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Guest of Honor: 

Prof. K. Muthyam 

Reddy 
Hon. Secretary & Correspondent 
RBVRR Women’s College Of 
Pharmacy 

Invites you to the 
Certificate Course on 

Convener: 
Prof. M. Sumakanth 
Principal, RBVRR Women’s College of Pharmacy 

‘‘PROFESSIONAL DEVELOPMENT’’ 
2nd July 2022, 10:30 AM 
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Programme Schedule 

 

 

DATE 

 

 

SPEAKER 

 

 

 

2nd & 4thJul 2022 

 

 

Prof. Purushottam Reddy 

Retd. Professor Osmania University 

 

 

 

5th & 6th Jul 2022 

 

 

Ramakrishna Sistla 
Senior Scientist IICT 

 

 

 

7th& 8th Jul 2022 

 

 

Prof. M. Sumakanth 

Principal 
RBVRR Women’s College Of Pharmacy 

 

 

9th Jul 2022 

 

 

P. Anuradha Reddy 
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Value Added Course 

Course: PROFESSIONAL DEVELOPMENT 

Code: PDC005 Credits: 2 Total No. of Hours: 36 

Introducing Professional development skills as a course to students helps them to succeed in 
their academic and personal lives, build up strong relationships, and improve their overall 
well-being. Professional development skills are not only for personal growth but also for 
professional success. These courses cover a wide range of topics, from leadership skills to 
technical skills. Below is an outline that covers the basic aspects of various types of 
Professional Development Skills. 

Course Objectives: 

The  Professional  development  skills  course  objective  is  to  create  oneself  aiming  at 
advancing their career and enhancing their skills and talents in the workplace. The specific 
course objectives provides, explores and familiarize the students with insights on Time 
Management, Advanced writing skills, Interview skills, Leadership skills and Research skills 
which are important for building up their career. Professional development skills refer to 
the abilities and traits that help individuals grow and improve. Here are some reasons why 
professional development skills matter for individuals: 

 
1. Improved Self-Awareness 

Personal  development  skills  help  students  become  more  self-aware.  This  means 
understanding  their  strengths,  weaknesses,  values,  and  goals.  By  developing  self- 
awareness, students can make better decisions and find more fulfillment in their lives. 

 
2. Better Communication 

By developing communication skills, students can improve their relationships with peers, 
professors, and future employers. 

3. Goal Setting and Time Management 

College students have a lot on their plates, from coursework to extracurricular activities. By 
developing 
goal-setting and time-management skills, students can prioritize their tasks and make the 

4. most of their 
time. 

Adaptability and Resilience 
Life is unpredictable, and students will inevitably face challenges and setbacks. By developing 
adaptability and resilience, students can bounce back from setbacks and overcome obstacles. 

cBayrethere end of the program, participants will be aware about all that are required for their 

development i.e from leadership skills to technical skills. 
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Unit 1 Time Management 6 Hours 

Time Management: 
What Is Time Management, Why Time Management Is Important. 
Setting Goals: 
Goals and Targets, Setting SMART Goals, Your Own SMART Goals 
Planning Tips and Tricks: 
Planning Tools 
Setting Priorities 
Prioritizing Your Tasks 
Your To-Do List 
Managing Interruptions and Distractions 
Tips for Controlling Disruptions 

Unit 2 Advanced Writing Skills 7 Hours 

The C’s of Writing: 
Writing Clearly, Writing Concisely, Making Connections ,Writing Correctly, Choosing Your Source 
Writing Mechanics: 
Building Paragraphs, Proper Paragraphs, More on Paragraphs, Making Connections 
Dealing with Specific Requests: 
Types of Letters, Keeping it Real 
Preparing Business Documents: 
Requests for Proposals, The Proposals, The Differences When Writing Proposals, Ten Steps of 
Proposal Writing, Writing Reports, Documentation 

Unit 3 Interview Skills 5 Hours 

Interview Skills: Purpose of an interview, Do’s and Dont’s of an interview , E-Mail etiquette 

Giving Presentations: Dealing with Fears, planning your Presentation, Structuring Your Present 
Delivering Your Presentation, Techniques of Delivery 
Group Discussion: Introduction, Communication skills in group discussion, Do’s and Dont’s of g 
discussion 

Unit 4 Leadership Skills 9 Hours 

Introduction to Leadership: Roles, functions and characteristics of a leader; evolution and grow 
leadership; Leadership traits and ethics; Attitude, Behaviour, Personality traits and leadership; T 
and Styles of leadership 
Leadership and Management: Nature, Scope and Significance of Management; Levels of 
Management; Functions: Planning, Organizing, Staffing, Directing and Controlling; Skills: Concept 
Human and Technical; Roles: Interpersonal, Informational and Decisional; difference between a 
and a manager 
Theories of Leadership: Trait Theory, Behavioural theories, Contingency Theories, Transactiona 
Theories and Transformational Leadership Theory 
Issues and Challenges for Leaders: Immerging trends in leadership; Servant leadership, Situati 
leadership; Gender and leadership; Effective Leadership Communication; Emotional intelligence 
leadership 

Unit 5 Research Skills 9 Hours 

Introduction to Research and Research Design 
Nature and scope of research, information based decision making and source of knowledge. The 
research process; basic approaches and terminologies used in research. Defining research quest 
framing of hypotheses, Preparing a research plan, qualitative and quantitative research designs, 
Experimentation, Observational studies, Exploring secondary data. 



Measurement and Scaling, Data Source and Data Collection 

Field research; primary data collection from observations, surveys and experimentation. Measureme 
and scaling; commonly used scales in reliability and validity of scales. Designing instrument for data 
collection; testing the instrument, data collection process, Sampling methods and procedures and sa 
size decisions. 

Data Analysis 

Editing and coding of data, tabulation, graphic presentation of data, cross tabulation, Testing of 
hypotheses; type I and II errors, one tailed and two tailed tests of significance, Parametric and 
nonparametric tests for Univariate and Bivariate data. Tests of association; simple linear regression a 
other nonparametric tests. 
Report Writing and Presentation 
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Professional Development Course Outcomes: 

After the successful completion of this module the learners will be able to 
inspire individuals, manage talent, influence, lead teams, resolve conflict, 
build trust, increase cooperation and enhance productivity. 

1. Demonstrate knowledge of and apply the basic principles of productivity to their own life. 

2. Identify personal priorities and goals. 

3. Identify how to maximize their time in order to accomplish their goals both 
personally and professionally 

4. Students can effectively manage the team as a team player. 

Develop interview skills and Leadership qualities which Helps to develop criticalappreciation 



 

 
 

TWO WEEK CERTIFICATE COURSE ON 

“ADVANCE ANALYTICAL TECHNIQUES” 

APRIL 3rd to 13 th 2023 
 

 

INAUGURAL SESSION : 

Mr.A.Venkata Rao 

Manager, LC-MS 

Department, 

Aurobindo Pharma 

Ltd, Hyderabad 

 

 
For Queries: 

Contact: 

P. Kavya- 

891 9889059 

D. Sowjanya- 

9494800885 

Free Registration 

Last date 

30 th March, 2023 
Link for Registration 

https://forms.gle/nMkA 

cgS76xsNHEG8A 

RBVRR WOMEN ’S COLLEGE OF 

PHARMACY 

Barkatpura, Hyderabad – 500027(TS), India 

(Approved by AICTE, PCI & Affiliated to Osmania University) 

Recognized under section 2(f) of UGC Act 1956 

https://forms.gle/nMkAcgS76xsNHEG8A
https://forms.gle/nMkAcgS76xsNHEG8A


 
 
 

 
Value Added Course 

Course: Advance Analytical Techniques 

Code:AATCC005 Credits:2 Total No.of Hours:36 

 

The aim of conducting this certificate course is to impart advanced knowledge on the principles 

and instrumentation of spectroscopic and chromatographic hyphenated techniques. This also 

emphasizes on theoretical and practical knowledge on modern analytical instruments that are used 

for drug testing in Analytical and Bioanlytical laboratories 

Objectives:-Objectives:- The Course Program in Advance Analytical Techniques is designed to 

provide participants with a comprehensive understanding of Analytical tools available and their 

advancements for the analysis of pharmaceutical products 

 

 
 

SYLLABUS 
 

Unit 1 Spectroscopic Techniques and their Advancements 8 Hours  

NMR Spectroscopy:-Quantum numbers and their role in NMR, Principle, Instrumentation, 

Solvent requirement in NMR, Relaxation process, NMR signals in various compounds, 

Chemical shift, Factors influencing chemical shift, Spin-Spin coupling, Coupling constant, 

Nuclear magnetic double Resonance, Spin Spin and spin lattice relaxation phenomenon. 

1D- NMR and 13CNMR. 

Mass Spectroscopy:-Principle, theory, instrumentation of mass spectrometry, different types 

of Ionization Techniques like Electron Impact, Chemical, Field, FAB and MALD, APCI, 

ESI, APPI, Mass fragmentation mechanism and its rules, meta stable ions, isotopic peaks and 

applications of mass spectrometry. 

Unit 2 Chromatographic Techniques and their Advancements 6 Hours 

Principle, Instrumentation and Pharmaceutical applications:- HPLC,UPLC, Nano LC, HILIC, 

GC, SFC 
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Unit 3 Hyphenated Techniques 6 Hours 

Principle, Instrumentation, Interfaces, Pharmaceutical applications:- LC-MS,GC-MS,ICP-MS, 

Tandem Mass systems 

 
 

Unit 4 X-ray Crystallography 4 Hours 

Production of X rays, Different X ray methods, Bragg‘s law, Rotating crystal technique, X 

ray powder technique, Types of crystals and applications of X-ray diffraction 

 
 

Unit 5 Qualification of Analytical Instruments 6 Hours 

NMR, MS,HPLC,UPLC,X-ray diffraction 

 
 

Advance Analytical Techniques Course Outcomes: 

After completion of this course 

1) The students will get adequate knowledge on recent advancement and basics of NMR and 

MS. 

2) Students will know the principle and advanced applications of Nano LC, UPLC and HILIC. 

3) Students aware of different hyphenated techniques like ICP-MS, LC-MS GC-MS etc. 

4) Students are permitted to know in detail about the X- ray crystallography methods and 

application. 

5) Students are familiar with the methods used for calibration and validations of Instruments 
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Program schedule: 
 

Day Date Speaker Topic 

Day 1 Tuesday; 
April 
2023 

3rd Mr. A Venkata Rao Manager, 
LC-MS 

Department, Aurobindo 
Pharma Ltd, Hyderabad. 

