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ABSTRACT:

This survey of the problems and pitfalls involved in
the evaluation of a new drug, from its initial study in
animals, through clinical trials, until its introduction
into general medical practice. The emphasis is on
investigation in human patients. The wide range of
topics covered

includes not only such technical subjects as
experimental design and statistical analysis but also
the delicate question of the ethics of
experimentation on human beings. It is an excellent
guidebook
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l. INTRODUCTION :.
Drug discovery is a multifaceted
process, which involves identification of a drug

chemical therapeutically useful in treating and
management of a disease condition. Typically,
researchers find out new drugs through new
visions into a disease process that permit
investigator to design a medicine to stopover or
contrary the effects of the disease.

1.Drug Discovery :

Drug discovery is the process to which
potential new medicines are identify. It was a wide
range of scientific disciplines including biology ,
chemistry and pharmacology. In the past most drugs
have been discovered at their identifying the active
ingredient from tradition remedies for by the
discovery. A new approach has been to a
understand how disease and infections are control at
the molecular and physiological level and target
specific on this knowledge. The process of drug
discovery in was the identification of candidate,
synthesis, characterization and assay for therapeutic
efficiency.
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Il. DEVELOPEMENT AND APPROVAL
PROCESS

a). Devlopment :

Firstly drug can be send to the company to test
it .The company then sends CDER the evidence
from these tests to prove the drug is safe and
effective for its intended use. Before a drug can be
tested in people, the drug company performs
laboratory and animal tests to discover how the drug
works and whether it's likely to be safe and work
well in humans.

b). FDA Approval :
FDA approval of a drug means that data on the
drug’s effects have been reviewed by CDER, and
the drug is determined to provide benefits that
outweigh its known and potential risks for the
intended population.

Clinical trials provide important information on a
drug’s efficacy and safety, it is impossible to have
complete information about the safety of a drug at
the time of approval.

FDA reviews reports of problems with prescription
and over-the-counter drugs, and can decide to add
cautions to the dosage or usage information, as well
as other measures for more serious issues.

4. Pre -Clinical Evaluation :

Before testing a drug in human body or animal body
research must find out whether it has side effects to
harm human and animal body. The preclinical
studies are conducted on animal models under
laboratory conditions

There are two types of pharmaceutical testing

1. Invitro:
clinical trial outside the animal or human body

2. Invivo:
clinical trial conduct inside the body

The various experiment have been conducted during
studies such as

1.Single dose toxicity studies

2. Repeated dose studies

3. Genotoxicity studies

4. Reproductive toxicity study

5. Phase of clinical trial

All new drugs are labelled as Investigational New D
norugs (INDs) by UDFDA. All INDs undergo
various stages of development. Clinical trials have
been classically divided in to four phases as
described below. In addition, phase 0 has been
added in recent years.
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Sr. Phase Primary goal Dose Typlcal_n_umber of
no participants
Testing of drug in animals to . L
1 Pre-clinical gather efficacy, toxicity Unrestricted Not appilr:(_:ii/?\llgé:]r} \)/I'[I’O and
&pharmacokinetic y
Pharmacokinetic,oral bioavailabili Very small, sub
2 Phase 0 ty and half-life therapeutic 10 healthy volunteers
Testing on healthv volunteers for Sub-therapeutic 20-100 healthy volunteers
3 Phase I g d yv with ascend ing (cancer pat ients for anti-
ose ranging
dose cancer drugs)
Testing of drug on patients to . 100-300 patients wit h
4 Phase 1 assess efficacy and side effects Therapeutic dose specific diseases
Testing on patients to assess . 300-3000 patients of
5 Phase 11 efficacy, effectiveness and safety Therapeutic dose diverse sub-groups
Post-marketing surveillance- . Anyone seeking treatment
6 Phase IV watching drug use in publi Therapeutic dose from physician

I11.  CONCLUSION:

The above review has given the information about
discovery of drug & pre- clinical trials on the side
effect animal or human body.Also Introduce the
clinical phases.

[1].

2.

3].

[4].

[5].

[6].

[7].
[8].

REFFERENCE:
Dr. S. B. Bhise Ex. Principal Govt. College
of pharmacy & Director of LNBC Institute
Raigon on topic Drug discovery & pre-
clinical evolution of the New drug pune 2012,
strictly as per syllabus of prescribed for b
pharmacy semester 4th b pharmacy council of
India New Delhi by doctor madan Kaushik
PV publication 2006
Govt. of India, 2000, Discovery of drug
Introduction, Indian System of Drug and
phases of clinical trial Department of ISMH,
Ministry of Health and Family Welfare, Govt.
of India.
Schultz H. supplement sales hit US 11.5
billion in U.S., report says. 20 September
2012.
Bolger R (1999) High-throughput screening:
new frontiers forthe 21st century. Drug
Discovery
Harding D, Banks M, Fogarty S, Binnie A
(1997) Developmentof an automated high-
throughput screening system: a casehistory.
Drug Discovert
JP Hughes, S Rees, SB Kalindjian British
journal of 2011
Lipinski C.A. Lead- and drug-like
compounds the rule-of-five revolution. Drug
Discovry Technol. 2004

Drug discovery & clinical  evaluation,
assay by vogal hans

In vivo &i in vitro by the study of silico
studies & pharmacology book pros & cons t
echnology by pv publication .

Phase of clinical trial by the doctor modan
Kaushik council of India pv publication, 2004
Kummar, MD, Larry Rubinstein, PhD,, and
James H. Doroshow, MD study on the phase

Drug Development Research will feature
Editor's Choice Articles. By drug discovery
cycle by SR Subrmhnym by 2011

Innovation in the
pharmaceutical industry.) Roy Soc Med 93
Lightboldy B, Aldeman EM (2001) Robotics
development simplified. New Drugs
Terstappen GC, Reggiani A (2001) In silico
research in drug discovery. Trends Pharmacol

[9].
pharmacological
gerhand 2004
[10].
[11].
[12].
0
[13].
[14]. Horrobin DF (2000)
[15].
[16].
Sci 22:23-26
[17].

Fox S, Wang H, Sopchak L, Khoury R (2001)
increasing the changes of lead discovery.

DOI: 10.35629/7781-0606462464 | Impact Factor value 7.429 | 1ISO 9001: 2008 Certified Journal

Page 464




