1

'---_._‘3 = Curriculum Enrichment

131

File
Description

Institution integrates crosscutting issues relevant to Professional Ethics,
Gender, Human Values, Environment and Sustainability into the Curriculum.

Additional information

BAJIRAOJI KARANJEKAR COLLEGE OF PHARMACY, SAKOLI

(¥ Scanned with OKEN Scanner



Wainganga Bahu-Uddeshiya Vikas Sanstha, Nagpur's
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E-mail : bkepsakoli2003@gmail.com, Web Site : www.bkep.in

1.3.1 Institution integrates cross-cutting issues

Cross cutting issues relevant to Professional ethics, gender, human values, environment and
sustainability are included in different courses of UG Programmes.

Courses such as: Pharmaceutical Jurisprudence throws light on concept of Professional ethics.
Awareness about Gender is explained in "Human anatomy and Physiology." Significance of
Human values are communicated in Social and Preventive Pharmacy Environment and

‘@ Sustainability is imbibed through Environmental Sciences. Course like Phamacovigilance
emphasize on Emerging Demographic issues.
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BP 805T: PHARMACOVIGILANCE (Theory)
45 hours

Scope: This paper will provide an opportunity for the student to lecarn 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 develops 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 is important?

History and development of pharmacovigilance

National and international scenario of pharmacovigilance

Dictionaries, coding and terminologies used in pharmacovigilance

Detection of new adverse drug reactions and their assessment

International standards for classification of discases 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 guidelines for ICSR, PSUR, expedited reporting, pharmacovigilance planning
12. CIOMS requirements for ADR reporting

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

N W~

Course Content

Unit | 10 Hours
Introduction to Pharmacovigilance

e History and development of Pharmacovigilance

e Importance of safety monitoring of Medicine

e  WHO international drug monitoring programme

e Pharmacovigilance Program of India(PvPI)
Introduction to adverse drug reactions

e Definitions and classification of ADRs

e Detection and reporting

e Mecthods in Causality assessment

e Severity and seriousness assessment
e Predictability and preventability assessment

e Manageme "advers s reactions hy
agement of adverse drug reactions Cirfg';iu)f,‘:f-*
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o Terminologics of adverse medication related events

Unit 11

Drug and disease classification
e Anatomical, therapeutic and chemical classification of drugs

(]

Regulatory terminologics

International classification of discases

Daily defined doses

International Non proprictary Names for drugs
Drug dictionaries and coding in pharmacovigilance
WHO adverse reaction terminologies
MedDRA and Standardised MedDRA querics
WHO drug dictionary

Eudravigilance medicinal product dictionary

10 hours

Information resources in pharmacovigilance
e Basic drug information resources
e Specialised resources for ADRs
Establishing pharmacovigilance programme
e Establishing in a hospital
o Establishment & operation of drug safety department in industry
e Contract Research Organisations (CROs)
e Establishing a national programme

Unit IIT
Vaccine safety surveillance

e Vaccine Pharmacovigilance

e Vaccination failure

e  Adverse cvents following immunization
Pharmacovigilance methods

e Passive surveillance — Spontancous reports and case series

e Stimulated reporting

e Active surveillance — Sentinel sites, drug event monitoring and registries

10 Hours

e Comparative observational studies — Cross sectional study, case control study and

cohort study
e Targeted clinical investigations
Communication in pharmacovigilance
e Effective communication in Pharmacovigilance
e Communication in Drug Safety Crisis management

e Communicating with Regulatory Agencies, Business Partners, Healthcare facilities &

Media
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Unit IV 8 Hours
Safety data generation
o Pre clinical phase
e Clinical phase
e Post approval phasc (PMS)
ICH Guidelines for Pharmacovigilance
e Organization and objectives of [CH
e Expedited reporting
o Individual case safety reports
e Periodic safety update reports
e Post approval expedited reporting
e Pharmacovigilance planning
e Good clinical practice in pharmacovigilance studies
UnitV 7 hours

Pharmacogenomics of adverse drug reactions

e Genetics related ADR with example focusing PK parameters.
Drug safety evaluation in special population

o Paediatrics

e Pregnancy and lactation

e (eriatrics

e CIOMS Working Groups
e CIOMS Form
CDSCO (India) and Pharmacovigilance
o D&C Act and Schedule Y
o Differences in Indian and global pharmacovigilance requirements

