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Environment and Sustainability

Environment and Sustainability: Curriculum

1.1. Environmental sciences:

Course - Environmental Science

Course Code: First Year B. Pharm ‘Semester: |

BPH C 205 T 1
Type of course: Theory I Contact Hours: 4 Hrs/week

Course Outcomes mapped with Environmental Science: After the completion of course, learner
i will be able to:

CO1 | Describe the basics of Environmental sciences like need and purpose of
study the subject, Ecology, food chain and ecological pyramids, sustainabledevelopment

Outline, Environmental Legislation, role of different ministries and

coz environment control boards

CO3 | Classify and compare different sources of energies

Relate technology to control pollution and economic benefits thereof, infer, the concept of
green building, carbon credit and disaster management Realize the environment related
moral responsibilities and identify Legal (environmental) aspects for becoming entrepreneur
in future

COo4

The entire curriculum of this course is designed to impart thorough understanding about
environmental issues and solutions to tackle the problems.

1.2. Hazards & Safety Management
Course: Hazards and safety Management (CBCS Revised 2019)

Course Code: First Year M. Pharm Semester: I1
MQA201T
Type of course: Contact Hours: 4 Hours/week Total Contact Hours:
Theory 60

Course Outcomes mapped with Environmental Science: Upon completion of the course the student
shall be able to:

CO1 | Recall the environmental problems and develop an attitude of concern for the industry
environment

CO2 | Make use of the knowledge gained to ensure safety standards in pharmaceutical industry
CO3 | Analyze and simplify the mechanism and management in different kinds of hazard
management system

CO4 | Propose the method of Hazard assessment, procedure and methodology for safe industrial
atmosphere.

Entire syllabus of this course revolves around environmental cautions during pharmaceutical
functioning. At completion of this course, it is expected that students will be able to understand
about environmental problems. The course aims to impart basic knowledge about the
environment and its allied problems, to develop an attitude of concern for the industry
environment, ensure safety standards in pharmaceutical industry, provide comprehensive
knowledge on the safety management,
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1.3. Advanced Organic Chemistry II (Module on Green Chemistry)

Course: Advanced Organic Chemistry (CBCS 2016)

Course Code:
MPH_C 203 T First Year M. Pharm Semester: 11
Type of course:
Theory Contact Hours: 4 Hours/week (3L +1T) | Total Contact Hours:60
Course Outcomes mapped with Environmental Science: Upon completion of the current course the
learner would be able to:

Understand various greener chemistry approaches and compare them against conventional
CO6 | methods of Synthesis

Module: Green Chemistry
a. Introduction, principles of green chemistry

b. Microwave assisted reactions: Merit and demerits of its use, increased reaction rates, mechanism,
superheating effects of microwave, effects of solvents in microwave assisted synthesis, microwave
technology in process optimization, its applications in various organic reactions and heterocycles
synthesis

¢. Ultrasound assisted reactions: Types of sonochemical reactions, homogenous, heterogeneous liquid-
liquid and liquid-solid reactions, synthetic applications

d. Continuous flow reactors: Working principle, advantages and synthetic applications.

1.4. Pharmaceutical Process Chemistry (Module on ISO-14001 - Environmental Management
System, Effluents and its management)

Course: Pharmaceutical Process Chemistry (CBCS Revised 2019)

Course Code: : ;
MPC204T First Year M. Pharm Semester: 11
Type of course: Theory Contact Hours: 4 Hours/week Total Contact Hours:60

Course Outcomes mapped with Environmental Science: Upon completion of the current course the
learner would be able to:
CO3 l Describe various principles of Industrial Safety.
Module: Pharmaceutical Process Chemistry
I1SO-14001(Environmental Management System), Effluents and its management

1.5. Pharmaceutical Quality Assurance Practical-II (Module on experimental determination of
few environmental pollutants)

Course: Pharmaceutical Quality Assurance Practical-II (CBCS Revised 2019)

Course Code: First Year M. Pharm Semester: I1
MQA205P
Type of course: Contact Hours: 12 Hours/week Total Contact Hours: 60
Practical

Course Outcomes mapped with Environmental S'c'iéh'éé?‘l]bbin Eﬂn{piléﬂon of the current course the
learner would be able to:

Understand the significance of control of hazardous substances and perform analysis to
ok determine and report the content of hazardous substances in air/environment
R IR e e e
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Environment and Sustainability: Supporting Activities

Modules: Pharmaceutical Quality Assurance Practical-IT
Organic contaminants residue analysis by HPLC
Estimation of Metallic contaminants by Flame photometer
Identification of antibiotic residue by TLC

Estimation of Hydrogen Sulphide in Air.

