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Academy for Clinical Research and Healthcare Training & Management

An SO 9001:2008 Certified Academy JOIN —_—
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ADVANCED POST GRADUATE PROGRAM IN | —
CLINICAL RESEARCH & PHARMACOVIGILANCE = g

FAST TRACK INTENSIVE PROGRAM - 6 WEEKS AND 2 WEEKS PROJECT WORK
100% PLACEMENT PLAN: INTERNSHIPS : INDUSTRY CERTIFICATION

We understand your need for the educational program which is of shorter duration yet effective and job oriented, and provides with you with
the excellentjob opportunity at the same time. In today's competitive world the time is only mostimportant resource.

The program has been designed in a way that you would learn Clinical research and Pharmacovigilance in a shorter span, equivalent to what
M.Sc. or a Post Graduate Diploma studentwould learnin 1 -2 years.

Strengths of our Program:
<= Shorter Duration
Intensive Program — Full Day — 6 Weeks and 2 Weeks Project Work
Mentoring by Medical Doctors, Clinical Research & Pharmacovigilance Experts
Skill Development, Placement & Career Development Focus
Job Ready
Favourable Cost Benefit
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Limited Seats

Clinical research is rapidly growing industry globally with growth rate of over 40% per annum. Sector requires highly specialized and skilled
professional workforce, with applied Clinical research & Pharmacovigilance. Over 50,000 professionals would be required in the next2 — 3
years. Global industry size is over US$40 billion, and in India industry is expected to touch the turnover of US$2 billion in the next two years.
Other key global markets like China, South East Asia, Europe and Americas continue to grow in double digit.

This growth is opening up massive opportunity for the medical, pharmacy and life sciences graduates and post graduates. Sector requires
highly specialized and skilled professional workforce, with applied Clinical research, Pharmacovigilance, Regulatory, Medical writing, Quality
assurance and Data management skills. Cliniminds has been at the forefront of providing Clinical research training and consulting solutions
to the life sciences industry for the last several years.

Regulatory bodies such as the USFDA and EMEA are intensifying safety regulations, thereby boosting the adoption rates of
Pharmacovigilance systems by pharmaceutical companies. Several countries, including India are in the process of implementing stringent
regulations for adoption of Pharmacovigilance. There is significant potential for outsourcing/off shoring for mid-sized companies as well.
Large number of global drug companies have starting off shoring their Pharmacovigilance activities to the markets like India. In a typical
Pharmacovigilance department or specialized Pharmacovigilance company, there are several positions. Pharmacovigilance offers excellent
growth prospects. Some of the positions are Drug Safety Associate; Drug Safe Scientist; Aggregate Report Scientist; Team Leaders.

= Cliniminds has been at the forefront of providing clinical research training and consulting solutions to the life sciences industry
forthe last several years. We have already trained over 2,000 professionals and successfully placed them in the industry.

= Cliniminds flagship program, Post Graduate Diploma in Clinical Research & Pharmacovigilance, is in existence for the last 6
years and over 18 batches have passed and have been placed in the pharmaceutical companies, CROs and other clinical
research organizations. Our students have been placed with the leading companies.
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Program Structure: Certificate :

Six weeks comprehensive practical knowledge to the Clinical Certificate would be awarded upon successful completion
research processes, Drug development process, Regulatory of the program.Program is Certified & Accredited by the
affairs, Essential documentation, Roles and Responsibilities, Pharmaceutical Society of India.

Ethics, Monitoring, Conduct and Management of trials, Accreditation :

Pharmacovigilance, Data management and various other Program is Certified & Accredited by the Swiss

related issuesin intensive Full time Classroom Training. Association of Pharmaceutical Professionals (SWAPP) &
Swiss Society of Pharmaceutical Medicines.




Internship option with various pharmaceutical companies, CROs, and hospital research sites.

Entry Level Career Options Upon Completion of the Program:
% Clinical Research Operations
% Clinical Research Co-coordinator

% Clinical Trial Assistant.

% In-house CRA

% Phramacovigilance Officer
% Drug Safety Associate

%~ Drug Safety Officer

&

Data Management Professional

Program Details :

Clinical Research Introduction

* Principles of Pharmacology & Drug Discovery & Development

* Roles & Responsibilities of Key Stakeholders

® Preparations & Planning for Clinical Trials

* Essential Documentation in Clinical Research & Regulatory Submissions
¢ Clinical Trials Project Planning & Management

e Study Start Up Process

¢ Clinical Monitoring Essentials

® Compliance, Auditing & Quality Control in Clinical Research

* Overview of Clinical Data Management & Biostatistics

® Clinical Data Management Software Training

* General Overview of Pharmacovigilance

* Medical Dictionary for Drug Regulatory Activities MedDRA

* Regulatory Aspects in Pharmacovigilance

¢ Diagnosis And Management of Adverse Drug Reactions

* Medical Evaluation of Adverse Events

® Quality System in Pharmacovigilance

* Periodic Safety Update Reports (PSURs) For Marketed Drugs (ICH E2C)
* Pharmacovigilance Database And Signal Detection Tools Risk Assessment, Evaluation And Management
* EudraVigilance

* Suspected Unexpected Serious Adverse Reaction (SUSAR) Reporting

¢ Expedited Reporting Requirements

* Pharmacovigilance Software Overview

Mode : Classroom/Online/Webinar Examination : Classroom/online exams & Project work

Duration : 6 Weeks and 2 Weeks Project Work Job Assistance :
Extensive Placement support would be provided to the
Eligibility:

MD, MS, MBBS, BDS, BHMS, BAMS, BUMS, BPT, B.Pharm,
Graduate/Post Graduate Degree in Life Sciences,

successful candidates.

Fee Payment :

,Pharmacology, Pharmacy, Medical Laboratory, Nursing, Fee Payable by Cash, Cheque/Bank draft in the name of

Biochemistry, Microbiology, Biotechnology and all professionals 'TENET HEALTH EDUTECH PVT.LTD.' payable at Delhi. Fee
working with Pharmaceutical companies, CROs and Hospitals. can also be deposited in the company bank account. We also

accept Credit/ Debit Cards.
Methodology :

Full time class Room + Hands on training, Online access to International Payment :
study materials, Printed study materials and Workshops. Through Debit/Credit cards using Paypal or wire payment

through banks.

For more information and admission, please contact admissions@cliniminds.com
Call :09311172560, 09810068241
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