 
LC- MS & GC - MS  

Day 2 Wednesday 
4th April 
2023 

Dr. G . Jithender Reddy, 
Senior Scientist, NMR 
Division, CSIR-IICT, 
Tarnaka, Hyderabad. 

 
NMR Spectroscopic 
Techniques and their 
advancements 

Day 3 Thursday; 
5th April 
2023 

Dr.  K. Bhavya   Sri, 
Associate Professor, Head, 
Dept of Pharma Analysis, 
RBVRR Womens College of 
Pharmacy, Hyderabad 

 
Analytical Method 
Validation 

Day 4 Friday; 
April 
2023 

6th Industrial Visit;Mr. B . 
Sreekanth, AGM, Head- 
Quality Assurance, 
Caponex    Labs     Pvt     Ltd, 
Hyderabad. 

 
Qualification of 
Analytical instruments ( 
NMR, M S , HPLC, UPLC 
& X-RAY  Diffraction) 

Day 5 Saturday; 7th 

April 2023 
Dr. G.  Chandrasekhar 
Reddy, SeniorScientific 
Manager,   Analytical 
Research and Development, 
Aragen  life  Sciences, 
Hyderabad. 

 
Super Critical Fluid 
Chromatography 

Day 6 Monday; 
April 
2023 

9th Mr. Y. Ramakoti Reddy, 
Technical  Head, Avasya 
Labs, Hyderabad. 

 
Mass Spectroscopy 

Day 7 Tuesday; 
10th 

2023 

 
Apr 

il  

Mr. Lalit kumar, Research 
Associate-IV, Aurobindo 
LTD, Hderabad. 

 
Inductive  Coupled 
Plasma with  Mass 
Spectroscopy. 

Day 8 Wednesday; Mr. R.  Jagadeesh,  



 
 
 
 
 

 
 11thApril 

2023 
Scientist-IV, FAR& D, 
Aurobindo Pharma Ltd, 
Hyderabad. 

X- Ray Diffraction 

Day 9 Thursday; 
12thApril 
2023 

Industrial Visit, 
Mr. B. Sreekanth, AGM, 
Head-Quality Assurance, 
Caponex Labs Pvt Ltd, 
Hyderabad. 

 
Qualification of 
Analytical instruments 
( NMR, M S , HPLC, UPLC 
& X-RAY  Diffraction) 

Day 10 Friday; 13th 

April 2023 
Mr. M. Soundarapandian,  
Assistant Director, 
Clearsynth Pvt, ltd, 
Hyderabad. 

 
Advancements in 
Chromatography 

 

Day   1:   Introduction to    the programme (overview),    welcoming principal   mam 

and Speaker on to diase  ( giving bouquet)  ,Inauguration,  lightening  of light, 

prayer song by students, principal mam addressing the gathering,  giving 

introduction to speaker, at the end momento and vote of thanks. 

Day 2: welcome to day 2 Session, welcoming the speaker  and  introduction  to 

speaker and session starts and at the end momento & vote of thanks. 

Day 3: welcome to day 3 Session, welcoming the speaker  and  introduction  to 

speaker and session starts and at the end momento & vote of thanks. 

Day 4: welcome to day 4 Session,  welcoming the speaker  and  introduction  to 

speaker and session starts and at the end momento & vote of thanks. 

Day 5: welcome to day 5 Session, welcoming the speaker  and  introduction  to 

speaker and session starts and at the end momento & vote of thanks. 

Day 6: Industrial visit 

Day 7: welcome to day 7 Session, welcoming the speaker  and  introduction  to 

speaker and session starts and at the end momento & vote of thanks..   

Day 8: welcome to day 8 Session, welcoming the speaker  and  introduction  to 
speaker and session starts and at the end momento & vote of thanks. 

Day 9: Industrial Visit. 

Day 10: welcome to day 10 Session,  welcoming the speaker  and  introduction  to 

speaker and session starts and at the end momento & Valedictory. 



PV CERTIFICATE 

COURSE

A 10-DAY CERTIFICATE 

COURSE IN 

PHARMACOVIGILANCE

COURSE BENEFITS

Intensive 30-Hour Training by 

Industry Experts

Hands-on Real-Time Practice 

Completion Certificate

Career Guidance and Resume 

Writing Skills

Registration Link:

link:https://forms.gle/vQKyLLUskq28YWpZ8

Registration Fee - Rs 1500/-

Payment : Gpay to 7416614919

Last Date for Registration: 28-10-23

In Association With Our Training Partner

A CLINICAL RESEARCH CAREER CATALYST

https://docs.google.com/forms/d/e/1FAIpQLSdW8QBVwCbwTsestSM-y-S1gvjWRZnCS7ljnOxaL-tPmRaFkw/viewform
https://docs.google.com/forms/d/e/1FAIpQLSdW8QBVwCbwTsestSM-y-S1gvjWRZnCS7ljnOxaL-tPmRaFkw/viewform


About RBVRR Women’s College of Pharmacy:

RBVRR Women's College of Pharmacy, founded in the year 2006, operates successfully

under Hyderabad Mahila Vidhya Sangam, guided by the visionary leadership of its

Founder Principal, Prof. M. Sumakanth, with a core mission of offering education to

young women. The college has spacious classrooms, well-equipped laboratories with

the latest equipment, and well-furnished seminar hall, conference room and library

with a good number of the latest editions of both textbooks and reference books. The

college is recognized as research centre by Osmania University. The college is offering

the following courses:
1.B.Pharmacy (100seats)

2. Pharm.D (32 )

3. M.Pharmacy (Pharma.Chemistry,Pharmaceutics,Pharm.Analysis and Pharmacology).

About ClinoSol:

Founded in 2019, ClinoSol is a dynamic and forward-thinking healthcare company

dedicated to transforming the way medical solutions are delivered. With a strong

focus on innovation, ClinoSol has emerged as a pioneer in the industry,

continuously striving to improve patient outcome and enhance 

systems globally. ClinoSol's products and services are tailored to 

industry needs, thus, students can benefit from engaging with

healthcare

serve the

ClinoSol's

professional tone of voice as they explore the innovative advancements in 

healthcare.

About the Course

The 10-Day Hands-on Certificate course in Pharmacovigilance aims to

provide participants with a comprehensive understanding of

pharmacovigilance principles and practices.

Through interactive sessions and practical exercises, attendees will

learn about the importance of drug safety monitoring, adverse event

reporting, and risk management strategies.

The workshop will also cover the regulatory framework surrounding

Pharmacovigilance and the role of various stakeholders in ensuring drug

safety.

Assist students in selecting a career path in pharmacovigilance.



OBJECTIVE:

This course is exclusively designed for B.Pharm, Pharm D,

to embrace the practicalM. Pharm students and faculties 

aspects of Pharmacovigilance.

Duration: 36 Hrs

SCHEDULE AND SYLLABUS

Date Module # Topic Speaker Duration

30-04-2023

06-05-2023

07-05-2023

08-05-2023

09-05-2023

Module - 1

Module - 7

Module - 8

Module - 9

Module - 10

Introduction to 

Clinical Research and 

Pharmacovigilance

Case Processing

Sunday

Signal Management

Aggregate Reporting

Hands on Exercises

Hands on Exercises 

and Assessment

C.S

Mujeebuddin

C.S

Mujeebuddin

C.S

Mujeebuddin

C.S

Mujeebuddin

Dr. Mitesh 

Reddy

Dr. Mitesh 

Reddy

Uma Priya

Uma Priya

Uma Priya

Uma Priya

3 Hours

3 Hours

3 Hours

3 Hours

4 Hours

5 Hours

4 Hours

4 Hours

5 Hours

5 Hours

1-05-2023 Module - 2 Workflow

02-05-2023 Module - 3 Narrative Wrting

03-05-2023 Module - 4 Medical Coding in PV

04-05-2023 Module - 5 Causality Assessment

05-05-2023 Module - 6 Expidited Reporting



Facilitators

MR. C.S MUJEEBUDDIN
Founder & CEO, 

ClinoSol Research Pvt. Ltd.

UMA PRIYA
Co-Founder & Director, 

ClinoSol Research Pvt. Ltd.

DR. D.MITESH REDDY
Head of Training, 

ClinoSol Research Pvt. Ltd.

Dr. SRIDHAR YESHAMAINA

Head , Global 

Pharmacovigilance, 
Hetero

RAJA VASUDEV A,

Head , Pharmacovigilance at Indoco 

Remedies

SCAN THE QR CODE TO 

GET REGISTERED!!
Last Date to Register 

28th October, 2023

Program Coordinator Details:
Dr. J. Archana

Professor and Head, Department of 

Pharmacology

RBVRR Womens’ College of 

Pharmacy Barkatpura, Hyderabad 

For Queries Contact

Dr J Archana- 9985697677
Mrs. M. Kavitha - 9010513142 

Ms. Fatima Umaira - 9392301704

Training Partner: 

ClinoSol Research Private Limited

India | Canada



An Intensive Practice based Certification Course on

PHARMACOVIGILANCE

Code:PVCC005 Credits: 2 Course duration:36 Hrs

This certificate course is designed to equip participants with a deep understanding of

pharmacovigilance principles, methodologies, and practical applications. This course is an unique

blend of theoretical knowledge and practical skills, providing participants with a solid foundation for

a successful career in pharmacovigilance.

OBJECTIVE : This course is exclusively designed for Graduates in Pharmacy and Bio-Sciences,

Medical Professionals , junior professionals in Pharmaceutical and IT Industry and also for B.Pharm,

Pharm D, M.Pharm pursuing students and to embrace the tactical aspects of Pharmacovigilance .

SYLLABUS

Module I Introduction to Pharmacovigilance 3hrs

Introduction to Clinical Research and Pharmacovigilance. Historical perspectives and Current

Status of pharmacovigilance. National and international aspects of PV .

Module II Case Processing Workflow 3hrs

Adverse Drug Reactions - Types, detection and reporting methods. Sources of Cases:

Unsolicited Reports, Solicited reports, contractual agreements, Regulatory Authorities 

Steps in case processing.

Module III Narrative Writing 3hrs

Narrative Writing objectives, regulatory frame work, Template of narrative writing. Case

studies.

Module IV Medical Coding in PV 3hrs

Medical coding Introduction.WHO

Standardised MedDRA queries.

adverse reaction terminologies MedDRA and

Module V: Causality Assessment 4hrs

Factors Considered in Causality Assessment, Methods and Tools for Causality Assessment,

Methods and Tools for Causality Assessment, Case studies.

Module VI Expedited Reporting 5hrs

Types of Regulatory reporting, Criteria for Expedited Reporting, Time Frames, Channels of

reporting , Regulatory obligations.