Estimation of Chlorine in Work Environment.

Sampling and analysis of SO2 using Colorimetric method

A

1.6. Solvent Recovery Process in place in CIL:

Solvent recovery process is in place for recovery of organic solyents.

Photographs of Solvent recovery register:
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Poster Club Activity was Mplm&ted from academic year 2017-18 for S.Y.B.Pharm. Entire class is
divided in groups (4-5 students per group). Each group is given a topic on the theme of Environment

and Sustainability. Each group presents a digital poster on the topic which is evaluated by panel
of teachers.
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e Posters presented per year:

No. of Posters

25 21
20
15 12 13
10
N
0

2017-18 2018-19 2019-20

® Representative Photograph of the activity:

1.8. PRME Signatory: :

A United Nations-supported initiative.

(PRME) mission is to transform education and develop the responsible decision-makers of tomorrow
to advance sustainable development and work with . VESCOP is a signatory of PRME and Conducts

many activities in alignment with Sustainable Development Goals (SDGs) of PRME.

I'he membership proof can be found on following link: hitps:/www.unprme.org/vivekanand-

education-society-ves-vesasc-vesit-yvesim-vescop-vescol-vescoa

e Screenshot of the PRME website:
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1.9. E-Waste Collection Drive and Tree Plantation : $

In Collaboration with Ms. Rashmi Joshi and Environmental Consultant, an e-waste collection drive
was initiated. A guest lecture on the sensitive issue of e-waste management and practices was
delivered by Ms. Rashmi Joshi to F.Y. M. Pharm and B. Pharm Students, Teaching and non-teachirfg
staff. A total of 250 kg of e-waste was collected and handed over to the collaborator for systematic
disposal on 17.02.2020. The tree plantation activity was conducted at medicinal garden of VESCOP

e Representative Photograph of the activity:

1.10. Survey based on environmental issues:

At First year B. Pharm Level, An environment related topic is given to all students and questionnaire
is designed on the same. Students conduct a survey and analyze the data obtained.

Human Values, Physical, Mental, Emotional and Spiritual well-being:
A. Curriculum:

2.1. Communication Skills and Ethics

Communication Skills and Ethics

Course Code:

First Year B. Ph . .
BPH_C_105 T = At Semester: I

)/W /‘/
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Human Values, Physical, Mental, Emotional and Spiritual well being

Curriculum

Type of course :Theory

| Contact Hours: 3Hrs/week

Course Outcomes mapped to Human Values: After the completion of course, le-rner wﬂl be

able to:

CcO2 Apply skills learnt to confidently stand in a group discussion :

CO4 Appreciate and imbibe the importance of ethics, human values, honesty
and integrity

Modules: Communication Skills and Ethics

Management; Stress Management;

Addiction.
Basic Listening Skills:
Listener, Listening in Difficult Situations

Life Skills— Goal-setting; Self-esteem and Self-Confidence; Problem Solving; Decision Making; Tim
Positive Thinking; Assertiveness; Teamwork; Interperson:
Relationships; Coping with Life Stresses; Suicidal Tendencies; Peer Pressure; Substance Abuse an

Introduction, Self-Awareness,

Active Listening, Becoming an Activi

Effective and Ethical Communication at work:

ethical response to office gossip

Communication Skills & Success at work, How to overcome typical barriers of Communication and

Flow of communication in organizations,

Courtesy, Discipline, Kindness, courage,

Cs of ethics — clarity, courage and creativity,

Introduction to Ethics and Human Values: Definition — Good Behaviour, Conduct and Character;
Importance, Respects for Elders, Use and Relevance in Present-day Society, Individual and Society —
Desirable Basic Human Characters - Honesty, Truthfulness, Respect
Character,
Consideration, Contentedness, Simplicity, Empathy, Avoiding Greed; Family responsibilities, The 3

, Punctuality, Responsibility,|
Forgiveness, Friendship, Compassion,|

Professional Ethics: Need and Importance — Goals, Dignity of Labour dimensions of ethics; ethics in
private and public relationships, Ethical Values in Different Professions — Management, Business,
Teaching, Civil Services, Politics, Medicine, Policing, Judiciary.

