Document (eCTD), ASEAN Common Technical Document (ACTD)research.
Unit 1V 08Hours

Clinical trials

Developing clinica trial protocols, Institutional Review Board / Independent Ethics
committee - formation and working procedures, Informed consent process and
procedures, GCP obligations of Investigators, sponsors & Monitors, Managing and
Monitoring clinical trials, Pharmacovigilance - safety monitoringin clinical trials

Unit V O7Hours

Regulatory Concepts

Basic terminology, guidance, guidelines, regulations, Laws and Acts, Orange book,
Federa Register, Code of Federa Regulatory, Purple book

Recommended books (L atest edition):

1. Drug Regulatory Affairs by Sachin Itkar, Dr. N.S. Vyawahare, Nirali Prakashan.

2. The Pharmaceutical Regulatory Process, Second Edition Edited by IraR. Berry and
Robert P. Martin, Drugs and the Pharmaceutical Sciences,Vol.185. Informa Health
care Publishers.

3. New Drug Approval Process: Accelerating Global Registrations By Richard A
Guarino, MD, 5™ edition, Drugs and the Pharmaceutical Sciences,Vol.190.

4. Guidebook for drug regulatory submissions/ Sandy Weinberg. By John Wiley &
Sons. Inc.

5. FDA Regulatory Affairs; aguide for prescription drugs, medica devices, and
biologics /edited by Douglas J. Pisano, David Mantus.

6. Generic Drug Product Development, Solid Oral Dosage forms, Leon Shargel and
Isader Kaufer, Marcel Dekker series, Vol.143

7. Clinical Trias and Human Research: A Practical Guide to Regulatory Compliance
By Fay A. Rozovsky and Rodney K. Adams

8. Principles and Practices of Clinical Research, Second Edition Edited by John I.
Gallin and Frederick P. Ognibene

9. Drugs. From Discovery to Approval, Second Edition By Rick Ng
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BP 805T: PHARMACOVIGILANCE (Theory)
45 hours

Scope: This paper will provide an opportunity for the student to learn about development of
pharmacovigilance as a science, basic terminologies used in pharmacovigilance, global scenario
of Pharmacovigilance, train students on establishing pharmacovigilance programme in an
organization, various methods that can be used to generate safety data and signal detection. This
paper also devel ops the skills of classifying drugs, diseases and adverse drug reactions.

Objectives:

At completion of this paper it is expected that students will be able to (know, do, and
appreciate):

Why drug safety monitoring isimportant?

History and development of pharmacovigilance

National and international scenario of pharmacovigilance

Dictionaries, coding and terminol ogies used in pharmacovigilance

Detection of new adverse drug reactions and their assessment

International standardsfor classification of diseases and drugs

Adverse drug reaction reporting systems and communication in pharmacovigilance
Methods to generate safety data during pre clinical, clinical and post approval phases of
drugs’ life cycle

9. Drug safety evaluation in paediatrics, geriatrics, pregnancy and lactation

10. Pharmacovigilance Program of India (PvPI) requirement for ADR reporting in India
11. ICH guidelinesfor ICSR, PSUR, expedited reporting, pharmacovigilance planning
12. CIOMS requirements for ADR reporting

13. Writing case narratives of adverse events and their quality.

ONOGAR~WDNE

Course Content

Unit | 10Hours
Introduction to Phar macovigilance

History and devel opment of Pharmacovigilance
Importance of safety monitoring of Medicine
WHO internationa drug monitoring programme

Pharmacovigilance Program of India(PvPI)
Introduction to adver se drug reactions

Definitions and classification of ADRs

Detection and reporting

Methods in Causality assessment

Severity and seriousness assessment

Predictability and preventability assessment

Management of adverse drug reactions
Basic terminologies used in phar macovigilance
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Terminologies of adverse medication related events
Regulatory terminologies
Unit 11 10 hours
Drug and disease classification
Anatomical, therapeutic and chemical classfication of drugs
International classification of diseases
Daily defined doses
International Non proprietary Names for drugs
Drug dictionaries and coding in phar macovigilance
WHO adverse reaction terminol ogies
MedDRA and Standardised MedDRA queries
WHO drug dictionary
Eudravigilance medicinal product dictionary
I nformation resour cesin phar macovigilance
Basic drug information resources
Speciaised resources for ADRs
Establishing phar macovigilance programme
Establishing in a hospital
Establishment & operation of drug safety department in industry
Contract Research Organisations (CROs)
Establishing a national programme

Unit I 10Hours
Vaccine safety surveillance
V accine Pharmacovigilance
Vaccination falure
Adverse events foll owing immunization
Phar macovigilance methods
Passive surveillance — Spontaneous reports and case series
Stimul ated reporting
Active surveillance — Sentinel sites, drug event monitoring and registries
Comparative observational studies— Cross sectiona study, case control study and
cohort study
Targeted clinical investigations
Communication in phar macovigilance
Effective communication in Pharmacovigilance
Communication in Drug Safety Crisis management
Communicating with Regulatory Agencies, Business Partners, Healthcare facilities &
Media
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Unit 1V 8Hours

Saf ety data generation
Preclinical phase
Clinica phase
Post approva phase (PMS)

ICH Guiddinesfor Pharmacovigilance
Organization and objectives of ICH
Expedited reporting
Individual case safety reports
Periodic safety update reports
Post approval expedited reporting
Pharmacovigilance planning
Good clinical practice in pharmacovigilance studies

Unit V 7 hours
Phar macogenomics of adver se drug reactions
Genetics related ADR with example focusing PK parameters.
Drug safety evaluation in special population
- Peediatrics
Pregnancy and lactation
- Geriatrics
CIOMS
CIOMS Working Groups
CIOMS Form
CDSCO (I ndia) and Pharmacovigilance
D&C Act and Schedule Y
Differencesin Indian and global pharmacovigilance requirements

Recommended Books (L atest edition):

1. Textbook of Pharmacovigilance: S K Gupta, Jaypee Brothers, Medical Publishers.

2. Practical Drug Safety from A to Z By Barton Cobert, Pierre Biron, Jones and
Bartlett Publishers.

3. Mann's Pharmacovigilance:Elizabeth B. Andrews, Nicholas, Wiley Publishers.

4. Stephens Detection of New Adverse Drug Reactions. John Tabot, Patrick Walle,
Wiley Publishers.

5. An Introduction to Pharmacovigilance: Patrick Waller,Wiley Publishers.

6. Cobert's Manual of Drug Safety and Pharmacovigilance: Barton Cobert,Jones&
Bartlett Publishers.

7. Textbook of Pharmacoepidemiolog edited by Brian L. Strom, Stephen E Kimmel,
Sean Hennessy,Wiley Publishers.

8. A Textbook of Clinical Pharmacy Practice -Essential Concepts and Skills:G.
Parthasarathi, Karin NyfortHansen,Milap C. Nahata

9. National Formulary of India

10. Text Book of Medicine by Y ashpal Munjal




