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Value added course
Certificate course in Basics of Pharmacovigilance and Materiovigilance

Student should be well versed in adverse drug and medical device event monitoring & reporting.
He/ She should be able to apply various assessment scales on ADR and MADR report.

Dbjectives:
Know about Pharmacovigilance programme of WHO & India.
Able to collect ADR and MADR report and fill it in CDSCO ADR and MADR forms
Able to apply various ADR assessment scales)’ toals on ADR reports.
Be aware about drug alerts received pericdically from CDSC0, Government of India.

Hligibility: MEES, BDS, MD5, B.5¢ Mursing, B. Pharma M. Pharma, M Se Pharmacology students, BPT and MPT

Proposed lecture topics/Self directed learning modules

5. No. Topic Hours allotted Teacher
Definition of ADEs, types of ADRs, difference between adverse dmg | 02 howrs Dr. Surabhi Gupta/ Dr.

event & adversa drug reaction Iyoti Singh

Pharmacoviglance Programme of WHO 01 Hour Dr. Rajeev Sharma
Watianal Pharmacovigilance programme of India 01 Hor Dr. Sharmendra Singh

System of ADE. monitormg & reportng by varions countries UKL | 01 Hour Dr. Gaurav Kapil
Apstralia, Canada
ADFE. assessment tools for causality, sevenity, preventability 02 Hour Dr. Rajeev Sharma

Matenevigilance Programme of India 01 Hour Dr. Iyoti Singh
Diug banmed in world & India due to ADE. 01 Hour Dr. Sharmendra Singh
Dirug alerts, black box waming for specific ADEs 01Hour Dr. Gaurav Kapil

Subhartipuramn, Dedhi-Haridwar Meerut Bypass Road, NH-53, Meerut - 250 0035
E-mail : medicali@subharti.org, Websie : www.subharti.ong
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Practical Skills,'Clinical work -

5. Mo. Topic Hours allotted Teacher

Filling of suspected ADE. and MADE reportmg of CD5C0, Gt | 01 Hour Dr. Sharmendra Singh
of India

Apply ADE. assessment fools 02 Hours Dr. Gaurav Kapil

Online submussion of ADE. and MADE. repert through wigiflow | 01 Hour Drr. byoti Singh
software

Visit to OFD, IFD, ICU for ADE. and MADE report collection. | 02 Hours Dr. ligyasa Poonia

Venue Department of Pharmacology, Subhart Medical College, Mesrut

Contact Details: Dr. Surabhi Gupta (Professor & Head)
Mob. 09897363174, E- mail: surabhi gupta32 @gmail.com
Contact no. 0121-3055000 (Ext. No. 2150, 2152)
Department e-mail —smc_pharmacelogy 2001 @rediffmail.com
Registration Fee: Rs. 100/

Programme:

Cowrse overview- Pharmacovigilance 15 a scientific discipline which mamly pertams with identifying, validating,
quantifying. evaluating & minimizing the ADR. of drugs, devices or biologics in order to increase their safety. The clmical research
regulatory agencies worldwide including US FDA. Indian DCGI etc are strengthening the safety laws for adoption of 2 systematic
Pharmacovigilance framework. Pharmacovigilance focuses on adverse events, which is the science & activities relating to the
detection, assessment. understanding & prevention of adverse effects or any other possible drug related problems.

As Pharmacovigilance & clinical research are becoming an important part of dmg development as it deals with the patient safety
keeping this m mind, SMC Meemat has nfroduced value added certificate cowrse m basics of Phamacovigilance and
Materiovimlance.

Cowrze duration: 16 howr
Date of start: 08.11.2021

Resources: MName of website: : wiww.ipc. gov.n, www.cdsco.nicin

*  [Dr. Yogesh Gulati, Dr. Sumit Verma, Fundamentals of Pharmacovigilance, 17 Edition, 2017.

Job prospects: AMC under PvPl, IPC, CDSCO, Pharma industry, Corporate Hospital & BPO

{Dr. Surabhi Gupta)
Professor & Head
Department of Pharmacology

Subhartipuram, Dethi-Haridwar Meerut Bypass Road, NH-34. Meerut - 250 005
E-mail : medical@subharti.org, website : www subharti.org
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Teaching Schedule of Value added course on Basics of Pharmacovigilance & Materiovigilance

DAY

Time

TOPIC

TEACHER

Monday

11.00-01.00 pm

Definition of ADRs, types of ADRs, difference between adverse drug event &
adverse drug reaction