Ethical Practice in Pharmaceutical Industry: Safety norms, quality norms, clinical trials,
packaging, labelling, pricing, distribution, disposal of past-expiry products, advertising, use of
medical channels for promotional activities, IPR, Role of R&D, profitability and its linkage to R&D

Ethics in Media and Technology— Impact on Youth;
Social Networking; Correct and Judicious Use

Cyber Ethics and Etiquette; Mobile Phones,

Leadership and Ethics:

What is Ethical Leadership? Principles & commandments of ethical
leadership, Characteristics of Ethical leader, Ethical decision making

Homes for mentally challenged, etc

Group Projects/ Field Work: Students could go on a local field trip and submit an account in about 5|
pages. Students can be divided into groups of 5 and one written account can be submitted per group.
Different groups can undertake different projects so that the logistics are manageable and there is also
sharing of experiences/ideas. Students are advised to prepare a list of questions before hand so tha
they are more focused. Some suggestions of locations include: Government hospital or dispensary .
old age home, Pension Office, Local wholesale market, Industry, Cancer care centre, Orphanage

2.2. Universal Human Values (UHV)- UHV 2: Understanding Harmony

Universal Human Values

Course Code:
PH
l ype nf course : Theory

Third Year B. Pharm

I (?uglgc! Hours: 3Hrs/week

Semester: V
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Universal Human Values

Course Outcomes mapped to Human Values: After the completion of course, learner will be

able to: ‘ i

Cco1 To develop understanding of the concepts of Universal Human Values

CcO2 To recognize the relevance of Universal Human Values

Cco3 To develop understanding of value systems that are shared by our culture

CcO4 To critically analyze current issues related to values

CcOs To develop a sense of personal self in harmony with society and nature through integration
of Universal Human Values.

CO6 Appreciate and imbibe the importance of ethics, human values, honesty

and integrity

Entire syllabus of this course revolves around Human Values, Physical, Mental, Emotional an
being. The Universal Human Values Certificate Course is integrated with Revised 2019
B. Pharm. The Certificate course is introduced at SEMESTER V level. It is mandatory for the students

Spiritual well-

to complete certificate course.

Sr. No. Detailed content Hrs.
MODULE 1 15
UnitI | Exploring the Self 8
a. Concept of Universal Human Values: 3
1. Characteristics of Universal Human Values
ii. Difference between value-based education and skill based education
iii.  Content of value education
b. Self-Exploration and Basic Aspirations of Human beings: 3
L. Self-Exploration- Meaning and Process
ii. Basic Human Aspirations — Meaning and Basic Requirements for
fulfilling.
1ii.  Measures to fulfil basic human aspirations in the current scenario.
¢. Tutorials and Practicum Activities:

1. Students practice mindfulness techniques like body scan, mindful 2
breathing, and guided mindfulness meditation etc for strengthening self
awareness.

ii.  Students reflect on the process of Natural acceptance and its experiential
validation in their day-to-day life activities

iii.  Students maintain a reflective account of the times they felt happy and
prosperous and the causes of that happiness and prosperity for them.

1v. Students reflect on the process of Natural acceptance and its experiential
validation in their day-to-day life activities , hospital visits, visits to
community pharmacy

Unit II Understanding Harmony — Self and Family 7

I~
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Sr. No.

Detailed content

a. Harmony with Self:

1. Concept of Human Existence — Conscious and Material Entities

Difference between the Conscious and the Material Entities of Human
Existence

ii.  Measures to ensure Harmmony in the Self

b. Harmony with Family:

i. Relationship as the basis of harmony in the family
Exploring value of feelings in relationships

Measures to ensure Harmony in the family
c. Tutorials and Practicum Activities:
i.

il.
iil.

Students maintain a log of the time and money spent in satisfying the
needs of the Self and the needs of the body.

Review and discussion of scenes from movies/books to critically

analyse the feelings underlying the relationships issues and ways to
resolve.

iii.  Students chalk out an action plan for working on their relationship

issues through using communication skills and managing feelings.
iv.  Students enlist the plan of work while working in the group activities

Students may be introduced with Buddy Concept where senior student
will be appointed as mentor with junior students on particular assigned
work. Understand Students perspective towards team building

like DLLE, NSS, NCC, Public Health Office, laboratories, project work.

MODULE 2

15

Unit 1 Understanding harmony in Society and Professional Ethics

Harmony with Society:

1.  Understanding conflict (meaning, types)

ii.  Dimensions of Human order for harmony in society

1ii. Universal value of justice, democracy, respect and gratitude

b. Professional Ethics in the Context of maintaining harmony:

15 Need for a code ethics(philosophy references for ethics)
ii. Integrating Inclusiveness
1. Relevance and competence in professional ethics
c. Tutorials and Practicum Activity
i.  Students choose a conflict that they observe in society and have a
group discussion for possible ways to resolve the conflict.