Module VII Signal Management 4hrs

Signal terminologies, Methods of signal detection. Signal Management process flow,

Qualitative and Quantitative signal detection, Analysis of different data sources.

Module VIII Aggregate Reporting 4hrs



Types of aggregate reporting , Reporting intervals, communication to regulatory authorities

Module IX
Practical session on Narrative 
writing.

5hrs

Exercises on Spontaneous reports,

Module X
Practical session on Causality 

assessment and MedDRA
5hrs

Assessment of Causality based on Naranjo scale for the given cases, MedDRA Coding Demo

Course out comes

After completion of this course Participants can

1. Understand the basics of Pharmacovigilance and current status of Indian and Global 

Pharmacovigilance.

2. Explain Qualitative and Quantitative signal detection and perform Signal detection 

and management.

3. Gain insights into the significance of adverse event reporting and effective risk 

management strategies in the pharmaceutical industry

4. Equip with valuable knowledge and skills, fostering understanding of

pharmacovigilance principles and preparing them for potential careers in this

field.

5. Familiarize with real-world pharmacovigilance scenarios through Hands-on

training sessions.



RBVRR Women's Co¥ege of Pharmacy
(Approved b3' AICTE & PCI, Affiliated to Osmania University)

Barkatpura, Hyderabad —500 027.

CERTIFICATE COURSE ON

FEEDBACK FO9M FOR D,t\”-J fSessIon-1)

1. Name of the participant : I- • M

2.Name of the institute:M w m m 'x z

ñ. Email address:
4. Iboa ›«as the content delivered by the speaker?

0 Very good

G Good
Exce]]erit

ñ. Ha\\ do you rate the session*

0 Exce\)ent.
VtQ/@OOd.

O Good.

d. Ensuring the detailed information.

,p 6. Conirolied clinical trials are essential for assessing?

a. Compound screening

N The efficacy and safety of new treatinelTt.

c. Safety and dosage.
d. New' drug Approval.

I. 6\exs trcntm nt3 tfiBt have hcci i l< lcJ iii x Iaburaio¿’ have

a. No risks whatsoever when used iii clinical trials.
b. Risk › hen used in clinical trials.

c. Efficacy and effectiveness 

lifficacy arid safety as well.

N8. Which is not the principle of GDP as per ICH?
a. !i should be initiated only if anticipated benefits justify the risk.

b. It should be scientifically sound and described in a clear and detail proiocol.

c. Its protocol must have received pnor approval from the ethics committee, 

The confidentiality ot the subjects should not be protected 8!I the time.

19. Timeline to complete all three phases of clinical trials before the licensing stage after Covid-19?

a. 12- t4 yrs

b. 9-10 yrs

6-7 Mrs

d. 2-ñ yrs

f) lntortned consent fonn ill not give infr›rmaiiOn aboui....

a. To decide whether to enroll in Clintozl trials

b. Tn explain possible benefits and risks. 
To leave the clinical trials anyime.



RBVRR Women's College of Pharmacy
(Approved by AICTE & PCI, Affiliated to Osoiania University)

Barkntpura, Hyderabad —500 027.

CERTIPICATE COURSE ON

FEEDß.4CI HORI\t FOR U.4s”-t fSession-1)

d. Ensuring the detailed information.

Email address:

Horn isas the content delivered b

Very good

Good 

Excelient
ö. Hm›doyoi+arthsesion'?

Excelent.

J Veg•good.

o GooU.

pe k

¿’ 6. Controlled clinical trials are e.ssenti*l for assessing?

a. Compound screening

l”l e efficacy and Saf*et}' of”new cfeatment.

c. Saf’etJ and dosage.

d. Ne»’ druc Approval.

“!. c trc«Mncnts tI1at ha›•e been tested in a lahorato have

8. \\'hich is nut the principle otGCP as per ICH?

a. It xllurild be initiated only ifi anticipated benefits justif}’ the risk.

h. It s|1ofiId he scientiticall¿ Sound and described in a clear and detail proiocol.

c. its protocol must have received prior approval from the ethics committee. 

The confidentialit}’ of”Ihe subjects.should not be protected All the lime.

,/9. Titncline io compiete all three phases of Clinical trials before the licensing stage afier Covid-19?

a. I*—I4}’rs

9-10 yrs
6-7 2'rs

d. 2-3 rs

10. lizfonsied conscnt fÖrm v› i| I not t;ive intormaiion about. ...

a. To decide whether to enroll in Cl inical trials

b. To explain possible benefits and risks. 

To leave the clinical trials anytime.



RBVRR Women's College of Pharmacy
(Approved by AICTE A PCI, Affiliated to Osiiiania University) 

Barkatpura, Hyderabad —500 027.

CERTIFICATE COURSE ON

FE ,DB tCK FOR.1j FOR U,4.\'-1 (Session•1)

1. Name of the participani :

address

d b t e s k r

Very good

Excellent
â. How do you rat the session?

Excellent-
O Very’good. 
D Good.

Controlled clinical trials are essential for assessing?

a. Compound screening

The efficacy nnd safer' of new treatment.

c. Safety and dosage.

¢t. New drug Approval.

@7. New treatments that have been lesied in a laboratory have

r i s k when used in clinical trials.

c. 1-2tficacy and eftéctiveness

d. Eflic8c¿ and saf"ety as well.

W8. Which is not the principle or’GCP as per ICH?

a. It should be initiated only if anticipated benefits justify the risk.
b. It should be scientificallysound and described in a clear and detail protocol.

c. Its protocol must hRVe received prior approval from the ethics comminee. 

The confidentiality of the subjects should not be protected all the time.

‘1.1”inlclinc to complete all three pl nses oI“clinical trials betore the licensing stage after Covid-I 9?

a. I?—J4 j'rs

b. 10 vrs
. 6-7 yrs

d. 2-3 yrs

0. 1ntormed consent form wil| not give information about....

a. To decide whether to enroll in Clinical trials

b. To explain possible benefits and risks. 

T‹i leave the clinical trials anytime.
d. Ensuring the detailed information.



RBVRR Women's College of Pharmacy
(Approved bé AICTE & PCI, Affiliatetl lo Ftsninnia 1 n'*•rvit)'}

Barkatpura, Hyderabad —500 027.

CERTIFICATE COURSE ON

FEEl3B.tCK FORM fOn Del’-i fSesaion-41

1. Name of the paniCipant

2. Nanieofihe

3 Einail addtess:
4. Ho» was the conten e ive ed b he p aker?

ery good

Hxcelieni

•‘ lloss do d’on rnte the session?

Excellent. 

Very good. 

Good.

Controlled clinical irials are essential for assessing?

Compound screening
The efficacy and safety of neu treatment.

c. Safety and dosage.

d. New drug Approval.

7. FJct› trcntmc»h, lliat Iavi !›t'ati tested Ih a laboratori have

a. No risks »'tiatsnever when used in clinical trials.
isli xs‘hen used ip clinical trials.

c. Etlicaey and effectiveness
d. EHicacv and satt•ty as sveJ1.

US. W'hic1 is not the principle ot’CiCP as per ICH?

a. It should be initiated only if'anticipaied benefits justify ihe risk.

b. It should be scientifically sound and described in a clear and detail protocol.

c. fts protocol must have received prior approval from the ethics committee.
The vonfideitiality nf the subjects should noi bè protected all the time.

9. Ti ixdline to çomp(ete atl three phases of clinical trials before \he licensing stage after Covid-t9?

a. Iz*-14yrs

b. 9-10 yrs

6-7 yrs

10. . Inforiucd content form witl not givc informalion about....

a. To d‹:cide whether lo enroll in Clinical trials
b. T‹› c. plain possible benefits and risks. 

To !e8ve the cIinicBI ria)s anytime.
d. Ensuring the detaï1eü infòrmation.

W



RBVRR Women's College of Pharmacy
(Appro› ed by A1CTE & PCI, Affiliated to Osmania University)

Barkatpura, Hyderabad —500 027.

CERTIFICATE COURSE ON

hEEUD.4CX FURkl rOR D.4 \'-J fSession-1)

1. Name of'the participant :

Name ofthc insitme:
3. Emai aJdrms: wg
J. Ho› u as rite content deliv red by ihe speaker?

Very good
0 Good
0 Excellent

5. Ho» do you rage the session?
N Excellent.

c. To leave the clinical trials anytime.

d. Ensuring the detailed information.

0 Vcr'y good.
0 Good.

6. oniroll0d clinical trials are essential for assessing?
a. Compound screening

The efficacy:and safety of ness treatment.

c. Safety and dosage.
d. New drug Approval.

„,/’/. New' treatments thai have been tested in a laboratory have

n. bio ri3l‹s u hntsocvcr w'hcn used iii cliiiicul iiinfo.

b. Risk when used in clinical trials.

c. ki licacy and elléctiveness 
Efficacy and safety as ›vel1.

Which is not the principle ofGCP as per ICH?
a. It shouid be initiated only if anlicipated benefits justify therisk.
b. It should br scienlifically sound and described in a clear and deiail protocol.

c. Its protocol must have received pi‘ior approval from theethics committed 
d . t h e confidentiality'of thesubjects shnuld not be protected all thetime.

. Timeline to complete all three phases of clinical vials before ihe llceniing stage after Covid-l9?

d. *-3 yrs

Al 0. lnfiorn1cd «onsent form x ’ill not give information about....

To decide whether to enroll in Clinical lrials
b. To explain possible benefits and rfsks.



RBVRR Women's College of Pharmacy
(Approved by AICTE & PCI, Affiliated to Osmania University) 

Barkatpura, Hyderabad —500 027.

CERTIFICATE COURSE ON

FEEDB.4C/X FOR.If FOR D.4'\ -I fSesslon-IT

1. Name ot'the parricipaol
2 Name of the
3, Email address:
4. How’ was thecontent delivered bj’ t11espeaker?

Z Very good 
God 
Excellent

.5. Hon do x'ou rate the session?

cellent.
Very yood.

Z Good,

Controlled clinical trials are essential for assessing?

a. Compound screening

A. The efficacy and safety of new treatment.

c. Safety and dosage.

d. Nev•' drug Approval.

Ness trmtments that have been tested in a laboratm have

b. Risk ishen used in clinical trials.

c. Efficacy and effectiveness 

@ Efficacy and safety as well.

N8. Which is noi the principle of’C¡CP as per ICH*

a. It should be initiated only if anticipated benefits justify lhe risk.

b. It should be scientifically sound and described in a clear and detail protocol.

c. lis protocol must have received prior approval from the ethics comminee. 

JT he conhdenliality of the subjects should not be protected a!1 the time.

H. Tiiiieline to complete all three phases of clinical trials before the licerising stage after Covid-197

2-14 yrs

b. 9-10 yrs

c. To leave the clinical trials anytime.

d. Ensuring the detailed information.

