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Clinical Researclr in India

Fhases of Clinical Trials
2-Feb-20 Mr. Vikas Wawale

Assistant Manager,

Clinical Operations
Bilcare

History & Background of GCP
2

Introductron to ICI{ ancl ICLI-GCP Cuideiines
l2-Jan-20 Mr. Sachin Thombare

Team Lead,

Pharrnacovigi lanco
Tata Consultancv

Nerv Drr-rgs & ( linical Trials Rules, 2019

hrdian Council ol Medical Research (ICMR) Guidelines
-l l9-.lan-20 Ms. Rupali Shingade

Instirutional IJtlrics corrtrrittee 1lECl

Declnration ol l-'lelsinki
2-Feb-20 Mr. Vikas Wawale

Assistant Manager,

Clinical Operations
Bilcare Ltd., Pune

Clinical Trial Dcsign
.j

Conduct of the stud;;
23-Feb-20 Ms. Rupali Shingade

Clinical Data Analyst,
Data Manager.nent

Clinical Data Managenrent
6

Data Salety Monitoring Board (DSM B)
22-Sep- I 9 Ms. Rupali Shingade

Clinical Data Analyst,

Data Management

Introduction lo Plrarnracovigilance
7

Pharnracovi gilance-Clossary and related terms
I 5-Sep- I 9 Mr. Sachin Thombare

Team Lead,

Phanrracovigi Iance
Tata Consultancy Services, Pune

Sigrral ldentification and Development
8

Phannacovrgllance lJata Managenlent and Case

Processi n o

29-Sep- I 9 Mr. Abhijit Pawade
Team Lead,

Pharmacovigilance

i.

Cognizant Solutions, Pune

q ADR Reporling Systenr 6-Oct-19 Mr. Abhrjit Pawade
-l:eam 

Lead,
Phamzcovi qilance Cognizant Solutions, Pune

MedDRA overvierv
l0

WHO Drug Dictionary
9-Feb-20 Mr. Sachin Thombare

Team Lead,

Pharmacovigilance
Tata Consultancy Services, Pune

Diflerent ICH Cuidelrnes for Drug Safety ..

il
Pharnracovigilance Metlrods

9-Feb-20 Mr. Sachin Thombare
Tearn Lead,

Pharmacovigilance

Periodic Sat'ety Update Report
I)

Good Pharrnacovrgilance Practice (CPP)
23-Feb-20 Ms. Rupali Shingade

Clinical Data Analyst,
Data Manager:rent

Career orientation in CR & PV

Aptrtudc test, lr)vervlew l'reparatron & Croomlng tor l -Mar-20 Mr. Abhl'jit l(ulkarni
Senior Training Consultant,

GCP, Reguiatory & PV Training
IQVIA (Quintiles),

Mumbai

I;inal Exarnirratiorr l-Mar-20 Mr. Abhijit Kulkarni IQVIA (Quintiles),
N,4r rrrhai

) )

Anal.yst,

4

Tata Consultancy Services, Pune

Tata Consultancy Services, Pune

Tata Consultancv
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.ft},-,Mrs. D. Gawade

Director

Email: info@elite-pharmaskills.com
WEB SITE: rvrwv.elite-pharmaskills.com

Dr. r

Principal, AESCOP, Pune

abhina@
\Yeb : www.abhinavsociety.org/bpharm.i
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Grade Description Marks
A+ Excellent Abovc IJ5%

Very Good -70%k<84%
B+ Good +60%&< 69%
B .Sadsfactory - 50%&<59/"

UnsatislactoryC < 50%

r
ffi,}

W&e**
fi$ilidc d Phrtu Slilb
hGGiffi;id;iffiii

M50o07 t 2tD
rstoor20tg

ABHINAV EDUCATION SOCIETY'S COLLEGE OF PHARMACY, Pune
Value aililition C,ourse: Executive Diploma in Pharmacovigilance antl Clinical Research

In association with
Elite Institute of Fharma Skills, Chinchwatl, Pune 

,

STATEMENT OF MARKS FOR

Executive Diploma in Pharmacovigilance and Research

Name of Student Ms. Sushmita.Iansid

Enrollment No. : PV-EIPS-AESCOP/1 9-20105

GRADE AWARDED: A

rs. D. Gawade
Director

Email: inlo@elite-pharmaskills.com I reeulatoryr:art:er@clite-p]tannaskills.corn
WEB SITE: wwrv.elite-rrharnaskills.com

PERCENTAGE AWARDED: 76.00%

ffiIro".
Principal, AESCOP, Pune

ernail : abhinavphannac),col I ege@gmai l.com
Web : www.abhinavsoci ety.ors/bpharn/

Dr. R.
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Exams Marks Obtained Max. Marks
'I'heory 36 50
Viva 20 25

Presentation 20 25

Total 76 100

At?h T*roA*
I



I Introduction to CR & PV
2 Phases of Clinical trials

on to ICH ani I
&B ofGCP

Drug & Cosmetic Act, Schedule Y and
Appendices of Schedule Y
Indian Council of Medical Research QCMR)
Guidelines

4

Declaration of Helsinki
5

Institutional Ethics committee (IEC)
Clinical Data Management

6
Data Safety Monitoring Board (DSMB)
I ntroduction to Phannacovigilance

7
Pharmacovi gi I ance-Glossary and related terms
Signal Identifi cation anC Development
Pharmacovigilance Data Management and Case

Processing
8

9 ADR Repofiing System

MedDRA overview
10

WHO Drug Dictionary
Different ICH Guidelines for Drug Safety

Methods
11

Periodic Safety Update Report
t2

Good Pharmacovigilance Practice (GPP)

13

't4

Career orientation in CR & PV
Aptitude test, Invervievr Preparation &
Grogming for corporate,

Final Examination
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Mrs. Ashlesha VD. Gawade

Director

Email: info@elite-pharmaskills.com
WEB SITE: www.elite-pharmaskills.com

. Sangrnuly Dr. R. D. Patankar

Principal, AESCOP, Pune

email : abhinawharmacycolleee@qmai
Web : www.abhinavsociety. ors/bpharm/

Director
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Fxams Marks Max. Marks
Theory 46 50
Presentatiorr 22 25
Viva 22 25
Totzrl 90 100
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ABHD{AY EDUCATION SOCIEIIY'S COLLEGE OF PHARMACY, Pune
\Ialue adilition Course: Executive Diplorna in Pharmacovigilance and Clinical Research

In association with
Elite Institute of Pharma Shills, Chinchwail, Pune

STATEMENT OF MARKS FOR

Executive

Nerne of Student Mr. V. Kokate

Enrollment No.: PV-EIPS-AESCOP/18-19/17

A+

ch

90.00%

Dr. R. . Patankar
Principal, AESCOP, Pune

email: abhinavpharmacyco lleqe(Asmail.com
Web: www.abhinavsociety.ore/bphann/

$^*r.J;
MrS. Ashlesha V. SangmulyMrs. D. Gawade

Director

I.lrnail: inlb@relitelharrnaskilis.com I l'ezulatorycalccr@elite-Dharmaskills.com
WTB SITE: www.elite-pharmaskills.com

Director
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Gr ade Description Marks
Excell srt Above 85%

Very Good -70%&<84%
Good +60V" k< 69%

SatislircLorv - 50%&< 59%

A
D

B

C Llnsatislactorv <50%
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