. Students engage in an interaction an expert on laws that
protect.(Abortion, Euthanasia, Juvenile Justice and Sexual
harassment).

iii.  Students write a reflective account on how they practice inclusion in
their day-to-day life and ways to do it in their future professional
careers.

iv.  Students write a reflective report at various activities at college level,
industry visits, camps efc.

Unit Understanding harmony in Nature

'J}%
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Sr. No.

Detailed content

i.
ii.
iii.
i
il
1,

ii.
1ii.

Vi.

Concept of harmony in Nature:

b. Maintaining harmony with nature:

c. Tutorials and Practicum Activities

Meaning of harmony in nature
Disharmony with Nature — causes
Implications of disharmony with nature

Harmony through mutual fulfilment of the four orders in nature
Harmony through symbiotic relationship with nature
Achieving competence in maintaining harmony with nature in
professional life.

Students can write an account of different ways of integrating three
Rs(Reduce, Reuse and Recycle) in their day-to-day life

Students review of books/movies dealing with harmony with nature.
Activities like  Poster competition/slogan  competition/street
play/activities using social media on the theme of maintaining
harmony with nature may be organized.

Students can work on apps, slogans to Protect Nature, methods to
reduce industrial waste, application of green chemistry as per the
needs of the pharmaceutical industry

Suggest Plan to reduce Hospital waste/ Pharmaceutical Industrial
waste/ Reduce Plastic waste/ E Waste Management

Students can work on the Project of Energy Conservation

MODULE 3

15

Unit1 | Holistic Perspective of Harmony at all levels of Existence and current
Fssmﬂue to disharmony Harmony with Self

i
il.
1ii.

1.
ii.
iil.

1.

1.

P e

In. Existence at all levels:

b. Holistic perception of harmony in existence:

. Tutorials and Practicum Activities:

Existence as Units in space

Existence as coexistence

Application of harmony through coexistence through integration of
Universal Human Values

Development of harmony in the existential sense
Current issues leading to disharmony at all levels
Application of Universal Human Values for resolution of current issues.

Students gather information about CSR activities carried out by various
organizations

Students write a reflective account of how they can be socially relevant
as in their professions.

Students may participate in a two-day residential camp and engage in
community service activities,

Students can gather information on the CSR activities planned by

pharmaceutical industries, evaluate its social outcome

1
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Sr. No. Detailed content

g

Unit I1 | Practicum Project— Community Engagement

Students carry out a community engagement project to benefit the local
community through initiatives which can be undertaken face to face or online.
They write a reflective report of how the understanding of universal human
values has been integrated in their work during the community engagement.
Students can work on Community Pharmacy Projects such as Training to
Senior citizens, Health awareness programs such as Diabetes Camp, Blood
Donation Camp, TB awareness program, Health for all, Mental Health for all
age groups elc.

TOTAL 45

2.3. Pharmaceutical Management

Pharmaceutical Management- (Elective) CBCS

oy ode Third Year B. Pharm. Semester:
BPH_E_608_T VI

Type of course: Theory l Contact Hours: 4 Hrs/week

Course Outcomes mapped to Human Values: After the completion of course, learner will be able
to:

CcO3 I Outline the basic principles of management

Module: Industrial Psychology

a) Human Relation b) Stress & its Management c) Present Life, Pharmaceutical Industry, Its Impact on
Employees & health measures
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Human Values, Physical, Mental, Emotional and Spiritual well being

Supporting Activities
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2.8. Anti-corruption Drive

Professional Ethics:
A. Curriculum:

3.1. Communication Skills and Ethics
Dr. (Mrs.) Supriya S. Shidhaye
J PRINCIPAL
Vivekanand Education Society s
College of PharmacCy
HAMC, Behind Collector Colony,
Chembur, Mumbai - 400 074.
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Professional Ethics

Curriculum

= € \pply skills onfidently stand in a gro

o | €CO3 | Apply skills learnt to communicat effectively —
technically/businesswise T —

Appreciate and imbibe the importance of ethics human val 20 B IRHEEE
COLENE honesty et ey Rt
and integrity B VA live oyt g
Modules related to Professional Ethics: i S Al S
Effective and Ethical Communication at work: L0 s e e
Unit VI: | Flow of communication in organizations, Communication Skills & Success at work,
How to overcome typical barriers of Communication and ethical response to office

