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EVENT REPORT
3-Days Industry Oriented Foundation Program in

Clinical Research & Pharmacovigilance

Date: 18.05.2026 to 20.05.2026

Venue: Board Room
Organizer: Training & Placement Cell

Convenor: Prof, Dr. N. Balakrishnan, M.Pharm., Ph.D.,

Rathinam College of Pharmacy successfully organized a 3-Days Industry Oriented
Foundation Program in Clinical Research & Pharmacovigilance from 18th May 2026 to
20th May 2026 under the guidance of the Principal, Prof. Dr. N. Balakrishnan, M.Pharm., Ph.D.
The program was conducted by the Training & Placement Cell with the objective of creating

awareness and foundational knowledge among students regarding the rapidly growing domains

of Clinical Research and Pharmacovigilance.

The program focused on providing students with practical exposure, industry-oriented concepts,

and current trends followed in pharmaceutical industries. Sessions were designed to improve

students’ understanding of clinical trial processes, drug safety monitoring, regulatory

requirements, adverse drug reaction reporting, pharmacovigilance workflow, and career
opportunities available in the healthcare and pharmaceutical sectors.
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DAY - 1 REPORT (18.05.2026)

The first day of the foundation program commenced with an inaugural session introducing the
importance of Clinical Research and Pharmacovigilance in the pharmaceutical and healthcare
industries. Students were provided with an overview of drug development processes, phases of
clinical trials, ethical guidelines, and the significance of Good Clinical Practice (ICH-GCP). The
resource person explained the fundamentals of clinical research with real-time industry examples

and highlighted various career opportunities available in CROs and pharmaceutical industries.

An interactive session was conducted to improve students’ understanding of clinical trial
management and regulatory procedures. At the end of the session, a topic-based MCQ assessment
related to Clinical Research and Clinical Trials was conducted to evaluate the participants’

knowledge and learning outcomes.

DAY — 2 REPORT (19.05.2026)

On the second day, the session focused mainly on Pharmacovigilance and Drug Safety Monitoring
systems followed in the pharmaceutical industry. The participants learned about Adverse Drug
Reactions (ADR), Individual Case Safety Reports (ICSR), signal detection, post-marketing
surveillance, and global pharmacovigilance practices. The speaker also explained the roles and

responsibilities involved in pharmacovigilance departments and introduced regulatory authorities
such as WHO, CDSCO, and US FDA.

Students actively participated in discussions related to patient safety and reporting procedures.
Practical examples and workflow demonstrations helped participants understand real-world
pharmacovigilance operations. A topic-wise MCQ assessment on Pharmacovigilance concepts was

conducted at the end of the session to assess students’ understanding and participation.
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DAY -3 REPORT (20.05.2026)

The final day of the program concentrated on practical applications, case studies, and industry
expectations in Clinical Research and Pharmacovigilance sectors. The session included discussions
on data management, safety documentation, clinical trial monitoring, regulatory compliance, and
future trends such as Artificial Intelligence and automation in pharmacovigilance. Participants were

encouraged to enhance their technical and communication skills required for industry placements.

A concluding interactive session was conducted where students clarified their queries regarding
higher studies, certifications, internships, and career pathways in Clinical Research and
Pharmacovigilance. The program concluded with a final topic-based MCQ assessment, feedback
collection, and certificate distribution. The overall program provided valuable industry exposure and

foundational knowledge to all the participants.

R

Principal
Principal
. : Rathinam College of Pharmacy
Colmiatons = 31 2L N Rathinam Techzone,
PollachiMain Road, Eachanari,
Coimbatore - 641021.

