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INTRODUCTION 

Clinical research is an indispensable part of the drug 

discovery process to ensure safety & efficacy of new 

drug. In today’s global scientific era clinical trials are 

mainstay for bringing newer & better drugs in the 

market. Development of new drug involves two phases 

drug discovery & development.  

 

A clinical trial is scientific term for a test or study of 

drug, therapy, surgical procedure, and medical device, 

nutritional or behavioural changes in people. The tests 

are done to find out if the drug, therapy, procedure etc is 

safe & effective for people to use. The overall purpose of 

clinical trials is to learn, not to treat the patients. 

 

1. Phase zero study/Micro nosing 

Study of new drug in micro doses to derive pk 

information in human before undertaking phase I studies 

is called phase zero. 

 

Micro dose: - Less than 1/100 dose of a test substance 

calculated to, produce pharmacological effect with a max 

dose more than or equal to 100 microgram. 

 

              Objective:  To obtain preliminary pharmacokinetic data. 

Pre clinical data. Sub acute toxicity studies in one 

species by two routes of administration. 

 

2. Phase One 

First stage of testing in human subject. Designed to 

access the safety, tolerability, pk & PD of drug. 20-25 

healthy volunteers are required.  Duration is 6-12 

months. The aim of first trial study to determine 

maximum tolerable dose & new treatment. 

 

3. Phase Two 

trials are done in larger groups of patients compared to 

Phase I trials. Often, new combinations of drugs are 

tested. The main objective of Phase 2 trials is to obtain 

data on whether the drug actually works in treating a 

disease or indication, which is generally achieved 

through controlled trials that are closely monitored, 

while safety and side effects also continue to be studied. 

Phase II clinical trial lasts about 2 years. 

 

4. Phase three 

It is therapeutic confirmatory trial. Target population is 

several 100 to 3000 patients. It takes long time up to five 

years. It is used to establish efficacy of drug against 
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ABSTRACT  
Any investigation in human subject intended to discover or verify the clinical pharmacological & other 

pharmacodynemic effects of an investigational product. Clinical research is an organised research & systemic 

study conducted on human being to generate data for discovering or verifying the clinical pharmacological adverse 

effects with the objective of determining safety & efficacy of new drug. It is based upon development of new 

drugs & also new formulations, drug delivery systems, dosage regimen, surgical & diagnostic techniques, devices 

& therapies. It is important to check the drug quality & to see whether it works better than other drug. For this 

purpose India has announced a new rule for clinical trials that will speed up drug approvals & remove the 

requirement of large studies to test the efficacy of the drugs that have already been approved in other nations. It is 

observed that nearly 20-30% of clinical trial activity is being conducted in developing countries. In 20-21 the 

clinical trial industry will continue to focus its attention in value based outcome & getting more real world 

evidences. Leaders will develop outcome driven strategies emphasising the importance of medications to 

providers, enabling the strong payer partnership & enhancing patient relationship. New plans have been made to 

improve clinical trial in India. Clinical trials are link between advances in medical research technology & 

improved health care. New rules are applicable to new drugs, investigational new drugs for human use, clinical 

trials, bio equivalence studies and bioavailability studies & ethics committee. 
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existing therapy in large number of patients, method of 

usage & to collect safety data. These trials are also useful 

for overall & relative therapeutic value of new drug 

efficacy, safety & special properties. 

 

5. Phase three A 
To get sufficient & significant data. 

 

6. Phase three B 

These are known as global expansion to show the drug 

works for additional type of patients/ diseases beyond the 

original use for which the drug was approved for 

marketing. 

 

7. Phase Four 

Also known as Post marketing servivalaence (PMS). No 

fix duration & patient population. It helps to detect rare 

ADRs, Drug interactions and also to explore new uses of 

drugs. It should be submitted by the manufacturer every 

6 months for two years & then annually for next two 

years after marketing approval. It is also used to identify 

new indications. 

 

CONCLUSION 

Clinical trial is a human experiment designed to study 

the safety & efficacy of new drug. 

 

It involves phase 1-4 specific objectives & end results. It 

is the key to provide best care for patients. Well designed 

& effectively executed clinical trials forms the base of 

therapeutic decisions. Its ultimate goal is drug 

development. 
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