10. Informed consent form will not give informalion about. ...

To decide whether to enroll in Clinical trials

b. To explain possible benefits and risks.



O

’

To leave the clinical trials anytime.

d. Ensuring the detailed information.

RBVRR Women's College of Pharmacy °*’
(Approved by AICTE & PCI, Affiliated to Osmattia University) 

Barliatpura, Hyderabad —500 027.

CERTIFICATE COURSE ON

tF,FiHB tCK FOILSI FOR D t1’-1 fSsssion-ï l

?.. Naine

3. Fmail

4. Ho \’ \›'ns the content d iverc b} h speak r

O Very good

Good 

Exceilent
ú. Ho\\ dn s'ou rate the scssion?

Excellenf.

G Ver}’good.

O Good.

6. Controlled clinical trials are essentia] for assessing?

. Compound screening
The efficacy and safetj of nes treatment.

s•r«y and dosage.
, del› drug Approval.

7. N«› H utiit«iil» thztf hóvc been tested in a Ia6oraloig’ Ilavc

a. No risks Lvl\atsocvci who u cJ i i li ii ai h ials.

It isk ›‹’hen used in clinical irials.
o. EtJiuac¿ and ef ccti\’encss

d. Et"ficac;’ and satety as well.

8. \\’Iiich is not the principie ot“GCP as per TCH?

a. It should be ii itiat<J u il i(aiilíciPated befiufits justig’ the risc:.
b. It should be scientifically erm d and drsrrihed in s rlear and detail protocol,

c. 11s protoco! must have received prior approvai from the ethics committee. 

The confidentiality of the subjects should noi be protected all the time.

‘1. l”i JlcTinc to compleic all \hree phases or clinical irials befÒre the licensing stage afrer Covid-19?

b' 9-10}’rs

?-3Ym

(). IntòmJed consent fonn will not give information about....

a. To decide w'hetlier to enroll in Clinical trials

b. explain possible benefits and risks.

””T:w- o



the speaker?

c. To leave ihe clinical triais:anytime.
d. Ensuring thedetailed information.

RBVRR Women's College of Pharmacy
(Approved by AICTE & PCI, Affiliated to Osmonia University}

Barkatpura, Hyderabad —500 027.

CERTIFICATE COURSE ON

FEEDBACK FOR8I FOR D,tY-I fSession-4)

1. Name of the participant :
2 Name ofihe inslitute:
3. Email address: -
1. How was the co tent deliver

Very good
G Good

Excellent
s. Her do you rate the session?

0 Excellent.
Vapgpod.

0 Gocd.

Conlrolled clinical trials are essential for assessing?
a. Compound screening

The efficacy and safeiy of new treatment.
c. Safety and dosage.
d. New drug Appioval.

7. best treatments that have been tested in a laboratory have

c. EtTicacy and effectiveness
Efficacy and safety as well.

8. Which is not the principle of GCP as per HH?
a. It should be initiated only if anticipated benefits justify the risk.
b. lt should be.scientifically sound and described in a clear and detail protocol.
c. Its protocol must have received prior approvalfrom theethicscommittee. 

The contideniiality of thesubjects should not be protected all the time.

. Timelinc \o complete all \hrw phase of clinical trials before the licensing stago after Covid-t9?

I I2-14 yrs

10. ItlForme4 content form will not give infonnation about....

To decide «’hether toenro(I in Clinical trials
b. To explain possible benefits and risks.



RBVRR Women's Cokege of Pharmacy
(Approved by AICTE & PCI, Affiliated to Oxmsnia University) 

Barkatpnra, Hyderabad - 500 027.

CERTIFICATE COURSE ON

FEEDBACK FOR4f FOR I3.41”-I (Session-1)

1, frame of the participant :

2. Name of the ins
3. Email address:

4. How was the content delivered spya he
Q Very good
@ Good
O Excellent

5. How' do you rate the session?

U Excellent.

O Very good.
€I Good.

. Controlled clinical trials are essential for assessing?
a. Compound screening

N The efficacy and safety of new treatment.

c. Safety and dosage.
d. New drug A pproval.

7'7. New treatments that have been tested in a laboratory have

b. Risk when used in clinical trials.

. Efficac} and eftbctiveness

1. Efficac}’ and saféty as \ve]I.

g. which is nor the principle of GCP as per ICH?

a. It should be initiated only if anticipated @nefits justify the risk.
b. It should be scientifically sound and described in a clear and detail protocol.
C. Its prOtOCDl lTltiSt have received prior approVal from the ethics committee.

The confidentiality of the subjects should not be protected all the time.

9. Timeline to complete all three phases at clinical trials before the licensing stage after Covid-19?

a. I 2-14 yrs

b. 9-l0ym

. fi-7 yrs 

d.- 2-3 yrs

0. lnfonned consent form wi!l not give information about....

To decide u'helher to enroll in Clinical jri8ls

b. To explain possible benefits and risks. 

To leave the clinicBl trials anvtiine.

d. Ensuring the detailed information.



RBVRR Women's College of Pharmacy
(Approved by AICTE & PCI, Affiliated to Osmania Uoiversity) 

Barkstpurs, Hjderabad -500 027.

CERTIFICATE COURSE ON

FEEDB.‹c“c r'oR›‹ FOR OBI”-i fSession-1)

I. Name o£the participant : »

ż. Name ofthe Jnstitute: • . . . •
3. Email address: M “
4. How › ’as the content delivered by the speaker2

Ver; good
Good
Excellent

. FIo du you rate the sesgion?
Excellent.
Very good.

Z Good.

Controlled clinical trials are essential for assessing7
a. Compound screening
b. the efficacy and safety of view treatment.

Safety and dosage.
d. New drug Approval.

. New trcatnaents that have been tested in a lal›oratoy' have

c, E.fficąc¿ and e&eEtiveness
d. Efficacy and sBfety as ›vetł.

g z hich is not the principle ofGCP as per ICH?
a. 11should be initiated only if anticipated benefits justify the risk.
b. It should bescientifically soundanddescribed in a ctear and detail prmocol.
c. 11s protocol inust have ieceived prior approval frnm the ethics cornminee.

The confidentiality of the subjects should not be protected all tłu time.

J9. Timeline to complete all three phase3 Of clinical trials before the licensing stage after Covid-19*

“I2-14 ‘rs
b. 9-10 yrs

d. *-3 yrs

1. Infarrned cousent torm will nas give information about....

To decide whether to enroll inClinical trials
b. To e.xpiain possible benefits and risks.
c. Fo leax'e the clinical trials anytime.
d. Ensuring thedeiailed information.



RBVRR Women's Cohege of Pharmacy
(Approved by AICTE & PCI, Affiliated to Osmania University) 

Barkatpurs, Hyderabad —500 027.

CERTIFICATE COURS ON PHARMACOVIGILANCE

2. Name of the

3. Email'address:

4. How was ihe ct b the Mr?(Ms.Uma Priya)t d [iver

Very good

I Very good.
O GB

6. Solicited reports among the Zollo ing

c l i n i c a l trails. ,

b. Literature reports.

c. Spontaneous reports.

7 . \ f IW\ g - t to is accepted standard fcr expedited AF reporting

8. SAE ieporis will be recieved from 

s o l i c i t e d source

b. Unsolicited source

c. Contractual Agreements

d. All the above.

9. is responsible for regulatory reponing.

lfi. An tinto and occurrence for which there is adequate evidence of an associatinn with ltte

m.ediciiial product of interest s cB[ied

Identifiable ris

b. Possible risk

c. lmportant risk

d. Potential risk

K



RBVRR Women's College of Pharmacy
(Approved by AICTE & PCI, Affiliated to Osrriania University) 

Bnrkatpurn, Hyderabad —500027.

CERTIFICATE C O U R S E O N P HAR MACO V I GI LAN CE

t E t . EiB 1 t ’ K FORMI FOR DA ¥’-3

1. Name of the participant :
’. Pa nic u f i he institute: V

3. 1?tnaiI address: •

Good

ñ. Ho\\' do you rate the session?
W Excellent.

Good.
G. St›licit J rcports among the follo\\'’ing

b. Literature reports.

c. Spontaneous repo .

7. @ ,/ I'onn is ccpied stan‹1ard for expedited AE reporting

8. S . IE reports \\iII be recie ’ed from

Solicited source

b. Unsolicited source

c. Contractual Agreements

d. All the above.

Ĵ. is responsible for regulator’ reporting.

0. An unto\Yard occurrence for hich there is adequate evidence of an association with the

medicinal product o interest is cal led

b. Possible risii

d. Po+entia risk



RBVRR Women's College of Pharmacy
(Approved by AICTE & PCI, Affiliated to Osmania University)

R»r stniirn. Hxdembad —6hb027.
CERTiricxTr cOUeSE oN rIix covicwaNCE

I. Name of the panicipanl -

*. Name ufthe institute: XLB
3. Email address:
4. How was the co ent delivered y thespe$ r?(Ms.Uma Priya)

Very good

N o a
Excellent

3. How do you rate the session?
Excellent.

C Vety good.

Good.

6. Solicited reports among the following

Clinical mails.

b. Literature reports.

c. Spontaneous reports.

d. Intemet raporis.

7. liirm is ccepted standard for expedited AE reporting

8. SAE reports mill be relieved from

Solicited source

h. Unsolicited source

u. Contractual Agreements

d. All the above.

9. IQ i esponsible for regulatory reporting

10. An untoward occurrence for which there is adequate evidence of an association with the

medicinal product of interest called 

identifiable risk

b. Possible risk

c. I‹uportant risk

d. Potential risk

K



RBVRR Women's Cokege of Pharmacy •g
(Approved by AICTE & PCI, Affiliated to Osmania University) 

Barkatpura, Hyderabad —500 027.

CERTIFICATE COURSE ON PHARMACOVIGILANCE

I. Name ofltlJe pnrticipani

2. Natnc ot”tIle institute:

3. Email address:

4. How n!as the come e e ed b3 pe er?(Ms.Uma Priya)
Ver}' yood 

Gocd 

Excellent

. He› Ju ;’ou rate the scs ion ‘2

0 Excellent.

Very good.

Z Good.

6. Soliciied reports anions th oivins

Clinical trails.

b. Literature reports.

c. Spontaneous reports.

7. €1 fffT)--€ I form is accept rd for expedited AE reporting

d. SAE reports will be recieved from

a. Solicited source

b. Unsolicited source

c. Contractual Agree nts

.DII the abov .

9. s responsible for regulatory reporting.