Program Cp-Ordinators
raining & Placement Cell '
Rathinam College of Pharmacy
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pharmacovigilance &
s Materiovigilance
1. Pharmacovigilance is
mainly concerned with:
A. Drug marketing
B’ Drug safety monitoring
C. Drug manufacturing
D. \%ug pricing
2.Which of the following
{s an example of an ADR?
¢ A Wrong storage condition
B Tablet discoloration
C Rash after taking
medicine
D Missing doses
37An Adverse Event (AE)
st
A Always caused by a drug
B Never related to medicing
£ Any undesirable event
after medicine use
D,@nly serious reactions
S . Which phase of clinical
" trial mainly focuses on
safety and tolerability?
A. Phase |
B Phase |l
C. Phase lll
D Rhase IV
. Post-Marketing
Surveillance is also
called:
A. Phase | study
B Phase |l study
C Phase |ll study
p-Rhase IV study
//6. Which organization
~"  coordinates
Pharmacovigilance in
India?
A. WHO
_B.IPC
C. EMA

DSCO stands for:
~/K Central Drug Safety
Control Organization
B. Central Drugs Standard
Control Organization
C Clinical Drug Safety
Control Office
D Central Drug Survelllance
Coordination Office
_g_ Which of the following
" s considered a serious
adverse event?
A Mild headache
B Temporary itching
_€ Hospitalization
D Bad taste

Qﬂy - ol

9. Signal detection In
Pharmacovigilance
means:
A. Drug advertisement
_B Identifying possible new
safety risks
C. Manufacturing medicines
D. Packaging medicines
10, Which database is
;mlained by the US FDA
for device adverse
events?
A PvPI
B EUDAMED
.C. MAUDE
D. Vigibase
11 Materiovigilance deals
with:
A Vaccine safety
_B Medical device safety
C Herbal medicine safety
D. Cosmetic safety
12. MvPI was launched in
India in:
A. 2010
B. 2012
C. 2015
D. 2018
. Which of the following
/slan implantable medical
.~ device?
A. Thermometer
_B Pacemaker
C Glucometer
D Nebulizer
14. Software as Medical
Device is abhreviated as:
A SMD
;B. SaMD v
C SMAD
D. SDM
15. Which healthcare
rofessional can report
ﬂevice adverse events?
A. Doctors only
B. Pharmacists only
C. Biomedical engineers
only
_BAll of the above
16. Class D medical
devices are considered:
A Low risk
. B Moderate risk
C Moderate-high risk
B High risk
17. A device malfunction
is an example of:
" A Medication adherence

B. Device-related adverse
eveny/\EGE
,o

o lo L
|7blV |D

C Clinical tnal phase
D. Drug interaction
18> Which of the following
is a challenge in
Materiovigilance?
A. Excess reporting
B Lack of awareness
C. Low number of devices
D. Over-regulation
19. Real-world evidence IS
mainly collected during
A Prechnical studies
B8 Phase | inals
C Post-marketing
survelllance
D. Drug discovery
20. Which of the following
is NOT a seriousness
criterion?

AA Death

B Hospitalization

C. Congenital anomaly
_D. Bitter taste

21. Risk management in

Pharmacovigilance aims

/:\J. Increase drug cost

B Reduce patient safety
€ Minimize drug-related
risks
D Stop climcal trials
22 Which organization
operates EudraVigilance”
A WHO
EMA
2 e
D CDSCO
23, Which of the following
is a therapeutic device?

A Ventilator

B. Pacemaker

C. Test Kit

D. Software

24. Under-reporting is a

maijor challenge in:
“Pharmacovigilance and

Materiovigllance

B. Drug manufacturing

C. Pharmacy marketing

D Clinical coding

25. The primary goal of

Materiovigilance is to

A Increase device sales
B8 Promote advertisemnents

_¢ Ensure patient safety
O Reauce manufacttunng
cost

s
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D) National Dey elopment

MC Q- Clinical 1 rails
Authority

L.Which phase of clinical
trial mainly focuses on
safety and dosage?

A) Phase 11

8. Pharmacovigilance
mainly deals with:

B) Phase 111
,Q’)ﬁwase 1 R q A) Drug marketing
D) Phase IV B) Drug pricing

v
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W
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_e7Drug safety monitoring
2. Phase 111 clinical trials D) Drug manufacturing
are mainly conducted to:
9. Which ethical code

A) Test toxicity in animals introduced voluntary

“onfirm safety and consent?
efficacy
Q) Study drug metabolism A) Belmont Report
Bl . . B) ICH-GCP
D).M()nllnr pml-murkcung s Ruremberg Code
safety ) Schedule Y