0Ssi

Professional Ethics: Need and Importance — Goals, Dignity of Labc

Unit VIII | of ethics; ethics in private and public relationships, Ethical
Professions — Management, Business, Teaching, Civil Services, P

Policing, Judiciary. s Siainbiad

| Ethical Practice in Pharmaceutical Industry: Safety |

Unit IX | clinical trials, packaging, labelling, pricing, distribution, disposal ' of past-ex
products, advertising, use of medical channels for promotional
activities, IPR, Role of R&D, profitability and its linkage to R&D ) I
Ethics in Media and Technology— Impact on Youth; Cyber Ethics and
Unit X: Etiquette; Mobile Phones, Social Networking; Correct and Judicious Use ;

o

: What is Ethical Leadership? Principles & commandments |
ip, Characteristics of Ethical leader.Bﬂuuldeclnonmnklng =T |

Unit X1

7 Contact Hours: 2 Hours/week

et oy & Dr. (Mrs) Supriya i?l_ Shidhaye

¥
PRINCIF, ol
S Vivekanand Education Society's

College of Pharma

18




Course Outcomes mapped to Professional Ethics: Aft

learner wil be able to:

co1 | Understand the behavioTal needs for a pharmacist to function °ff°°ﬁve1ym = T
the areas of pharmaceutica] operation Py Tl vl

er the completion '

Modules Mapped to Professional Ethics:

1.1 Communication Skills: lntroduction, De
Communication Process- Source, Mes
Feedback, Context.

finition, The Importance of Commtmicaﬁoh,- The
sage, Encoding, Channel, Decoding, Receiver,

group discussion

3.3. Pharmaceutical Jurisprudence

Pharmaceutical Jurisprudence
Course Code:

BPH_C_705 T Final Year B. Pharm. Semester: VII

Type of course:Theory

Contact Hours: 3 Hrs/week
Course Outcomes mapped to Professional Ethics: After the completion of course, learner will be
able to:

CO1 | Interpret Pharmaceutical Legislation
C0O2 | Understand pricing of drugs & pharmaceuticals

3 Summarize offences & penalties concerned with laws for drugs and
Co pharmaceuticals

CO4 | Gain an insight into Drug Regulatory Affairs

The entire course covers regulatory aspect of Pharmaceutical Industry and has objective to
impart knowledge on important legislations related to the Pharmacy profession,

Course: Pharmaceutical Jurisprudence (Revised 2019)

Course Code: Third Year B. Pharm Semester: V
BP505T
Type of it Contact Hours: 3 Hours/week (3L + 1T) Total Contact
Theory Hours: 45

Course Outcomes mapped to Professional Ethics:

PO M
After the completion of course, learner will be able to: apped

The Pharmaceutical legislations and their implications in the
CO1 | development and marketing of pharmaceuticals

1,2,3,4,5,6,7,8,9,10,11

. (Mrs.) Supriva S. Shidhaye
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Various Indian pharmaceutical Acts and Laws,
CcOo2
The regulatory authorities and agencies governing the : :
CO3 | manufacture and sale of pharmaceuticals. 1,2,3,4,5,6.7.8.9.10.1 i
C04 | The code of ethics during the pharmaceutical practice 1,2,5,6,7,8,9,10,11
Topics covered:
Unit I: Drugs and Cosmetics Act, 1940 and its rules 1945 Hours: 10

1.1 Objectives, Definitions, Legal definitions of schedules to the act and rules

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

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

1.4 Conditions for grant of license and conditions of license for manufacture of drugs,
Manufacture of drugs for test, examination and analysis,
and repacking license

Unit II:

manufacture of new drug, loan license

Drugs and Cosmetics Act, 1940 and its rules 1945, l Hours: 10

2.1 Detailed study of Schedule G, H,

M,N, P, T,U, V, X, Y, Part XII B, Sch F

& DMR (OA)

2.2 Sale of Drugs —

Wholesale, Retail

2.3 Labeling & Packing of drugs-
and cosmetics, List of permitted col

sale and Restricted license. Offences and penalties

General labeling requirements and specimen labels for drugs
ors. Offences and penalties. ;

2.4 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

Pharmacy Act —1948, Medicinal and Toilet Preparation Act —
1955, Narcotic Drugs and Psychotropic substances Act-1985
and Rules