Recommended Books (Latest 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 Talbot, Patrick Walle
Wiley Publishers. |

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

6. Cobert's Manual of Drug Safety and Pharmacovigilance: Bart S
Bartlett Publishers. : s Sy ans

7. Textbook of Pharmacoepidemiolog edited b
Sean Hennessy, Wiley Publishers.
8. A Textbook of Clinical Pharmacy Practice -Essenti
. - = = al > ills:
Parthasarathi, Karin Ny['ortHanscn,Milap C. Nahata Coneepts and Skills:G.
9. National Formulary of India

y Brian L. Strom, Stephen E Kimmel,

10. Text Book of Medicine by Yashpal Munijal Cﬁg_‘,{,’f—f‘
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BP 802T SOCIAL AND PREVENTIVE PHARMACY
Hours: 45

Scope:
The purposc of this course is to introduce to students a number of health issues and their

challenges. This course also introduced a number of national health programmes. The
roles of the pharmacist in these contexts are also discussed.

Objectives:
After the successful completion of this course, the student shall be able to:
e Acquire high consciousness/realization of current issucsrelated to health and
pharmaceutical problems within the country and worldwide.
e Have a critical way of thinking based on current healthcare development.
e Fvaluate alternative ways of solving problems related tohealth and
pharmaceutical issues
Course content:

Unit I: 10 Hours
Concept of health and disease: Definition, concepts and evaluation of public health.
Understanding the concept of prevention and control of disease, social causes of discases
and social problems of the sick.

Social and health education: Food in relation to nutrition and health, Balanced diet,
Nutritional deficiencies, Vitamin deficiencies, Malnutrition and its prevention.

Sociology and health: Socio cultural factors related to health and discase, Impact of
urbanization on health and disease, Poverty and health

Hygiene and health: personal hygiene and health care; avoidable habits

Unit IT: 10 Hours
Preventive medicine: General principles of prevention and control of diseases such as

cholera, SARS, Ebola virus, influenza, acute respiratory infections, malaria, chicken
guinea, dengue, lymphatic filariasis, pneumonia, hypertension, diabetes mellitus, cancer,
drug addiction-drug substance abuse

Unif I1I: 10 Hours

National health programs, its objectives, functioning and outcome of the following:
HIV. AND AIDS control programme, TB, Integrated disease surveillance program
(IDSP), National leprosy control programme, National mental health program, National
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programme for prevention and control of deafness, Universal immunization programme,
National programme for control of blindness, Pulse polio programme.

Unit IV: 08 Hours
National health intervention programme for mother and child, National family welfare
programme, National tobacco control programme, National Malaria Prevention Program,
National programme for the health care for the elderly, Social health programme; role of
WHO in Indian national program

Unit V: 07 Hours
Community services in rural, urban and school health: Functions of PHC, Improvement
in rural sanitation, national urban health mission, Health promotion and education in
school.

Recommended Books (Latest edition):

1. Short Textbook of Preventive and Social Medicine, Prabhakara GN, 2" Edition,
2010, ISBN: 9789380704104, JAYPEE Publications
2. Textbook of Preventive and Social Medicine (Mahajan and Gupta), Edited by Roy

Rabindra Nath, Saha Indranil, 4" Edition, 2013, ISBN: 9789350901878, JAYPEE
Publications

3. Review of Preventive and Social Medicine (Including Biostatistics), Jain Vivek, 6™
Edition, 2014, ISBN: 9789351522331, JAYPEE Publications
4. Essentials of Community Medicine—A Practical Approach, Hiremath Lalita D,

Hiremath Dhananjaya A, 2™ Edition, 2012, ISBN: 9789350250440, JAYPEL
Publications

5. Park Textbook of Preventive and Social Medicine, K Park, 21* Edition, 2011,
ISBN-14: 9788190128285, BANARSIDAS BHANOT PUBLISHERS.
6. Community Pharmacy Practice, Ramesh Adepu, BSP publishers, Hyderabad

Recommended Journals:

1. Research in Social and Administrative Pharmacy, Elsevier, Ireland

srincip al
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BPIOIT. HUMAN ANATOMY AND PHYSIOLOGY-I (Theory)
45 Hours

Scope: This subject is designed to impart fundamental knowledge on the structure and
functions of the various systems of the human body. It also helps in understanding hoth
homeostatic mechanisms. The subject provides the basic knowledge required to
understand the various disciplines of pharmacy.

