapid-fire muscle breakdown).  

Utmost clinical trials cover just one phase, but some cover multiple phases – generally Phases 

I and II, or Phases II and III. Multi-arm, multi-stage (MAMS) trials compare several 

interventions multi-arm trials randomize actors to one of three or further treatment. 

 

SIGNIFICANCE: 

 In clinical trials, the clinical significance (“treatment goods”) is how well a treatment is 

working. For illustration, a drug might be said to have a high clinical significance if it’s 

having a positive, measurable effect on a person’s quotidian exertion. 

 In addition to testing new drugs and bias, clinical trials give a scientific base for advising and 

treating cases. Indeed, when experimenters don’t gain the issues they predicted trial results 

can help point scientists in the correct direction. Physicians play a pivotal part in referrals to 

clinical trials. Clinical trials are important for discovering new treatments for conditions, as 

well as new ways to descry, diagnose, and reduce the chance of developing the complaint. 
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Clinical trials can show researchers what does and does not work in humans that cannot be 

learned in the laboratory or in brutes. 

Clinical exploration is truly important as it determines the safety and effectiveness of 

specifics and treatment rules intended for humans. Clinical trials may be used for prevention, 

treatment, analysis or for relieving symptoms of a complaint. Taking around two times, it 

helps determine the most effective tablets, the swish system of delivery (e.g. tablet form or 

injection) and begins assessing the benefits and risk of the drugs. 

 

APPLICATIONS:  

 Experimental medicines  

1. Medical bias  

2. Surgical and other medical treatments and procedures  

3. Individual or webbing tests  

4. Psychotherapeutic and behavioral curatives  

5. Health service changes  

6. Cells and other natural products  

7. Vaccines  

 

CONCLUSION 

Clinical research is an important part of drug discovery process to ensure the safety and 

efficacy of any new drug. In today’s global scientific era, clinical trials are the compulsory 

for bringing newer and better drugs to market. India stood as global hub for clinical trials in 

past years due to various factors. 
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