Z.S. Pharmacokinetics mainly g, [CH-GCP mainly
includes: iV .
ensures:
\)_[%I;Jkdnl;“.hd‘rtl_bm only \¥ A) Drug advertisement
/B:, : I8 “thical and quality
C) Drug toxicity only LN
D) Drug formulatio standards
) Drug formutation ) Sales monitoring
D) Manufacturing profit
4. EC30 refers to:

11. Informed consent must

A) Maximum toxic dose be:
)«kﬁnlf maximal elTective
concentration
A) Farced

AN

C) Therapeutic index

. R B Hidde
D) Drug elimination rate S

yVoluntary and
: documented
5. Therapeutic index D) Oral oniy
indicates: )
12. ALCOA- principle
A) Drug color relates to:
B) Drug cost
‘Qfﬁ(al'el) margin ol drug \n/ A) Dftg pricin
D) Drug half-life ep 2
Data integrity -
. C) Patient recruitment
6. W Iuch. stage comes 1) Packaging system
pefore clinical trials?

13. Schedule Y is associated™——

A) Pharmacoy igilance
13) Regulatory approval

reclinical testing
) Phasc IV study

with:
A) USA regulations
13) Animal cthics
) Indian clinical trial
regulations
D\ anuiactine lice
Nty

%

7.NDA stands for:

A) National Drug Approval

<Tew Dirag Apphication
C) New Developient
Analysis '

14. CRO stands for: 200 W hich ool mmproses

real-time data access i
. o ied
/ linical Research \1) trials?
Organization

13) Clinical Regulatory Office A)LCG
A ) Central Research :DC

Organization C) HPLC

D) Clinical Review Office D) ELISA

21. SUSAR reporting for

fatal cases should be done

within:

= - o) 30 days
15. One major adyantage ol 1\;\ 51 dan
. . o . ) = VS
outsourcing clinical trials peabi
. ww dane
is:
VD60 diass
22, Dechallenge e ais
A) Reduced documentation > A
‘ 2 V) Restarting i
13) Cost cthiciency
() No regulations
D Llimination of monitaiinie

()Q 3) Increasing doss
FStapping the &
SUVe O el o
12) Changing tial sits
16. Randomization in
clinical trials helps to:
A) Increase bias
I/Bﬂ'{cducc bias
C) Delay studies
|§ D) Avoid data analysis

23. QC in clinical trials
mainly focuses on:

Q)\ A) Marketing strategy
rror prevention
. = C) Drug advertisement
17. Which study design is D) Sales performance
considered the gold
« ard?
it 24, SDV stands for
A) Case report

5 A Souree
3y Cross-sectional study ‘

‘ 131 Sotees D
\% CrRandomized Contrulled
L L St Wold
Irial
131 Standacd 12

1) Obsurs ational studs

18, Primary endpoint

means: h
deals withe

/
A) Additional outcome (LLA/)'A sl studies

_B7TMain st t :
\q/ <) A:U;:S:ii:nli = lectronic records and
D) Statistical error signatures
: C) Drug packaging

D) Sales audit
19. TMF stands for: :

_ Ay Trial Monitoring Form
13) Trial Master File

N
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o //Q:IICSR stands for: A) Drug promotion A ) Drug discovern