Unit III: Hours: 10

3.1 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 Penalties

3.2 Medicinal and Toilet Preparation Act —195
Manufacture In bond and Outside bond, Export of

S: Objectives, Definitions, Licensing,
alcoholic preparations, Manufacture of

Ayurvedic, Homeopathic, Patent & Proprietary

Preparations. Offences and Penalties

3.3 Narcotic Drugs and Psychotropic substances Act-1985 and Rules: Objectives, Definitions,
Authorities 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: |

] Hours: 8

/
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4.1 Study of Salient Features of Drugs and magic
Definitions, Prohibition of certain advertisements, Class
and Penalties 3
4.2 Prevention of Cruelty to animals Act-1960
Ethics Committee, Breeding and Stocking of Animal
acquisition of animals for

experiment, Records, Power to suspend or revoke regi
4.3 National Pharmaceutical Pricing Authority: Drugs
Objectives, Definitions, Sale prices of bulk drugs, Retail |
ceiling price of scheduled formulations, National Llst
UnitV: |

5.1 Pharmaceutical Legislations — A brief revww, on,

committee, Health survey and development committee, Hathi committee and Mudahar committee
5.2 Code of Pharmaceutical ethics Definition, Pharmacist in relation to his job, trade,medical
profession and his profession, Pharmacist's oath

5.3 Medical Termination of pregnancy act

5.4 Right to information Act

5.5 Introduction to Intellectual Property Rights (IPR)

3.4. Pharmaceutical Management

Pharmaceutical Management- --
(Elective)
Course Code:
i s 5 Semester: VI
BPH_E_608_T Third Year B. Pharm mester
Course Outcomes mapped to Professional Ethics: After the completion of course, | pg
learner will be able to: Mapped
CO3 Outline the basic principles of management 1,5,6,8
Discuss the importance of management in quality control & 1,5,6,8
Cco4 government regulation.
TOPIC TO COVER:
Management
Unit III: a) Management Thoughts b) Management Function c) Hours:4
Organization d)Motivation e) Leadership f) Conflicts & Measures
| to Solve it.
Industrial Psychology
Unit IX: a) Human Relation b) Stress & its management c) Present Life, | Hours:3
Pharmaceutical Industry, Its Impact on Employees & health
measures

3.5 Pharmaceutical Regulatory Science

Course: Pharmaceutical Regulatory Science (Revised 2019) - ELECTIVE

Course Code: Final Year B. Pharm Semester: VIII
BPSO4ET :

Course Outcomes mapped to Professional Ethics: After the completion
of course, learner will be able to:

PO Mapped

PRlNClPAL
Vivekanand Education Segietv ]
College i Pharmad
HAMC, Behind Collegtor olony,_ S
Chembur, Mumbal - 400 074.
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D Know about the process of drug discovery and development_ 1,6,7,10 S

Know the important
requirements, regulatory

regulatory concepts, documentaﬁon :;'9,1‘,‘4,5,79;]1

registration procedures, regulatory
CcO2 authorities and agencies governing the manufacture and sale of
pharmaceuticals globally.
Describe the clinical trials requirements for approvals for 1,2».3,4,5,6,7,8,9,10,11'
e conducting  clinical trials and discuss the role of

pharmacovigilance and the

process of monitoring in clinical
trials.

e To correlate the theoretical knowledge with professional and
4

1,2,3,4,5,6,7,8,10,11
practical need of pharmaceutical industry.

Topics covered:
Unit I: New Drug Discovery and development

Hours: 10

* Stages of drug discovery, Drug development process
¢  Pre-clinical studies, non-clinical activities, clinical studies

® Innovator and generics, Concept of generics, Generic drug product development
Unit II:

l Hours: 10

2.1 Regulatory Approval Process
Approval processes and timelines involved in Investi

Application (NDA), Abbreviated New Dru
NDA / ANDA.

2.2 Regulatory authorities and agencies

Overview of regulatory authorities of United States, European Union, Australia,
(Organization structure and types of applications)

Unit III:

gational New Drug (IND), New Drug
g Application (ANDA) in US. Changes to an approved

Japan, Canada

l Registration of Indian drug product in overseas market | Hours: 10
Procedure for export of pharmaceutical products, Technical documentation, Drug Master Files

(DMF), Common Technical Document (CTD), electronic Common Technical Document (eCTD),
ASEAN Common Technical Document (ACTD) research

Unit IV: | Clinical trials

L]

| Hours: 8
Developing clinical 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 monitoring in clinical trials

Unit V: | Regulatory Concepts | Hours: 7
* Basic terminologies, guidance, guidelines, regulations, laws and acts.

