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Fifth year

5.1 CLINICAL RESEARCH (THEORY)

Theory : 3 Hrs. /Week

1. Drug developmentprocess:
Introduction
Various Approaches to drugdjscovery

“ikhown =

Pharmacological
Toxicological

IND Application
Drugcharacterization
Dosagdorm

2. Clinical development ofdrug:
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11.
12.
13.
14.

Introduction to Clinicatrials

Various phases of clinic#ial.

Methods of post marketirgurveillance
Abbreviated New Drug Applicatiosubmission.

Good Clinical Practice — ICH, GCP, Centraligrstandard controbrganisation
(CDSCO)guidelines

Challenges in the implementationguiidelines

Ethical guidelines in ClinicdResearch

Composition, responsibilities, proceduresRB / IEC
Overview of regulatory environment in USA, Bpe andindia.

. Role and responsibilities of clinical trial pennel as per ICKECP

a.Sponsor

b. Investigators

c. Clinical researclassociate

d. Auditors

e. Contract researatoordinators
f. Regulatoryauthority

Designing of clinical study documents (protodoRF, ICF, PIC withassignment)
Informed conserfProcess

Data management and ¢csmponents

Safety monitoring in clinicatials.



80

References:

a. Central Drugs Standard Control Organizationod@Clinical Practices-Guidelinefor
Clinical Trials on Pharmaceutical Products in fndNew Delhi: Ministry ofHealth;
2001.

b. International Conference on Harmonisation ethnical requirements faegistration
of Pharmaceuticals for human use. ICH Harmoni3egbartite Guideline.Guideline
for Good Clinical Practice.E6; Ma}996.

c. Ethical Guidelines for Biomedical ResearchHuman Subjects 2000. Indiadouncil
of Medical Research, Newelhi.

d. Textbook of Clinical Trials edited by Davidakhin, Simon Day and SylvaGreen,
March 2005, John Wiley anglons.

e. Principles of Clinical Research edited ®ijovanna di Ignazio, Di Giovannand
Haynes.

f. Clinical Data Management edited by R K Rded& A Varley, C F WebbsSecond
Edition, Jan 2000, Wileyublications.

g. Goodman & Gilman: JG Hardman, LEmhard, 10th Edn. McGrawHill
Publications,2001.