Dr. Surabhi Gupta
Dr. Jyoi Singh

02.00 - 03,00 pm

Filling of suspected ADR and MADR reporting of CDSCO, Gowt of India

Dr. Sharmendra Singh

09.11.21

12,00 - 01,00 pm

Pharmacovigilance Programme of WHO

Dr. Rejeev Sharma

10.11.21

200-0100pm

National Pharmacovigilance programme of Inia

Dr. Sharmendra Singh

112

12.00-01.00 pm

System of ADR monitoring & reporting by various countries UK, Australi,
Canada

Dr. Gauray Kpil

02,00 - 03,00 pm

Online submission of ADR and MADR report through vigiflow sofiware

Dr. Jyoti Singh

Friday

11.00=01.00 pm

ADR assessment tools for causality severily, preventability

Dr. Rajeev Sharma

02,00 - 04.00 pm

Apply ADR assessment tools

Dr. Gaurav Kapil

Saturday

12000100 pm

Matgriovigilance Programme of India

Dr. Jyoti Singh

Monday

12.00-0.00 pm

Drug banned in wur]d&lnqia dueto ADR

02,00 - 04,00 pm

Dr. Sharmendn Singh

Visitto OPD, 1PD, ICU Tor ADR and MADR reprt colletion

Dr. Jigyasa Poonia

16.11.21 | Tuesday

1200-0100pm

| Drug alerts, black box warning for specific ADRs

Dr. Geuray Kapil

1'nrsr
A i @ rdd
Estbharti Unive raity
MEERUT

Vbl

(Dr, Surabhi Gupta)
Professor & Head

Department of Pharmacology




Report of value added course on “Basics of Pharmacovigilance and Materiovigilance”
conducted by the Pharmacology Department Subharti Medical College

Pharmacovigilance 1s defined as the science and activities related to the detection,
assessment, understanding and prevention of adverse effects or any other drug related
problems. The Central Drugs Standard Control Organization, under the control of ministry of
health and family welfare, Government of India initiated a nationwide Pharmacovigilance
Programme of India (PvPI) for reporting of adverse drug reactions. There are many career
options in this field.

Materiovigilance is the coordinated system of identification, collection, reporting, and
analysis of any untoward occurrences associated with the use of medical devices and
protection of patient’s health by preventing its recurrences.

A value added course on Basics of Pharmacovigilance and Materiovigilance was
conducted by Pharmacology department, Subharti Medical College, Meerut. The classes
started from 8" November 2021 & ended on 16™ November 2021. Total numbers of students
who registered and participated in the course were 28. The course comprised of interactive
lectures on various aspects of Adverse drug reaction reporting and medical device adverse
event reporting and Pharmacovigilance, Materiovigilance and hands-on-training on filling of
CDSCO ADR reporting forms, MDAE Reporting form, analysis of ADRs for causality,
severity and prevention. Students were supposed to collect ADR data and MDAE reports from
CSSH, Meerut and submit as an essential part of course completion.

Valedictory ceremony was held on 16" November 2021 which was graced by Dr. Surabhi
Gupta, Coordinator of AMC Subharti Medical College, Meerut. Dr. Gaurav Kapil, Assistant
Professor, department of pharmacology, Subharti Medical College, Dr. Rajeev Ranjan
Sharma, Assistant professor, department of pharmacology, SMC and Dr. Jyoti Singh, Jr.
Pharmacovigilance associate, [PC were also present in the valedictory ceremony.

ol

Tstrer (Dw. Surabhi Gupta)
Swam| Mikgkanand Professor & Head

sunnagit':fq"‘: b reity Department of Pharmacology
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Meerut, Uttar Pradesh, India
Unnamed Road, 250002, Meerut, Uttar Pradesh 250002, India

Lat 28.960464°
Long 77.638108°
08/11/2111:21 AM
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Meerut, Uttar Pradesh, India
Unnamed Road, 250002, Meerut, Uttar Pradesh 250002, India
Lat 28.960632°

Long 77.638146°
10/11/21 12:10 PM

—
‘ u GPS Map Camera

Meerut, Uttar Pradesh, India

gopal vihar, Shubharti bypass, City, Opposite shubharti university,
Meerut, Uttar Pradesh 250002, India

Lat 28.960319°

Long 77.637519°

16/11/21 02:31 PM
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DEPARTMENT OF PHARMACOLOGY

Subharti Medical College = ol
Swami Vivekanand Subharti University, Meerut

VALUE - ADDED COURSE
Certificate

This is to certify that Dr./Mr/Ms/Mrs... (R&U
Wona. Dhat...Moa. Sublaars. NW}E
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pff; MONGA Dr. SURABHI GUPTA
Principal & Dean Professor & Head

*“g, DEPARTMENT OF PH

Subharti Medical College
Swami Vivekanand Subharti University, Meerut
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