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Pharmacovigilance and Clinical Research refers to science and aclivities relating to detection, assessment, understanding,

ond prevention of adverse effects or any other possible drug reloted problems, Knowledge of phormacovigilonce is essentiol
while'working in this sector, This course will provide you state of art knowledge with latest updates in industry,

Benefits: * Understand principle, function and basics of Pharmacovigilance | * Get knowledge to grab jobs in
Pharmacovigilance departments of industry | * Useful for career advancement in field of Pharmacovigilance

"ET Bhu]ba' KnﬂWlEdge Clty MET's Instituie of Pharmacy is affiliated to Savitribai Phule Pune University and

approved by Pharmacy Council of India, All India Council for Technical Education and Direclorate of Technical Education started way

back In 2006, Institule hos excellent state of art infrastructure and strong association with Indusiries

Courses Offered : B.Pharm | M.Pharm | Ph.D (Pharmacy) | Pharm D
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Course Objectives: « This course gives young execulives an opportunity to remain
« Ceriificate course is @ skill development program planned to chead of competitors in o very noscent yet competitive
cover all features of Phormocovigilance, Clinical Research and anvironmant
drug safety management + The prime objective is to provide a high end knowledge theraby
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ond on the Indian scenario in detail.
COURSE SYLLABUS
Meodule 1:

Introduction to Clinical Research & Advancement of ICH-GCP
Module 2:

Ethical & Regulatery Aspects of Clinical Trials

Module 3:

Operations Aspects of Clinical Trials

Module 4:

Signal Monagement, ADR Reporting System & Dictionaries
Module 5:

Pharmacovigilance ot Glance

Module 6:
Regulatory Aspects of Pharmacovigilance

Course Structure: * Total tenure of course will be of 3 months * Every 15 days closs room sessions (5-6 hrs)
* Certificates will be provided ofter successful completion of course

Examination Pattern: * MCQs * Problem Solving * Formative Assignments * Written Test * Viva Voce * Case Studies
* E-learning portal to access study material

Fee Structure : Six Thousand Five Hundred Rupees (6500 + 18% GST= 7670/-) per student

On Successful Completion of Course, Marksheet and Certificate will be issued to every Participant

Dr. 5. J. Kshirsagar, Principal, IOP | Dr. D. 5. Bhambere, Co-ordinator, Mob.: 09764222761
Mrs. Archana Gawade (Director, Elite Institute of Pharma Skills) | Prof. N. L. Dashputre Mob.: 09975734593
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