10. An untoward occurrence for ivhich there is adequate evidence of Rfl ilSSOCiation with the

medicinal product of’ interest is c ed

. identifiable risk

b. Possible risk

c. linponant risk

d. Potential risk

f#



RBVRR Women's Cokege of Pharmacy
(Approved by AICTE & PCI, AfRIiated to Osmania University) 

Barkatpura, Hyderabad —500 027.

CERTIPICATE COURSE ON PHARMACOVIGILANCE

1. Ne er ‹he participan
2. Name of the instituée:

4. How T'as the content delivered by the spoa er?(Ms.Uma Priya)

Vert good 

Good 
Excellent

5. How do you rate the session?

Excellent.

U Ver}' oo

O Good.
6. Solicited reports among the following

Clinical trails.

b. Literature repom.

c. Spontaneous reports.

d. Potential risk

d. Interuei repnns.

7. Ç 10 lY) 1 form is accepted stand

8. SAE reports +il1 he recieved from H

pedited AE reporting

a. SOïiCitgü SOUFCC

b. Unsolicited source

c. Contractuai Agreements

All the above.

for regulatory reporting.

10. An untoward occurrence for which there is ade ate evidence of an association with the

medicinal produci of interest is cal!ed

Identifiable risk

b. Possible tisk

c. Important risk



RBVRR Women's College of Pharmacy
(Approved by AICTE & PCI, Affiliated to Osinania University} 

Barkatpura, Hyderabad —500 027.

CERTIFICATE COURSE ON PHARMACOVIGILANCE

FERDB aCK FOR¥l FOR DAY-3

I. Name oftfie participam :
2. Name of lhe iristitute: M
3. Einail address:
4. How was thecontent delivered by the spe er?( s.Uma Priya)

Veq good
Good

ń. H‹J • du }’ou r the session'*
Excellent.

E Very gooci.
Good.

ó. Sulicited reports among ihe £alIo\ving

a. Clinical trails.

L teratiire reports.

c. Spontaneous reports.

d. inicrnct rcports.

(,J form is a epted standard tor expedited AE reporting

8. SAE reports will be nieved from

a. Solicited sotirce

b. Unsoiicited source

c. Coritrąctual Agreenze

he above.

9. responsible for regulatory reponing.

10. An utitoward occurrence for which there is adequate evidence of an association with the

mcdicinal product of interest is called

a. ldenlifiable risk

b. Possible risk

c. lmportant risl

d. Potential risk



RBVRR Women's College of Pharmacy
(Approved by AICTE & PCI, Affiliated to Osoiania University) 

Barkatpura, Hyderabad —500 027.

CERTIFICATE CODRSE ON PHARMACOVIGILANCE

FEEDB.4CI¢ FOR.II FOR D.II'-J

c. Important risk

d. Potential risk

PIU M
WYW

Wb«n v n I r

1. Name of the participant :
2. Name of the institute:
3. Email address:

4. How' was the content delivered by the speaker†( s.Uma Priya) 
c< Very good

Good
Excellent

5. How' do you rate the session?
ExceIleni.

0 Very good.
a Good.

6. Solicited reports among the following

a. Clinical trails.

Literature reports.

«. Spontaneous reports.

d, lntemel reports.

Q 2 form is accepted stnndard for c.xpcditcd AE reporting7.

8. SAE reports will be recieved from

. a. Solicited scurce

b. Unsolicited source

c. Contractual Agree ents

DII the abuve.

9. is responsible for regulatory reporting.

10. An untoward occurrence for which there is adequate evidence of an association with the

medicinal product of interest is led

i d e n t i f i a b l e risk

b. Possible risk



RBVRR Women's College of Pharmacy

S
CERTIFICATE COURSE ON PHARMACOVIGILANCE

FEEDB.tCK FORSf FOR D.4h'-3

I. Ntime of the participani : ”

2, Name of the instiiute:
3. Email address: '
4. How was the content delivered y the pe er?(Ms.Uma Priya)

Rd Very good
M Good
O Excellent

3. Hon do you rate the session*
O Excellent.

Very good.

E GOUd.

d. Solicited reports among the follov'ing

. Clinical trails.

b. Literature reports.

c. Spontaneous re orfs.

d. Internet reports.

7. // @ form is accepted standard for expedited AE reporting

8. SAE i'eports vill be recieved trom 

Solicited source

c. Contractual Am cements

d. All the above.

9. s responsible for reyulatoy’ reporting.

10. .In untoward occurrence for which there is adequate evidence of an association with the

medicinal product of int.erest is ed

Identifiable ris -

b. Possible

c Important risk

1. Potential risk



RBVRR Women's College of Pharmacy
(Approved by AICTE & PCI, Affiliated to Osmania University} 

Barkatpura, Hyderabad -500 027.

CERTIFICATE COURSE ON PHARMACOVIGILANCE

FEt:LiB.xCK FOUNT FOR pA¥'’-3

1. Name of the participant :
2. Name of the institute:
S. Email address:

4. How way. the content d:elivéred by the speaker?(Ms.Uma Priya)

Very good

Good 

Excellent
. Hot do you rate the session'*

BE.xcellent.
Very good.

O Good.

6. Solicited reports among the following

ICI inical trails.

Literature reports.

c. Spontaneous reporrs.

d. lntemei reports.

is accepted standard tor expedited Ali reporting

8. SAE reports »'iil be recieved front

a. Solicited source

b. Unsolicited source

c. Contractual Agree nts

LAH the abo

9, is esponsible for regulatory reporting.

10. An untoward occurrence for which there is adequate evidence of an association with the

medicinal product of interest ir called

i d e n t i f i a b l e risk

b. Possible• risk

d. Potential risk

K



RBVRR Women's College of Pharmacy
(Approved by AICTE & PCI, Affiliated to Osniania University) 

Barkntpura, Hyderabad —000 027.

CERTIFICATE COURSE ON PIIARMACOVIGILANCE

1. Name of the participant :
2. Name of theinstitute:
3. Email address:
4. How was thecontent delivered by the sp dler?(Ms.Uma Priya)

Ver good
GO0d
Excclleiil

5. How do you rate the session?

lxce!lent.

O Good

6. Solicited reports among the following

Clinical trails.

l i t e r a t u r e repons.

c. Spontaneous reports.

d. Internet reports.

7. 5 rm pted standard for expedited AE reporting

8. SAE reports will be recieved from

a. Solicited source

b. Unsolicited source

C. Contractual Agreements

LAH the above.

t h i s r e s p o n s i b l e for regulatory reporting.

10. An tlntoixard occurrence for which there is adequate evidence of an associalion with the

medicinal product of interest is called 

Identifiable risL

b. Possible risk

d. Potential risk
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RBVRR Women's College of Pharmacy

(Approved by AICTE & PCI, Affiliated to Osmania University)

Barkatpura, Hyderabad - 500 027.
ASSESSMENT TEST

Time: 1 hi . Max Marks: 40M

Name of the Purti«iyant:

Nu me of the Institutc:

Email address:

A wer all the following questions.

. n clinical research proof of concept includes.......

a. A sment of drug/therapy.

c o m p a r i s o n of new drug to placebo or standard therapy.

c. Biostatislical analysis.

d. Testing of beneficial effects and undesirable effect. 

i c a l trial process doesn't involve........

a. Random allocation and assignment.

b. Allocation sequence.

. Actual administration of intervention to the general population.

. The active yroup.

Risk/benefit balance of medications include.....

a. Medicines are safe.

No medicine is without risk.

c. N medicine is safe.

Approve medicines nre safe.

. Pharmacovigilance is needed in every country except.....

a. Dit”ference in drug.

b. Difference in distribution and use.

c. Difference in pharmaceutical quality and composition.

10x1M= 10 M



Medication error.

5. Ich of the Iol1O\vil1g is the correct chronological order o£ADE reports journey*

Reponer Q£IV RA Dataznwy.

Data Clttry —+ QPPV Iteporter - kA.

Reporter RA.

b.

C. QPPV DBta cntry

d. Datn entry •—+ Reporter —•• QPPV —•- RA.

H harmonised TRlPAttTlTE guitlelincs include all except,..

a. Details uF knn wi advcrsc eflect,

b. Reporting

. Informing investigators and ethics committee about new safety of drugs. 

d Managing blinded therapy cases.

7 arnjo scale is the method to access

a. Clinical event and drug 

Adverse drug reaction

c. Conditional causality

d. None of the above.

8. imeline to complete all three phases of clinical trials before the licensing Stage al1«r Cnt id-

l9?

a. I2-14 yrs

b. 9-10 yrs

-7 yrs

2-3 yrs

tJSAR SShculd be reported within

da}'s

b. 15 days

c. 30 days

d. 10 days

Scanned with OKENScanner



’hamcleristics ol‘casc narrative include oll except

u. Medical 1-history.

b. Alopsy findings.

c. Use of abbrex iations and Acronyms.

olo°rnoiJon should be presented in chronological order.

Etich ‹tuustiun carries 2 h'Iurks

\. \\'\JO"s definition of PV?

?. +’alid criteria's for a« ICSR?

*. \\’hat is 'tledDRA?

4. tt'hat are Objectives of Narrative writing?

S. \\'rite about Countr'v specific ADR forms.

b. \Vrite about modules of CTD Cycle

7. Dift”erent sources of SAE reports

8. \I'riie about Challenge, de challenge and Re-challenge.

9. U"hat is spontaneous reporting?

10.\t'hat includes in a triage

Each question carrie» 5 Marks

I0x2M= 20 M

2x5M= 10 M

1I . \Vho can rcyort the adverse cvents and significance of the reporter in life cycle saléty of 

me4icinLs and ensuring public health

12. Uctinz Causality and what arc tlic factors/parameters involved in assessment of the

Causality.
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RBVRR Women's College of Pharmacy

yyrv›!eâ b3 AICTE & PCI, Affiliated to OsmanÎa University’)

Barkatpura, Hyd0fiabad —o00 027.

ASSESSMENT TEST

Time:lhr.

l n m e uf th0 Particip2nl: 

hame ul the Institute: 

Emuil address:

Ariègeer all the follois ing questions.

Comparison ofnetv drug to placebo or standard therapj .

c. Biostatistical anaI}'sis.

d. Testing of beneficial effects and undesirable efTect.

d.

b. Allocation sequence.

Actual administration of intervention to the general population.

active group.

balance of medications include.....

a. Medicines are safe.

o medicine is without risk.‘ i

c. No medicine is safe.

prove medicines are sale.

harmacovigilance is needed in ever›’ county’ except.....

a. DitTerence in drug.

b. DifTerence in distribution and use.

C. Di!T Fgfjc ' iFl pharmaceutical q«•lit}’and composition.

”...”.;. .-

10r1.81= 10 hI

• Scanned with OKEN Scanner



NJedicaiion error.