® Orange book, Federal Register, Code of Federal Regulatory, Purple book

3.6. Hospital Pharmacy and Drug Store Management

L Hospital Pharmacy and Drug Store M’anaﬁement j
3 Dr. (Mrs.) Supriya 5. Shichaye
PRINCIPAL Pt
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utcomes mapped to Professional Eil
rwillbeableto: i Sk

CO1 | org
C02 ié
o =
S of parenterals .
Co4 Understand the importance and functioning

services department ol

COS | Appreciate the dangcrs/detection/reporting of ﬁz;uduleu't phaxmac;r p;actrcw
CO6 | Appreciate the concept of Rational Dru

g Therapy 13
Topics covered :
L1Hospitals:  Definition, Organization  Structure, Classification,
Functions
Unit I 1.2 Hospital Pharmacy: Definition, Organization structure, Location,

Layout and staff requirements and responsibilities and functions of
hospital pharmacists,

1.3 Budget of Hospital Pharmacy: Preparation and Implementation
2.1 Drug Distribution Systems in Hospitals: Dispensing of drugs to
Unit II: inpatients, types of drug distribution systems, charging policy and
labeling, Dispensing of drugs to ambulatory patients, and Dispensing of
Controlled Substances including Hospital Control Procedures
Pharmacy and Therapeutics Committee (PTC): Objective, composition,
Unit III: Functions, Role of PTC in Drug Safety, Adverse Drug Reaction
Monitoring and Emergency Drug Lists.
4.1Hospital formulary: Definition, Advantages and Disadvantages,
contents of hospital formulary, Differentiation of hospital formulary and

: Drug list, Preparation and revision, and addition and deletion of drug

Dnietys from hospital formulary

4.2 Medication errors and ASHP Guidelines to prevent errors, Infection

control in hospitals (Self Study).

5.1 Drug Utilization Review(Self Study)

5.2 Safe Use of Medications in Hospitals(Self Study)
| 5.3 Handling of radiopharmaceuticals in hospitals : |

Unit V:
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Central Sterile Supply Services
‘611ntroducuontostenhmon,basxcwc lig
| hospital supplies : EEE
6.2 Advantages, Plan, Location, Layou >
6.3Sterilization of surgical dressings — meth
prevention of wetting of dressings. Steri liza
syringes, needles, catheters, tubing, surglcal 1t
utensils and bedpans and other accessories lan
| compounding of large volume parenterals, Total Par
Intravenous additives
Setting Up and management of a Drug
Registrations Selection of site, Space layoﬁtf%‘
Unit VIII: Layout design and staff Materials- Coding, stocking,

various registers, Use of Computers: Business and health care soft wares
Sales promotion and window display

Unit VI:

ha

mamtmanee of :

Unit:X Risk management, Insurance policies and Frauds in retail practice

3.7. Regulatory Affairs

Course: Regulatory Affairs (CBCS Revised 2019)

Course Code:

MPH104T First Year M. Pharm Semester: I

Type of

Theory

course: Contact Hours: 4 Hours/week Total Contact Hours: 60

Course Outcomes mapped to Professional Ethics: After the

completion of course, learner will be able to: PO Mapped

PSO

mapped

Understand the concepts of innovator and generic 1,2,4,6,79,11
drugs, drug development process and the Regulatory
guidance and guidelines for filing and approval
process.

Co1

152

Develop and submit the dossiers in CTD/ eCTD 1,2,3,4,7,8,10
CO2 | formats and the post approval regulatory requirements
for actives and drug products

1,2

Understand the requirements in the clinical trials 1,2,3,4,5,6,7,8,9,10,11

0 settings and pharmacovigilance activities

1,23

To correlate the theoretical knowledge with 1,2,3,4,5,6,7,8,10,11
CO4 | professional and practical need of pharmaceutical

industry.

Topics covered:
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Unit1: | Documentation in pharmaceutical industry and res
" | requirement for product approval
a. Documentation in Pharmaceutical industry: Master formula record.
distribution records. Generic drugs product development Introdilcnon Hatq
amendments, CFR (CODE OF FEDERAL REGULATION) ,drug produ
ANDA regulatory approval process, NDA approval process, BE and dru

~Vivo, scale up process approval changes, post marketing surveillanc
to CRO. '

b. Regulatory requirement for product approval: AP, biologics, novel, therapies
ANDA for generic drugs ways and means of US registration for foreign drugs
Unit I1: l CMC, post approval regulatory affairs - i [ Hours: 12