. B) Packaging design B) Preclinical stu
) Signal detection and ) Post-marke

MCQs - Pharmacovigilanc

1. Pharmacovigilanee is mainly  \) International Clinical

assessmeni

/ concerned with: ylcl_\ Report oy
p Indiv idual Case Salety 1) 5ales loreeastifis :
A) Drug marketing Report _ . . . -
J¥ Drug safety monitoring () Integrated Case Study 15. W hich organization is 22. W hich report sappee s
Q) l)l'ué mum.lf.lclul"lnu § Report “global health authoriny” continuous saleiy
D) Drug pricing . Dy Individual Clinical Study / » evaluation”
: ) Review A IPC o v(
J ) 2
2. The primary aim of : e ¥ “Hf—)_ ) PBRER
pharmacovigilance is to: 9. Which is NOT part of C) CDSCO B) 1B
minimum four criteria of D) FDA C) CRI
% D) SOP
A) Increase drug sales ICSR : )
) Improve patient safety : : 16. FDA is the regulatory
() Reduce packaging cost A) Identifiable patient /xuthority of: 23. Pharmacovigilance
D) Promote advertisements B) ldennﬁa'blc reporter : inly supports:
& Drug price A) India
3. ADR stands for: DEAUNCEC B) Japan / “y Unsafe drug use
e ©f USA Y Rational use of medicries
7 o Adverse Drug Reaction /,I.U. The first step in ICSR D) China C) Drug adyertisemant
B) Advers l)m\:' Report . workflow is: DY Manufacta
C) Additional Drug Reaction 17. CDSCO is associated
D) Active Drug Response \) Data entry with: 2. W ek s o b
13) Validation . future trend m
1. An Adverse Event (ALE) is: VA Case intake . A) lurope pharmacoy igibatee ‘
//. E D) Submission 9 India =
7 A) Always caused by drug ) - ) \“'\”"l"‘ Ad LIumARFLS
r 11. Medical coding is D) Canada ) Big data maly

BF Any unwanied event afier .
performed during: () Reduced monitorin.

drug use
cy /g\ manulacturing defect 18. One major challenge in 1) Avoiding automduon
D) A medication error only A),Drug discovery pharmacovigilance is:
\B{lCSR workflow 25. Pharmacovigilance
S. Pharmacovigilance helps g)) I:\h:::t\:l:‘nt;lmg fg‘){gvzr-report:tr}g BUCREIGRETE
“in: nder-reporting
/ C) Excess manufacturing / A) Increase drug price
.‘(ﬁ)elecling rare ADRS 2. PSUR is a type of: D) High packaging quality \Bﬁl(Szve Ii\{es through early
13) Increasing drug cost risk geteclion
) Reducing clinical trials A) Clinical trial 19. Incomplete safety data C) Reduce patient vt #
D) Avoiding preseriptions BF Aggregate reporting may affect: 12) Stop chineal triais
() Manufucturing process compleiviy
D) Drug approval system A} Drug color

6. W hich phaise mainly
“ evaluates safety and 13) Drug packuging
/  tolerability? . DSUR stands for: &) Accurate salety evaliiiban
D) lablet siee

A) Phase 1V \i() Development Satety
13) Phase 111 Update Report 0. Artificial [ntelligence in
() Phase 11 13) Drug Safety Unilied PV is mainly used for:
) Phase | Report
() Data Salety Update
Review

7. Post-marketing

surveillance is performed: D) Drug Submission Update
Report
/ A) Before animal studies -
B) Before upproval / Si‘-g.m_'l =
7 After drug approval Includgst

D) During manutactring only
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3 - Days Industry Oriented Foundation Program
in Clinical Research & Pharmacovigilance

Date : 18.05.2026- 20.05.2026

ATTENDANCE SHEET

S.No Students Name

Signatu re

18.05.2026 |

19.05.2026 [ 20.05.2026
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Pr ogram Co - Ordinator
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Principal

Principal
Rathinam Collzge of Pharmacy
Rathinam'l’echzone.
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3 - Days Industry Oriented Foundation Program
in Clinical Research & Pharmacovigilance
FEEDBACK FORM
Date : 18.05.2026- 20.05.2026

Students Name Feedback

M- PRASHANTHIN]. knowlidyle ond Srgosmatie
RITMSHREE - k. BhuedtBval ond uselul
Y k7. Jmmenstly valuable 9 Shoarll,
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Principal

Principal
Rathinam College of Pharmacy
Rathinam Techzone.

Pollachi Main Road. Eachanari,
Coimbatore - 641 02\
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FOUNDATION CERTIFICATE

THIS IS TO CERTIFY THAT

has successfully completed the 3 Days Industry-Oriented Foundation Program
in Clinical Research & Pharmacovigilance conducted from 18-May-2026 to 20-May-2026.
Organised by, Training & Placement Cell, Rathinam College of Pharmacy.

Throughout the program, he/she demonstrated enthusiasm, active participation,
and a keen interest in enhancing knowledge and skills for a successful professional journey.
We appreciate his/her sincere efforts and wish him/her all the best
for a bright and promising future.

20.05.2026 (W

Organised by,

=gl Training & Placement Cell PRINCIPAL
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