3. ich ct the fol)o ving is the correct chrnnnIogic‹tI g{Jcr ul”ADE rcp +S J•* *• *

M. Reporter QPPV RA inta cull'.

b. Data ents’ QPPV - Reporter RA.

c QPPV Datzunry —•Ruporttr

d. f3ote cnfry Repnncr QPPV

Rd.

hA.

II harmonised TRIPS\RT(TE ,uid••lincs include :‹Il uxccpt...

a. Details of kno»s ad ’erse cfTcct.

b. Reporting time frames.

c. lnformin3 investigators and ethics committee about newsafety of drugs.

d. blinded therapy cases.

7 amjo scale is the method to access

a. Clinical e ’ent and drug 

Id 'erse drug reaction

c. Conditional causality

d. 'done of the above.

g imeline to complete all three phases of clinical trials before the licensing stage after Co›’id-

FUS R”s should tic reporird wiihin

a 7 days

. G I S days

c. 30days

d. 10days
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*“!** *! I case narrative include all Lxcept

b. Atupsy Fiodinys.

Use ot’ abbreviations and acronyms.

d. ln£crni»tion should be presented in chronological order.

Each question carries 2 Mnrks

I ›’ WHO's definition of PV?

2.’ Valid criteria's for an lCSR?

3• \\'hat is MedDRA?

4.” 4'hat are Objectives of Narrative n rising?

S. Write about Country specific ADR /orms.

6: \Vrite about modules of CTD Cycle

7. • Different sources of SAE reports

8. \Vrite about Challenge, de challenge and Re-challenge.

9. « V'liat is spontaneous reporting?

10. What includes in a triage

Each question carries 5 Marks 2i5A€=10M

11. Who can report the adverse events anJ significance of lhe reporter in life cycle sa(eiy of’ 

medicines and ensuring public health

12.Delinc Causality and what sre the factors/parameters involved in assessmentof the 

Causality.

10.x2M= 20 iYl

: Scanned with OKEN Scanner



› Scanned with OXENScanner



Scanned withOKENScanner



œ”

fO '

› Scanned with OXENScanner



: Scanned with OKENScanner



RBVRR Women's College of Pharmacy

(Approved by AICTE & PCI, Affiliated to Oxmania University)
Barkatpura, Hyderabad - 500 027.

ASSESSM NT TEST

Time: t hr. й4ах Starks: 40M

hsnte of tht Pnrticiynnt: HAReA- A3t3RlTHA

Nume oftlie institute: RgveR uot«tEr‹se coLLбДE Dr PHRI2/'Dд+\

Eniail address:

*\nsiver all the following questions.

nical reseatch proof of concept includes.......

a. Assessment of drug/therapy.

b. Comparison of new drug to placebo or standard therapy.

c. Biostatistical analysis.

Testing of beneficial effects and undesirable e f f e c t s

h. Allocation sequence.

Actutil administration of intervention to the general populationv

d. The active grou

No medicine is without risk

с. No medicine is safe.’

d. Approvemedicincs are safe.

is needcd in ever›’ «•tiПtry cxccpt.....

Differencein drug.

Ь. DiFerenceinШstdbutionandse.

а DiSirehccinphanлaceuticalqualit Дndc0mposidon.

'*.s .:*-'.'..

l0xlM= 10 М



d. / Icdicatini› error.

hich of the

Rcporiet

b.

QPPV

QPPV—• Rep rtcrDa‹a«ie'

d. Data cms —+ Reporter

6. harmonised TRIPARTITE guidelines 

Derails of known adverse effect.

b, 9-10 j rs

II-7 yrs

d. “ yrs

s should be reponed i'ithin

7 days

c. 30 daysy

d. 10 days ”
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cterisiiCsof case narrative include all except

b.

d.

Atopsy Findings.

Use of abbreviations and acronyms.S

Information should be presented in chronological orders

E.ich question carries 2 Marks

HO's definition of PV?

Valid criteria's for an ICSR? 

What is MedDRA?

What are Objectives of Narrative writing?

5. \Vrite about Country specific ADR forms.

b. M'rite about modules of CTD Cycle

7. Different sources of SAE reports

8 ’Write about Challenge, de challenge and Re-challenge.

9. \Vliat is spontaneous reporting?

10. What includes in a triage

Each question carries S Marks 2x5M= 10 M

11. Who can report the adverse events and significance of the reporter in life cycle

safety of medicines and ensuring public health

12, Define Causa)ity and what are ihe factors/parametersinvolved in assessment of the 

Causality.

I0x2M- 20 M
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RBVRR Women's College of Pharmacy

(Approved by AICTE & PCI, liated to OsmaniaUniversity)

3”ime: 1 hr.

Barkatpura, Hyderabad - 500 027.
ASSESSMENT TEST

Name of the Participant: yJ2p

N*m• or the i»siii•e: pc yr f ›P

Answer all the following questions.

In clinical research proofof concept includes.......

a. Assessment of drug/therapy.

b. Comparison of new drug to placebo or standard therapy. 

iostatistical analysis.

d u s t i n g of beneficial el'fects and undesirable effect.

inical trial piocess docsn”t involve........

n. Random allocation mid assignment.

b. Allocation sequence.

Actual administration of intervention to the general population.

d. The active group.

b 1

edi ine e

le on clud 

dicati s ine

No medicine is without risk.

c. No medicine is safe.

d. rove medicines are safe.

3. iarmacos'igilance is needed in every country except.....

a. Difference in drug.

fference in distribution and use.

c. Differencein pharmaceutical quality and composition.

Max Marks: 40M



Medication error.
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5. Whi of the following is thecorrect chronological orderof ADE wpo«SJ-••••-

QPPV 

QPPV

RA

Reporier

Reporter

Oata entry’.

RA.

RA.

Reporter

b. Data entry

c.

d.

QPPV •••- Data entry

Data entry Reporter - QPPV RA.

CH harmonised TRIPARTITE guidelines include all excepi...

a. Details of known adverse elTect.

b. Reporting time frames.

c. lnforminginvestigstorsmndethicscommittoe2boutnts’safet)ofdrugs. 

Manugingblindedtheapycvs.

7 amjoscaeislhz mzthodto access

a. CWnca|eventaud dog

Adverse drug reaction

e. Conditional causality

d. one of tho above.

!yy]eline tO Co{y}plete all thrCe phQsQS of clinical trials c/o£c th* lic2nsin/ stutt* Qttfi£ /*U*'›/

19?

a. 12-14 yrs

b. 9-10 yrs

6-7 yrs

d. 2-3 yrs

SUSAR s should be reported is'ithin

a. 7 days

15 days

c. 30 days

d. 10 days
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d.

se of’ nbbreviations hud ocFOfi1’rnS-

lnti›r+•iio»sliouldbe presentedin chronological order.

Each que.ation carries 2 Mnrks

„r. \VHO"sdetinition of PV?

J. I*alid criteria's tor an ICSk?

. fi'hai is RledDRA?

„4.

5.

chat are Objectivesof Narrative whiting? 

V'rite about Countryspecific ADR fOJTfl5 

h'rite about modules ot" CTD Cycle

Different s0urces of SAE reports

ñ'rite about Challenge, de challengeand Re-challenge.

What is spontaneousreporting?

i0. What includes in a triage

l0x2M= 20 M

2x5M= 10 M
Each question cnrries S M8*

t t. Who can report the adverseevents and significance ofthe reporter in life cyc1e safetyoù 

medicines and ensuring public health

d W i2 hC'. f C Shitl ilF t â lor /p°'•"'° 't2. Define Causality an

Causality.

te S involved in ossessmant orthe
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RBVRR Women's College of Pharmacy
(Approved by AICTE & PCI, Affiliated to Osmania University)

Barkatpura, Hyderabad - 500 027,
ASSESSMENT TEST

Tiiiie: 1 hr.

Numc of the Participant:

h:tn›e t›f the Institute: RRVRR ka¢P

Email u4dress: -

weroil the folio» ing questions.

l clinical research proof of concept includes.,.....

a. Assessment of drug/therapy.

. Comparison of new drtig to placebo or slandard therapy.

c. Biostatistical analysis.

d. Testing of beneficial effects and undesirable effect.

d.

b. Allocation sequence.

Actual administration of intervention to the general population.

e active group.

k/bencfit balance of medications iNclfide.....

a. Medicines are safe.

No medicine is avid out risk.

c. No riiedicine is safe.

d, Approve medicines ares8fu.

4. harniacovigilance is needed in every country except.....

o. Difference in drug.

-Q. Difference in distribution and use.

Difference in phaimncetitical quitlity and composition.
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d. Mcc!ication error.

lticl› ofthc (ollowing is the COrrcct chronoloyiCâl order où ADE repons journcj’J

Reporter RA.

a. I\epurtcr QPPV —• RA Data entr}. 

h,

c.

.

Data cntry —••+- QPPV 

QPI^V —• Data entry

ntzt entry —•+ Rcportcr

îteporter — RA.

QPPV - - RA.

6. I llarmonised TltlPAXTlTE guidclines include all cxceyt...

-.Dctails er knowx advcrsc clTcct.

b. IcportilJg time trames.

I tfcrming iizvqstigntrirs and ctliics cnmi zitfcc ahortt nc \ salut} ‹ t“air i¿ï.

d. Managing blindcd ti crapy cas'cs.

arii)0 sctiIc is lIJc mcthnd to access

a. C\inicul cvcyl and druy

h. Aclvci'sc Jrtib rc«ction 

c.“ ConJitic›nnl caiisxlity 

rl. Nnnc ol“the ahovc.

Ț'țtjjg|mC ttJ cc\țrtțjltttc pll t h r « pțJascS cl"cIiniCztl £ricl5 the liccilsillg state :\tÎtr L"ciî id-

l2-14 yrs

b. 9-10 jrs

SUSA should be rcportcd within

a Y days

c 30dgs

d. |0ô«y«
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1 h‹aractc•risiics ofctls0 linrrhtive iiic]tide illl ext:cpt

E:›ch questioit «arriex 2 t4lcrks

1. \\"HO’s definition of PV? .

2. I'nlid criteria's for an ICSR?•

3.

4.

5.

6.

7.

Z.

9.

\\’hat is ‹XledDRA? .

l'hat are Objectives orNarrative writing? •

\l‘rite aboui Country specific ADR forms.

\\’rite about modules of CTD Cycle •

Oift”erent sources of SAE reports .

\Vrite about Challenge, de challenge and Re-challenge.

\\’hai is spontaneous reporting? .

