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Scope

After Completion of the course students should be able to understand the basic principles of
pharmacoeconomics i.e. to find out the best therapy at affordable cost, which should be based

on patient reported outcomes.

Objective

After completion of the course students should be able to understand,

o Pharmacoeconomics
. Health Technology Assessment

. Systematic Review and Meta-Analysis in Evidence Based Medicines

o Patient Reported Outcomes Research

-- 

1

THEORY

1. Pharmacoeconomics
. Principles of Pharmacoeconomics

. Definitions, PersPectives & Costs

. Methods & Applications of Pharmacoeconomics

o Clinical pharmacy service evaluation

o Strategies to incorporate pharmacoeconomics into pharmacotherapy

r Conduct of pharmacoeconomics evaluation'

2. Health TechnologY Assessment
. Inffoduction to HTA

' . Definitions & ImPortance of HTA
o HTA process in diff.etent'countries

. Drug reimbursement policies in various countries

l0 FIrs

r . Health Economic evaluation: challenges and methodological issues for priority

setting universal health coverage

3. Systematic Review apd Meta -Analysis in Evidence Based Medicines l0 FIrs

. Objectives of systematic review

o Role and rationale for doing meta-analysis

. Essential features of systematic review & meta-analysis

o Significance of systematic review & meta-analysis

r Methods to write a systematic review

60 FIrs

l0 Hrs

l



. Merits and demerits of systematic review and meta-analysis

" l0 Hrs

4. Patient Reported Outcomes Methods
r Introduction to Patient Reported Outcomes (PROs) Assessment-Development

and validation
o Patient preference methods
o Establishing the content validity of PRO instruments
o Patient preference methods used for QALYs

5. Health Economics and Outcomes Research (HEOR) l0 Hrs

o Introduction to HEOR
o Healthcare costs categories

o Methods of HEOR Analysis
o HEOR as a guide to policy makers

6. Role of HEOR in Drus Development Process l0 FIrs

o Challenges & Opportunities for reimbursement and market access within
biopharma research

o Current and future uses of HEOR data in healthcare decision making in the US i
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Sytlabus for M.Pharm Clinical Research

. Semester II
Regulatory Affairs in Clinical Research

Paper III - MPCR 203 T

Scope

After Completion of the course students should be able to understand various regulations in

India and other Countries to conduct a Clinical Trials. How to implement a clinical trial as

per drugs and cosmetic act and in developing world.

Objective

After completion of the course students should be able to understand,

. Drug & Cosmetic Act
o Regulations for conducting Clinical trials
. Clinical Research Related Guidelines
r Practical Input of International Bodies
r Regulations for the Development and Clinical Trials of Biosimilars and Medical

Devices

THEORY 6o Hrs

13. Drug & Cosmetic Act l0 Hrs

14. Regulations for Conducting Clinical trials 10l-ks

o USA: Process of IND submission, NDA, Application for approval of a generic

drug product (ANDA 505j), BLA
O UK: MHRA
o EU: Centralised procedure, Decentralized process, Mutual Recognition

Procedure

India: Schedule Y
l0 Hrs

15. Clinical Research Related Guidelines .)

. Good clinical practice guideline OCH GCPE6)

d Indian GCP guidelines
o ICMR Ethical guidelines for biomedical research

l0 Hrs

16. Practical Input of International Bodies
o WMA
o CIOMS
o ICH



17. Regulations for the Development and Clinical Trials of Biosimilars
o Guidelines and Regulations
o Development and Quality aspects

. Safety and Efficacy, Clinical Development
o Principles for Development of Biosimilars
o Data requirements for Preclinical studies and Clinical trial application

18. Medical Devices: Regulations and Research
o Phases in the lifespan of a medical devices
. Conducting clinical trials on medical devices
o Medical devices regulations across the world

10Hrs

l0Hrs
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