* Regulation for combination products and medical devices.CTD and ECTD format,

industry and FDA liaison. ICH - Guidelines of ICH-Q, S E, M. Regulatory requiremen
of EU, MHRA, TGA and ROW countries '

'.
4

Unit
I Non clinical drug development Hours: 12

Non clinical drug development: Global submission of IND, NDA, ANDA. Investigation
of medicinal products dossier, dossier (IMPD) and investigator brochure (IB).
Unit

v Clinical trials

Hours: 12

Developing clinical trial protocols. Institutional review board/ independent ethics committee
Formulation and working procedures informed Consent process and procedures. HIPAA- new,
requirement to clinical study process, pharmacovigilance safety monitoring in clinical
trials.Clinical trials: Developing clinical trial protocols. Institutional review board/ independent
ethics committee Formulation and working procedures informed Consent process and

procedures. HIPAA- new, requirement to clinical study process, pharmacovigilance safety
monitoring in clinical trials

3.8. Biostatistics and Research Methodology

Course: Biostatistics & Research Methodology (CBCS)

Course Code:
First Year M. Pharm Semester: I1
MPH_C_201_T
Course Outcomes mapped to Professional Ethics: After the PSO
completion of course, learner will be able to: PO Mapped | mappe
d
Students will be able to explain basic research methodologies 12.6.7.89.10 1,2,3}
CO1 | like objectives study design, review of literature, s

. ,11
randomization, types of studies

Students will be able to explain the basic concepts of medical | 1,2,3,6,7,8,9, 12,3
research including informed consent, , concepts like | 10,11
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Topics mapped with Re. arch v

Research Methodology
Unit 7: Objectives and purpose of Research
*  Types of research — Educational, clinical, experim

research :
Unit 8: Literature survey | Hours: 2
Use of library, books and journals, eJournals, retrieving patents and seeking reprints

Unit 9: Methods and tools used in research
¢ Qualitative and quantitative studies

Simple data organization, descriptive data analysis
* Limitations and sources of errors

| Hours: 6

Inquiries in form of questionnaire, opinionnaire or by interview
Statistical analysis of data including variance, standard deviation, standard error, mean,
student’s t test and annova, correlation of data and its interpretation, computer data
analysis
Unit 10: Scientific writing and reporting | Hours:3
¢ Different types of research papers
¢ Title and author names
* Abstract and key words
Methodology
Unit 11: Scientific Presentation | Hours:3
e Importance, types and different skills
» Content, format of model, introduction and ending
» Skills for oral presentation and types of visual aids
® Questionnaire

Unit 12: Patents and Trade marks | Hours:4
e The Indian patent system
® Present status of intellectual property rights (IPR)
e Product patents and process patent
* Requirements and preparation of patent proposal
L]

Registration of patent in foreign countries
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Professional Ethics: Supporting Activities

3.9. World Pharmacist Day Celebration:
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Gender Equality

Women Development Cell

2015-16 2016-17 2017-18 2018-19

5.2. Details of the activities conducted by WDC from 2016-17 to 2020-

Year Title of the Gender Duration Number of
sensitization Programme | (From — To) | participants / Target |
. Audience {128
POSH (Prevention of 18/03/2021
sexual harassment) £
2020- ["Onderstanding and 16/03/2021 |FY & SY VESLARC _
u addressing sexual
harassment in campus” Z
Assertiveness and confident |27/10/2020  |Final Year &
body language Third Year Ik
Gender Sensitization 13/07/2020  |Final Year & Third -
iy Year N
|11/08/2020  |Second Year
|13/08/2020
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Year Title of the Gender Duration
sensitization Programme | (From — To)
Gender Sensitization , 7 thMarch |46 teaching ar
PoSH (Prevention of Sexual {2020 support staff
Harassment)
2018-19 |Sex Education 27/09/2018
2018-19 {Importance of counselling |19/03/2019 |77 (First year
2018-19 |Sexual Health Awareness |09/10/2018
2018-19 |Mental Health Awareness [11/10/2018 |40+
2018-19 |Healthy Relationships 04/09/2018 Meeta Brahmbhatt, Preeti O
Vasudevan : VESLARC ol g
counsellor e
2018-19 |Menstrual Hygiene 9th January |50+ PHO S5} R
2019 P
- e
2017-18|Gender Sensitization 28th 2 Mrs RamalaxmiAnand P
Workshop November, g
2017 gy
2017-18 |Gender Sensitization 10 March 50 Dr. Ramalakshmi Anand i
2018

29
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