10. H”hat includes in a triage

Each question carries 5 Marks

l0x2M= 20 M

2x5M= 10 M

I I . \\’hu céf} FC|3Urt thc adverse eventsand siynlficnnce of the reporter in life cycle safety of 

medicines anJ ensuring public hcdltl\ ‹

12. Uclinc C:iusality onJ U'bgf iJFe the tttcfurs/p:ii'ametcrsinvolved in assessment oaths

CauSnlity.
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PV Certificate Course Summary

Title: Certificate Course in Pharmacovigilance

Organizer: RBVRR Women's College of Pharmacy in association with ClinoSol Research 

Private Limited .

No. of registered participants: 65

Day 1

Speaker: Mr. CS Mujeeb, CEO, ClinoSol Research Pvt Ltd.

Clinical research and pharmacovigilance are integral in ensuring the safety and effectiveness of

medical interventions. The historical context highlights the evolution of these fields, and current

practices emphasize collaboration, early detection, and effective risk communication. Adverse

drug reactions are diverse, and their detection and reporting involve various methods, including

sophisticated IT systems. The collection, validation, and timely reporting of adverse events are

essential components of a robust pharmacovigilance system.

Day 2

Speaker: Ms. Uma Priya, Director, ClinoSol Research Pvt Ltd.

Signal detection is a critical component of pharmacovigilance, involving the systematic

identification and evaluation of potential safety concerns. The process includes qualitative and

quantitative methods, utilizing diverse data sources such as spontaneous reports, clinical trials,

literature, electronic health records, social media, and databases. The signal management process

flow ensures a systematic approach to validating, confirming, and addressing signals, with an

emphasis on risk assessment, communication, and documentation. Effective signal detection and

management contribute to maintaining the safety profile of pharmaceutical products throughout

their lifecycle.



Day 3

Speaker: Ms. Uma Priya, Director, ClinoSol Research Pvt Ltd.

The Pharmacovigilance lifecycle involves rigorous processes from pre-marketing safety

assessments to post-marketing surveillance. Emphasis on signal detection, risk management, and

regulatory reporting ensures the continuous monitoring of drug safety. The integration of

comprehensive safety assessments, robust risk management plans, and collaborative efforts with

healthcare professionals and regulatory agencies contribute to maintaining a favorable benefit-

risk profile throughout the entire lifecycle. Continuous improvement and global harmonization

further enhance the effectiveness of pharmacovigilance in safeguarding public health.

Day 4

Speaker: Dr. Rathan Kumar Moka,Sr Medical writer, IQVIA.

Medical writing involves the creation of various scientific and regulatory documents. The

collection of reports in pharmacovigilance encompasses diverse types of reports, validated for

accuracy and completeness within specific time frames. A narrative is a brief summary of the

adverse events experienced by the patients during a clinical trial of a drug. It is submitted along

with the clinical study report to establish any causal relationship between the events experienced

by the patient and the drug under investigation. This also helps in establishing the drug safety

profile. Narrative writing is a crucial aspect where detailed clinical stories, adhering to

standardized language and regulatory guidelines, are developed to provide a comprehensive

account of adverse events. These narratives, subject to medical review, contribute to safety

reports submitted for regulatory compliance.

Day 5

Speaker: Mr. CS Mujeeb, Founder, Clinosol Pvt Ltd.



Causality assessment is a systematic and structured process used in pharmacovigilance to

evaluate the likelihood and strength of the relationship between a drug and an adverse event.

Various methods and tools, each with its strengths and limitations, are employed to

systematically evaluate the evidence supporting or refuting a causal association. The process

requires careful consideration of temporal relationships, biological plausibility, and the exclusion

of alternative explanations. Despite challenges, causality assessments contribute valuable

information to the overall understanding of drug safety profiles and inform regulatory decisions

and risk management strategies.

Day 6

Morning Session

Speaker: Dr. Mohammed Sibgatullah,Director Medical affairs , ORCIMED Life sciences

Pharmacovigilance operates at both national and international levels, with each country

establishing its system for monitoring drug safety, reporting adverse reactions, and enforcing

regulations through regulatory authorities. National efforts involve collaboration between

healthcare providers, regulators, and the pharmaceutical industry, emphasizing risk

communication and guideline development. Internationally, organizations like the World Health

Organization (WHO) and the International Council for Harmonisation (ICH) play key roles in

standardizing practices and facilitating global collaboration. The exchange of safety information,

standardized terminologies, and harmonized guidelines contribute to a cohesive approach in

ensuring drug safety on a global scale.

Afternoon session (Day 8)

Speaker: Hemanth Kumar, Safety system Configuration Manager, GSK

Pharmacovigilance software plays a crucial role in managing and analyzing safety data

efficiently. Various software solutions are available, and some popular pharmacovigilance

software includes Oracle Argus Safety, Aris Global's Life Sphere, and Veeva Vault Safety.



These platforms offer functionalities for case management, signal detection, regulatory reporting,

and overall safety surveillance. They help streamline pharmacovigilance workflows, ensuring

compliance with regulatory requirements and facilitating the timely detection of safety signals.

These software solutions contribute to the effective and systematic management of safety

information throughout the product lifecycle. Oracle Argus Safety system, the case processing

workflow involves data import, case assessment, safety data management, and signal detection.

Automated workflows streamline routine tasks, and the system facilitates expedited and periodic

regulatory reporting.

Day 7

Speaker: Mr. CS Mujeeb, Founder, Clinosol Pvt Ltd.

Narrative writing within the context of pharmacovigilance education involves the strategic

utilization of case studies and simulations to bridge the gap between theoretical knowledge and

practical application. In designing a program aimed at enhancing participants' understanding of

drug safety monitoring, an effective approach was adopted, offering an engaging learning

experience. By immersing participants in real-world scenarios through case studies and

simulations, the program facilitated the application of theoretical concepts to practical

challenges, thereby fostering a comprehensive and actionable understanding of drug safety

monitoring principles.

Day 9

Speaker: Mr. CS Mujeeb, Founder, Clinosol Pvt Ltd.

Expedited reporting is an immediate reporting of serious and unexpected adverse reactions to

regulatory authorities. It is a cornerstone of pharmacovigilance, facilitating the early detection

and management of potential safety issues, thereby safeguarding patient health and contributing

to the ongoing evaluation of a drug's benefit-risk profile. Understanding the diverse sources of

cases, reporting time frames, and standards for expedited reports is crucial in maintaining an

effective pharmacovigilance system. Timely and accurate reporting from healthcare



professionals, patients, clinical trials, and post-marketing studies, along with adherence to

regulatory standards, ensures the continuous monitoring and evaluation of drug safety throughout

its lifecycle.

The mock interview session enhanced interview skills and performance, boosted confidence, and

increased the chances of success in real job interviews.

Day 10

Speaker 1 : Mitesh Reddy, Consultant , Training strategies at Clinosol Reserach Pvt Ltd.

Medical coding in pharmacovigilance enhances the efficiency and reliability of safety data

analysis, contributing to the overall understanding of drug safety profiles and supporting

regulatory compliance throughout a product's lifecycle. Medical Dictionary for Regulatory

Activities (MedDRA) is a standardized medical terminology used internationally for classifying

and coding adverse event information associated with medical products, including

pharmaceuticals. It provides a common language for the accurate and consistent exchange of

regulatory information. Standardised MedDRA Queries (SMQs) are predefined sets of MedDRA

terms grouped together based on specific medical conditions or areas of interest. SMQs facilitate

standardized and systematic analysis of safety data, enabling efficient identification and

assessment of potential safety concerns during pharmacovigilance activities.

Speaker 2: Dr. Sridhar Y, , Associate Vice President of CDMA Hetero

A career in pharmacovigilance involves ensuring the safety of pharmaceutical products

throughout their lifecycle, from development and clinical trials to post-marketing surveillance.

Pharmacovigilance specialists collaborate with regulatory authorities, healthcare professionals,

and pharmaceutical companies to ensure compliance with safety regulations and contribute to the

continuous improvement of drug safety profiles. This field offers diverse career paths, including

roles in drug safety monitoring, regulatory affairs, and quality assurance within pharmaceutical

companies, contract research organizations (CROs), and regulatory agencies. A strong



background in life sciences, pharmacy, or related fields, along with attention to detail and 

analytical skills, is essential for a successful career in pharmacovigilance.
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COURSE BENEFITS 
 

Learn about principles of green chemistry 
 

Gain hands on training on microwave synthesizer 
 

Learn about design of nano-catalysts and significance of phase transfer catalysts and 

Biocatalysts in drug discovery. 
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ABOUT RBVRR WOMEN’S COLLEGE OF PHARMACY: 

 
RBVRR Women's College of Pharmacy, founded in the year 2006, operates 

successfully under Hyderabad Mahila Vidhya Sangam, guided by the visionary 

leadership of its Founder Principal, Prof. M. Sumakanth, with a core mission of 

offering education to young women. The college has spacious classrooms, well- 

equipped laboratories with the latest equipment, and well-furnished seminar hall, 

conference room and library with a good number of the latest editions of both 

textbooks and reference books. 

The college is offering the following courses: 

1. B.Pharmacy (100seats) 

2. Pharm.D (32 ) 

3. M.Pharmacy (Pharma.Chemistry,Pharmaceutics,Pharm.Analysis and Pharmacology). 
 

 

VISION 

 
To be a National Women Pharmacy Professional leader in transforming lives through 

innovative, vigorous and compassionate approach to Pharma education. 

 
MISSION 

 

RBVRRWCP preparing and empowering girl students by providing continuous awareness 

programmes to succeed in changing world apart from regular curriculum 
 

 

 

OBJECTIVES 
 

To familiarize with green chemistry. 

To learn about green reagents, green solvents, green catalysts and 

reaction conditions. 

To know about greener technologies and alternative energy sources. 

To learn about renewable resources and greenhouse effect. 

To know the importance of catalysis in green synthesis. 

To know various techniques in green chemistry based on current needs. 

To learn the various green techniques and the technology behind them. 



Value added course 

 
Course: Green Chemistry in Drug Discovery 

 
Code: APCCC001 Credits: 4 Total No. of Hours: 30 

CERTIFICATE COURSE ON GREEN CHEMISTRY IN DRUG DISCOVERY 
 

 
 
 
 
 
 
 
 
 
 
 

 
 
 

The aim of conducting this certificate course is to raise awareness on the role of 

green chemistry in drug design and development. The Course is focusing on basic 

principles of green chemistry, designing, alternate energy sources, catalysis in 

green synthesis and current updates in Green chemistry. 
 

 
 

UNIT I: PRINCIPLES AND CONCEPTS OF GREEN CHEMISTRY 5 HOURS 

Introduction, principles of green chemistry, sustainable development and green 

chemistry. Atom economic reactions- rearrangement and addition reactions. 