Objectives: Upon completion of this course the student should be able to

1. Explain the gross morphology, structure and functions of various organs of the human
body.

. Describe the various homeostatic mechanisms and their imbalances. i

. Identify the various tissues and organs of different systems of human body.

. Perform the various experiments related to special senses and nervous system.

. Appreciate coordinated working pattern of different organs of cach system

n e e b2

Course Content:

Unit I 10 hours

e Introduction to human body
Definition and scope of anatomy and physiology, levels of structural
organization and body systems, basic lifc processes, homeostasis, basic
anatomical terminology.

o Cellular level of organization
Structure and functions of cell, transport across cell membrane, cell
division, cell junctions. General principles of cell communication,
intracellular  signaling pathway activation by extracellular signal
molecule, Forms of intracellular signaling: a) Contact-dependent b)
Paracrine c¢) Synaptic d) Endocrine

e Tissue level of organization
Classification of tissues, structure, location and functions of epithelial,
muscular and nervous and connective tissues.

Unit I1

e Integumentary system
Structure and functions of skin

10 hours

e Skeletal system
Divisions of skeletal system, types of bone, salient features and functions
of bones of axial and appendicular skeletal system

Organization of skcletal muscle, physiology of muscle contraction
Y
neuromuscular junction
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e Joints .
Structural and functional classification, types of joints movements and 1ts

articulation

Unit 111 10 hours

e Body fluids and blood
o Body fluids, composition and functions of blood, hemopoeisis, formation of

hemoglobin, ancmia, mechanisms of coagulation, blood grouping, Rh factors,
transfusion, its significance and disorders of blood, Reticulo endothelial system.

e Lymphatic system
Lymphatic organs and tissues, lymphatic vessels, lymph circulation and functions of
Iymphatic system

Unit IV 08 hours

Peripheral nervous system:
Classification of peripheral nervous system: Structure and functions of
sympathetic and parasympathetic nervous system.
Origin and functions of spinal and cranial nerves.
o Special senses
Structure and functions of eye, ear, nose and tongue and their disorders.

Unit ¥ 07 hours

e Cardiovascular system
Heart — anatomy of heart, blood circulation, blood vessels, structure and functions of
artery, vein and capillaries, elements of conduction system of heart and heart beat, its
regulation by autonomic nervous system, cardiac output, cardiac cycle. Regulation of
blood pressure, pulse, electrocardiogram and disorders of heart.
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BP107P. HUMAN ANATOMY AND PHYSIOLOGY (Practical)
4 Hours/week

Practical physiology 1s complimentary to the theoretical discussions in
physiology. Practicals allow the verification of physiological processes discussed
in theory classes through experiments on living tissuc, intact animals or normal
human beings. This is helpful for developing an insight on the subject.

Study of compound microscope.
Microscopic study of epithelial and connective tissuc
Microscopic study of muscular and nervous tissue

[dentification of axial bones

T

Identification of appendicular bones

6. Introduction to hemocytometry.

7. Enumeration of white blood cell (WBC) count

8. Enumeration of total red blood corpuscles (RBC) count
9. Determination of bleeding time

10. Determination of clotting time

11. Estimation of hemoglobin content

12. Determination of blood group.

13. Determination of erythrocyte sedimentation rate (ESR).

14. Determination of heart rate and pulse rate.
15. Recording of blood pressure.

Recommended Books (Latest Editions)

Essentials of Medical Physiology by K. Sembulingam and P. Sembulingam. Jaypee
brothers medical publishers, New Delhi.

. Anatomy and Physiology in Health and Illness by Kathleen J.W. Wilson, Churchill
Livingstone, New York

. Physiological basis of Medical Practice-Best and Tailor. Williams & Wilking
Co,Riverview M1 USA

. Text book of Medical Physiology- Arthur C,Guyton andJohn.E. Hall. Miamisburg, OH
U.S.A. ? !

