Starting One Year Diploma Course in Pharmacovigilance
1. Introduction

The People’s University is envisaged with objectives of developing professional expertise and skilled task force in field of Pharmacovigilance. With emphasis on Pharmacovigilance, there appears huge need for adequately qualified and trained professional who could understand and take up post marketing surveillance roles in drug companies. Thus, there occurs a need of team of drug safety officers. Clearly this need is proportional to the number of new drugs being launched every year which is always increasing. People’s university has decided to step forward to tap this growing need as a professional opportunity for those keen for entering this industry.

2. Brief about Course

Pharmacovigilance is the science relating to the detection, assessment, understanding and prevention of adverse effects, particularly long term and short term side effects of medicines.  Generally speaking, it is the science of collecting, monitoring, researching, assessing and evaluating information from healthcare providers and patients on the adverse effects of medications, biological, herbalism and traditional medicines with a view to:

I. Identifying new information about hazards associated with medicines.
II. Preventing harm to the patients.
Pharmacovigilance is a great career option for life science and pharmacy graduates. The goal of the Post Graduate Diploma Programme is to familiarize the participant with the updated theoretical and practical aspects of the Pharmacovigilance. The diploma course has the following tempting features which are definite to benefit one to all participants of the course.

· Better industrial training and skills,

· Better knowledge of the industry,

· Practical and professional training about the Industry regulations and work processes and

· Good hold on the framework of PV industry leading to availability of best employment options.

3. Job prospects:
Starting salaries for freshers are substantially a function of their educational background, varying from year to year as well as across organizations and domains.

The following represents the typical work place hierarchy.

· The Entry level job for life science graduate is DSA (Drug Safety Associate). DSAs are mainly involved in case creation, checking for MSI ( Minimum safety information – a patient, a reporter, a suspect drug and a adverse event ), reconciliation and follow-up process, data entry of all information available in the document and medical coding

· Once an individual acquires an experience of 2-3 years in that position and builds the required skill sets (Medical coding, narrative and scientific writing, good understanding of medical terms and basic understanding of regulatory affairs, ICH-GCP and compliance etc) he can go on to become a DSS (Drug Safety Scientist).

· Individuals  once having acquired a good narrative writing experience can pursue it on a larger frame, moving from individual cases like writing for PSUR(Periodic Safety Update Report) and PADER(Periodic Adverse Drug Experience Reports) and as well as becoming a Aggregate report scientist.

· With an overall of 7-10 years experience in this position individuals can easily become a Team lead or Team manager based on the company.

· Lastly, individuals end up acquiring the position of a Director or Vice-President with an experience of 9-10 years.
4. Course Coverage
Module 1: Introduction to Pharmacology, Clinical Trials and Pharmacovigilance
History and development of Pharmacovigilance , Importance of safety monitoring of Medicine

WHO international drug monitoring programme , Pharmacovigilance Program of  India(PvPI).
Module 2: Adverse Drug Reactions and Safety Reports
Definitions and classification of ADRs, Detection and reporting, Methods in Causality assessment, Severity and seriousness assessment, Predictability and preventability assessment Management of adverse drug reactions. Pharmacogenomics of adverse drug reactions Drug safety evaluation in special population- Paediatrics, Pregnancy and lactation, Geriatrics

Module 3: Methodologies in Pharmacovigilance
Spontaneous Reporting, Intensified ADR Reporting, Targeted Reporting, Cohort Event Monitoring and EHR Mining.
Module 4: Management Systems of Pharmacovigilance and its Importance
Management support functions such as surveillance and monitoring systems during use are the primary methods for detecting ADRs.
Module 5: Seriousness & Expectedness & Causality Assessment Criteria
Regulatory Expectedness and Clinical Expectedness, Suspected Unexpected Serious Adverse Reaction (SUSARs). Seriousness, causality and expectedness should be evaluated as though the patient is on the active drug. Serious Adverse Event, Non Serious Adverse event, Assessment of Causality, Assessment of Severity.
Module 6: Aggregate Safety Reports
SPC, ASR, RSI, Periodic safety update reports (PSURs), Structure and specifications of the PSUR, Periodic benefit risk evaluation reports (PBRER), Periodic adverse drug experience reports (PADERs).
Module 7: Pharmacovigilance Regulations in Various Countries
Pharmacovigilance in Different Countries/ Regions.  All the regions of the world have their own particular Pharmacovigilance system, though based on WHO guidelines.

Module 8: Pharmacovigilance Programme in India (PVPI)
Advent of Pharmacovigilance Programme in India (PvPI), Recent Developments Related to PvPI. PvPI has stressed on the role of Marketing Authorisation Holders (MAH) in implementing an effective pharmacovigilance system in the country, Intensive drug monitoring programme by PvPI, Materiovigilance Programme of India (MvPI) established by the PvPI in 2015 to monitor the adverse events associated with medical devices in the country.
Module 9: Signal Detection and Data Mining
Signals of ADRs, USFDA database, adverse event reporting system; WHO database, VIGIBASE: GlaxoSmithKline database, OCEANS, Detecting signals from large ADR databases, pilot SD programs. For mining purposes, ICSRs from a suitable database are collected.
Module 10: Pharmacovigilance of Herbal Drugs & Medical Devices
Herbavigilance, challenges in monitoring the safety of herbal medicines, Safety monitoring of herbal medicines, Recording and coding the identity of herbal medicines, Pharmacists’ role in detecting and reporting adverse effects with herbal products.
Module 11: Pharmacovigilance Compliance and Inspections
Preparing inspection reports, Responsibilities of the lead inspector, The inspection report, Content of inspection report, Preparing and forwarding the IR, Responsibilities of reporting inspector.
Module 12: Case Study

5. Eligibility
All those who have completed their Graduation or Post Graduation from life sciences / Pharma / PhD are eligible to enroll for the course. As this course is truly professional and industry oriented, experienced individuals worked in any sector (production, processing, quality, trial, R&D etc.) in the healthcare industry (Food manufacturing, Food Ingredient and Additive processing, Drugs manufacturing , Medical Device, Ayurvedic, Pharmaceutical Industry Regulation, Clinical Research, Homeopathic or Ayurvedic Medicine Manufacturing, Cosmetic Manufacturing, Biotechnology) can also seek benefits of the course.

6. Programme Duration
12 months (One Year)
7. Programme Fees
A one-time annual programme fees (lump sum paid at beginning of the course) of Rs. 10,000.

 8. Registration
The registration dates for this programme run by the institute are updated timely on the webpage. 