Atom un-economic reactions- substitution, elimination reactions. 

 
UNIT II: DESIGNING A GREEN SYNTHESIS 8 HOURS 

Role of green synthesis in drug discovery 

Green discoveries; greener reagents, role of green catalysts in organic synthesis, 

Sustainable synthesis of pharmaceuticals. 

Development of Photo enzymatic Strategies for Selective Organic Synthesis—Focus on 

Advantages and Challenges 

UNIT -III: GREENER TECHNOLOGIES AND ALTERNATIVE ENERGY SOURCES 8 HOURS 

Chemistry using Microwaves: Microwave heating and microwave-assisted reactions- 

reactions in water, reactions in organic solvents, solvent free reactions. 

Sonochemistry & Electrochemical synthesis with examples. 

 
UNIT IV: RENEWABLE RESOURCES AND GREENHOUSE EFFECT 8 HOURS 

Biomass as a renewable resource: Fossil fuels, biomass, solar power, fuel cells and other 

forms of renewable energy. Chemicals and polymers from renewable feedstock. 

Greenhouse effect and Global Warming – Introduction - How the greenhouse effect is 

produced - Major sources of greenhouse gasses - Emissions of CO2 - Impact of 

greenhouse effect on global climate. Control and remedial measures of greenhouse 

effect. Global warming- A serious threat to life on earth. 

 
UNIT V: CATALYSIS IN GREEN SYNTHESIS. 7 HOURS 

The design of Nano-catalysts for energy and environmental applications. 

Phase Transfer Catalysts: Introduction, mechanism of catalytic action, type of catalysts 

and its advantages, Application of Phase transfer catalysis in green synthesis. 

Biocatalysts: Introduction, Biochemical oxidations and reductions. 

Value added course 

Course: Green Chemistry in Drug Discovery 

Code: GCDCC005                                    Credits: 4                         Total No. of Hours: 36hrs  

 



PROGRAMME SCHEDULE 

DATE MORNING SESSION AFTERNOON SESSION 

10.30AM-1.00PM 2.00PM-4.30PM 

 
 
 

19/12/22 

 
10.00-10.30AM: Inaugural Session 

 
Dr. Srinivas Nanduri 
Professor, Department of 

Chemical Sciences, 

NIPER Hyderabad 

 
Dr. Bhoomi Reddy Rama Devi 

Professor & Head of the 

Department, Chemistry 

JNTUH University College of 

Engineering, Science & Technology, 

Hyderabad 

 
 

20/12/22 

 
Dr. V. Naveen Reddy 

Assistant Professor, Department 

of Chemistry, 

Nizam College, Hyderabad. 

Dr. K. Premalatha 
Assistant Professor 

Department of Chemistry, 

University College for Women, 

Osmania University 

 
 

21/12/22 

Dr. GunaSekar G.H. 
Scientist & Assistant Professor 

AcSIR, Department Of Catalysis & 

Fine Chemicals. CSIR-IICT 

Hyderabad 

 
Dr. T. Saravanan 
Assistant Professor 

School of Chemistry 

University of Hyderabad 

Hyderabad 

 

22/12/22 

Hands on Training on 

Microwave Synthesizer 

Hands on Training on 

Microwave Synthesizer 

 
 

 
23/12/22 

 
Prof. B.M. Reddy 

FNAE, FNASc, FRSC, FTASc, FAPASc 

Senior Professor Emeritus 

Department of Chemistry 

BITS Pilani, Hyderabad Campus 

Hyderabad 

Dr. Jeevana Jyothi 
HOD, Associate Professor 

RBVRR Women’s College 

Department of Chemistry & 

Forensic Science 

Barkatpura 

 

 
24/12/22 

Prof. M Thirumala Chary 

Professor of Emeritus, Chemistry 

JNTUH University College of 

Engineering , Science & 

Technology Hyderabad 

Prof. M. Sumakanth 
Principal, RBVRR Women’s College 

of Pharmacy 

Valedictory Session 



SUBJECT EXPERTS 
 
 
 
 
 
 
 
 
 

 

MR. DR. SRINIVAS NANDURI DR. BHOOMI REDDY RAMA DEVI DR.G.H.GUNASEKAR 

Professor, Department of Chemical 

Sciences, NIPER Hyderabad 
Professor & Head of the 

Department, JNTUH 

Scientist & Assistant Professor 

AcSIR, Department Of Catalysis 

& Fine Chemicals. CSIR-IICT. 

 

 

 

 

 

 

 

 

 

 

PROF. B.M. REDDY 
 

DR. T. SARAVANAN DR. V. NAVEEN REDDY 
DR. K. PREMALATHA 

Senior Professor Emeritus 

Department of Chemistry 

BITS Pilani, Hyderabad Campus 

Assistant Professor 

School of Chemistry 

University of Hyderabad 

Assistant Professor, 

Department of Chemistry, 

Nizam College. 

Assistant Professor 

Department of Chemistry 

University College for Women 
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SPEAKERS DATE & TIME 

1. Dr. A. Krishna Sailaja 

Professor & Head, Dept. of Pharmaceutics, 
RBVRR Women’s 

College of Pharmacy 

7TH April 2022 & 8TH April 2022 at 2.00 pm 

2. Dr. G. Uma Rani 

Associate Professor, Dept. of 
Pharmaceutics, RBVRR 

Women’s College of Pharmacy 

9TH April 2022 & 10TH April 2022 at 2.00 
pm 

3. Dr. K.V. Ratnamala 
Associate Professor, Dept. of 

Pharmaceutics, RBVRR 
Women’s College of Pharmacy 

11TH April 2022 & 12TH April 2022 at 2.00 
pm 

 



 
 

 

Value Added Course 

Course: Certificate course on quality by design in formulation 

development 

Code: QBD C002 Credits: 2 Total No. of Hours : 36 

 

 

This certification will provide insight into the key principles of QbD covering quality risk 

management and formal experimental design. The certification is intended as continuing 

professional development (CPD) for professionals in the pharmaceutical industry, particularly in 

production, regulatory affairs and quality functions. The certification will offer an excellent 

introduction for those less familiar with QbD and provide new ideas on how to further implement 

the QbD concept in research. The case study based approach in certification programme is 

designed for working professionals in full time employment who want to update their knowledge 

and gain required skills and attitude in the area in order to become a certified GMP professional in 

the domain. This certification is also beneficial for professionals from different streams to help 

them intensify their knowledge. This is an advanced certification having rigorous case studies 

based methodology throughout the duration. 

 

 

Objectives:- Objectives:- The Course Program in Quality by design in formulation development 

is designed to provide participants with a comprehensive understanding of the various aspects of 

QbD, such as Quallity test product performance, Critical quality attributes, Critical process 

parameters. QbD tools and studies include prior knowledge, risk assessment, mechanistic models, 

design of experiments (DoE) and data analysis, and process analytical technology (PAT). 

including patents, copyrights, trademarks, trade secrets, and Industrial Designs 

 
SYLLABUS 

 

Unit 1 Overview of QbD 8 Hours 
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Unit 2 Introduction to QTPP 8 Hours 

Quality Target Product Profile that Identifies the Critical Quality Attributes of the Drug Product 

QTPP is a prospective summary of the quality characteristics of a drug product that ideally will 

be achieved to ensure the desired quality, taking into account safety and efficacy of the drug 

product. QTPP forms the basis of design for the development of the product. Considerations for 

inclusion in the QTPP could include the following Intended use in a clinical setting, route of 

administration, dosage form, and delivery system(s)Dosage strength(s),Container closure 

system, Therapeutic moiety release or delivery and attributes affecting pharmacokinetic 

characteristics (e.g., dissolution and aerodynamic performance) appropriate to the drug product 

dosage form being developed, Drug product quality criteria (e.g., sterility, purity, stability, and 

drug release) appropriate for the intended marketed product 

 
 

 
Unit 3 QbD Methodology and its Implementation 7 Hours 

Elements of QbD, Importance of Critical Process parameters in formulation optimization, 

Critical Material attributes and its significance in optimization process. Selection of Critical 

quality attributes in various dosage forms. Regulatory and Industry views on QbD, 

Scientifically based examples of application of QbD. 

 
 

Unit 4 ICH Q8 Guidelines and factorial design 7 Hours 

 
 
 
 
 
 

 

2 

Introduction and the need for QbD in formulation development- objectives of QbD, Various 

components of QbD such as Quality test product performance, Identifcation of critical 

process parameters. Ctitical quality attributes, Critical manufacturing attributes in formulation 

development, risk assessment, risk management. The concept of Design of experiments, 

Factorial design in formulation optimization. How the DoE fit into the QbD concept. 



 
 
 

 

Unit 5 Controlling strategy and product life cycle management 6 Hours 

Design 

Introduction to ICH Q10 , A control strategy for input material controls, process controls and 

monitoring, design space around individual or multiple unit operations, and/or final product 

specifications which ensure consistent quality. Testing of finished drug products for quality by 

assessing their specifications. A QbD based control strategy for various dosage forms such as 

tablets, capsules and novel drug delivery systems 

 
 
 

 

QbD Course Outcomes: 

After completion of this course 

1) The students will get adequate knowledge on concepts and applications of QbD, objectives, the 

QbD approach in formulation development 

2) Students are thorough with the implementation of QbD in formulation development, 

method development, and manufacturing 

3) Students Gain knowledge regarding identification of Critical Process parameters, Critical 

quality attributes and critical material attributes. 

4) Participants may develop knowledge regarding risk identification, risk analysis and risk 

reduction 

5) Participants develop knowledge on QbD based control strategy for various dosage forms as 

tablets, capsules and novel drug delivery systems 

3 

Introduction to ICHQ8 Guidelines, risk management and risk analysis.Concept of 

optimization, optimization parameters, Screening techniques and optimization techniques. 

Factorial design, 2 level and 3 level factorial design, Formulation of various dosage forms 

such as microemulsions, Nanoparticles by applying factorial design. Statistical modeling in 

Pharmaceutical research and development: Descriptive versus Mechanistic Modeling, 

Population modeling sensitivity analyis 



 



 



 



 



 



 



 



 



 



 



 



 



CERTIFICATE COURSE ON
DESIGN OF EXPERIMENTS IN PHARMACEUTICAL DEVELOPMENT

Date:
1st May,2023 – 6th May,2023

Venue:
Seminar Hall

RBVRR Women’s College of 
Pharmacy

INAUGURAL SESSION:
Dr. K.V. Ratnamala,
Associate Professor,
Dept. Pharmaceutics,

RBVRR  Women’s College of  
Pharmacy
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