. Principles of Anatomy and Physiology by Tortora Grabowski. Palmetto, GA, U.S.A
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BP 505 T. PHARMAC EUTICAL JURISPRUDENCE (Theory)

45 Hours

bcqpe:‘ This course is designed to impart basic knowledge on important
legislations related to the profession of pharmacy in India.

Objectives: Upon completion of the course, the student shall be able to understand:

L. The Pharmaceutical legislations and their implications in the development and
marketing of pharmaceuticals.

Various Indian pharmaccutical Acts and Laws

The regulatory authoritics and agencics governing the manufacture and sale of
pharmaccuticals

The code of cthics during the pharmaceutical practice

‘ed b

Course Content:
UNIT-I 10 Hours

Drugs and Cosmetics Act, 1940 and its rules 1945:
Objectives, Definitions, Legal definitions of schedules to the Act and
Rules

Import of drugs — Classes of drugs and cosmetics prohibited from import, Import under
license or permit. Offences and penalties.

Manufacture of drugs — Prohibition of manufacture and sale of certain drugs,

Conditions for grant of license and conditions of license for manufacture of drugs,
Manufacture of drugs for test, examination and analysis, manufacture of new drug, loan

license and repacking license.

UNIT-II 10 Hours

Drugs and Cosmetics Act, 1940 and its rules 1945.
Detailed study of Schedule G, H, M, N, P,T,U, V, X, Y, Part XII B, Sch F & DMR (0A)
Sale of Drugs — Wholesale, Retail sale and Restricted license. Offences and penalties

Labeling & Packing of drugs- General labeling requirements and specimen labels for
drugs and cosmetics, List of permitted colors. Offences and penalties.

Administration of the Act and Rules — Drugs Technical Advisory Board, Central drugs
Laboratory, Drugs Consultative Committee, Government drug analysts, Licensing
authorities, controlling authorities, Drugs Inspectors

UNIT-II1I 10 Hours

¢ Pharmacy Act -1948: Objectives, Definitions, Pharmacy Council of India; its
constitution and functions, Education Regulations, State and Joint state pharmacy
councils; constitution and functions, Registration of Pharmacists, Offences and
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Penalties

® Medicinal and Tojjet Preparation Act —1955: Objectives, Definitions, Licensing
Manufacture Tn bond and Outside bond, Export of alcoholic f‘rcf’"r“‘i“‘“‘z
Manufacture of Ayurvedic, Homcopathic, Patent & Proprictary Preparations.
Offences and Penaltjes.

° Narcotic Drugs and Psychotropic substances Act-1985 and Rules: Objectives,
Definitions, Authoritics and Officers, Constitution and Functions of narcotic &
Psychotropic Consultative Committee, National Fund for Controlling the Drug
Abuse, Prohibition, Control and Regulation, opium poppy cultivation and production
of poppy straw, manufacture, sale and export of opium, Offences and Penalties

UNIT-IV 08 Hours

e Study of Salient Features of Drugs and Magic Remedies Act and its
rules: Objectives, Definitions, Prohibition of certain advertisements, Classes of

Exempted advertisements, Offences and Penaltics

e Prevention of Cruelty to animals Act-1960: Objectives, Definitions, Institutional
Animal Ethics Committee, CPCSEA guidelines for Breeding and Stocking of
Animals, Performance of Experiments, Transfer and acquisition of animals for
experiment, Records, Power to suspend or revoke registration, Offences and Penalties

e National Pharmaccutical Pricing Authority: Drugs Price Control Order (DPCO)-
2013. Objectives, Definitions, Sale prices of bulk drugs, Retail price of formulations,
Retail price and ceiling price of scheduled formulations, National List of Essential

Medicines (NLEM)

UNIT-V 07 Hours

e Pharmaceutical Legislations — A bricf revicw, Introduction, Study of drugs enquiry
committee, Health survey and development committee, Hathi committee and
Mudaliar committee

¢ Code of Pharmaceutical ethics D efinition, Pharmacist in relation to his job, trade,

medical profession and his profession, Pharmacist’s oath
e Medical Termination of Pregnancy Act

e Right to Information Act
° Introduction to Intellectual Property Rights (IPR)

Recommended books: (Latest Edition)
I Forensic Pharmacy by B. Suresh
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