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Three-Month Industrial Internship in Clinical Research
(Pharmacovigilance, Medical Writing & Regulatory Affairs)
September 2026

Industry-Oriented Practical Training Programme

Develop practical, industry-ready skills through hands-on workshops,
document-development exercises, weekly assignments, quizzes, examinations
and a final integrated project.

Particulars Detalils

Last Date to Register September 10, 2026

Workshop Day Every Sunday
Workshop Time 3:00 PM-6:00 PM IST

Practical Workshops Nine hands-on workshops
Workshop Distribution Three workshops per domain

Registration Link https://rzp.io/rzp/indintsep

. +919620523426

= support@gmail.com

@ www.curioctri.com




About the Internship

The Three-Month Industrial Internship in Pharmacovigilance, Medical Writing &
Regulatory Affairs is a practical, industry-oriented programme designed to develop
essential documentation, safety assessment, scientific writing and regulatory skills
required in pharmaceutical companies, CROs, clinical research organisations and
healthcare institutions.

The internship integrates three important pharmaceutical industry domains:

* Pharmacovigilance

* Medical Writing

* Regulatory Affairs

Participants will receive practical exposure through simulated industry cases,

document-development exercises, weekly assignments, quizzes, examinations and a
final integrated capstone project.

Program Highlights

Three-month structured industrial internship
Three industry-relevant specialisations

Nine hands-on, document-based workshops
Three practical workshops in each domain

Live workshop every Sunday

Weekly assignments and quizzes
Practical training using simulated industry cases
Industry-oriented document-development exercises
Domain-wise examinations

Final integrated capstone project

Project presentation and viva voce

Individual performance evaluation

Professional portfolio development
Mentor feedback and document review
Resume-building guidance

Career counselling and mock interviews
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Industrial Internship Completion Certificate



Internship Instructors:

All sessions will be delivered by experienced professionals and subject-matter experts
from leading pharmaceutical, clinical research, regulatory, & healthcare organisations.

Who Can Attend?

The internship is suitable for:

* PharmD students and graduates
* BPharm and MPharm students and graduates

* MBBS, BDS and medical graduates
» Nursing and allied-health students

* Biotechnology and life-science graduates
* Clinical research professionals

* Pharmacovigilance professionals

* Medical and scientific writers

» Regulatory-affairs professionals

» Healthcare professionals

* Freshers seeking careers in the pharmaceutical
and clinical research industries

Detailed 12-Week Internship Structure

Week 1: Hands-on Workshop on ICSR Processing and Case Assessment

Weekly Assignment: Process a sample adverse-event case and prepare a completed
ICSR assessment worksheet.

Weekly Quiz: Fundamentals of ICSR processing, seriousness, expectedness and
reportability.

Week 2: Hands-on Workshop on Adverse-Event Narrative Writing

Weekly Assignment: Prepare a complete safety narrative from the source
iInformation provided.

Weekly Quiz: Safety narrative structure, chronology and medical documentation.



Week 3: Hands-on Workshop on Causality Assessment and Medical Coding

Weekly Assignment: Perform causality assessment and prepare a coding worksheet
for a simulated safety case.

Weekly Quiz: Causality assessment and medical coding concepts.

Week 4: Pharmacovigilance Examination and Case Project

Week 5: Hands-on Workshop on Clinical Study Protocol Writing

Weekly Assignment: Develop a protocol synopsis and selected protocol sections for
an assigned clinical study.

Weekly Quiz: Protocol structure, study objectives, endpoints and methodology.

Week 6: Hands-on Workshop on Informed Consent Form and Patient
Information Sheet Development

Weekly Assignment: Develop an Informed Consent Form and Patient Information
Sheet for a simulated clinical study.

Weekly Quiz: Informed consent requirements, ethics and participant communication.

Week 7: Hands-on Workshop on Clinical Study Report and Scientific Writing

Weekly Assignment: Prepare a structured abstract and selected sections of a Clinical
Study Report using simulated study data.

Weekly Quiz: Clinical Study Report structure, scientific writing and publication ethics.

Week 8: Medical Writing Examination and Document Project

Week 9: Hands-on Workshop on CTD and eCTD Dossier Preparation

Weekly Assignment: Develop a CTD dossier index and classify a set of regulatory
documents into the appropriate CTD modules.

Weekly Quiz: CTD modules, eCTD structure and regulatory documentation.



Week 10: Hands-on Workshop on IND and Clinical Trial Application
Documentation

Weekly Assignment: Prepare a simulated Clinical Trial Application document
checklist and submission package.

Weekly Quiz: Clinical trial applications, regulatory submissions and essential
documentation.

Week 11: Hands-on Workshop on Labelling, Regulatory Strategy and
Post-Approval Changes

Weekly Assignment: Review and revise a sample product label and prepare a
post-approval variation assessment.

Weekly Quiz: Product labelling, regulatory strategy and lifecycle management.

Week 12: Regulatory Affairs Examination, Final Integrated Project & Viva Voce

Nine Core Hands-on Workshops

Pharmacovigilance

1. ICSR Processing and Case Assessment
2. Adverse-Event Narrative Writing
3. Causality Assessment and Medical Coding

Medical Writing

1. Clinical Study Protocol Writing

2. Informed Consent Form & Patient Information Sheet
Development

3. Clinical Study Report and Scientific Writing

Regulatory Affairs

1. CTD and eCTD Dossier Preparation
2. IND and Clinical Trial Application Documentation

3. Labelling, Regulatory Strategy and Post-Approval Changes



Examination and Evaluation Structure

Assessment Component Weightage

Weekly Assignments and Quizzes
Pharmacovigilance Examination
Medical Writing Examination

Regulatory Affairs Examination
Final Integrated Project

Viva Voce and Project Presentation
Attendance and Professional Participation

Final Integrated Capstone Project

Participants will receive a simulated pharmaceutical product or clinical study
case and complete an integrated project involving:

» Assessment and documentation of an adverse-event case

* Preparation of a safety narrative

» Development of selected clinical study documents

» Classification of documents according to the CTD structure

* Preparation of a regulatory submission checklist

* Review of product safety and labelling information

* Presentation of the completed project before the evaluation panel

Certification

An Three-Month Industrial Internship In Clinical
Research (Pharmacovigilance, Medical Writing &
Regulatory Affairs) will be awarded after the
satisfactory completion of all workshops, weekly
assignments, quizzes, examinations, final integrated
project and viva voce.




Important Dates

N Time:
3:00 PM-6:00 PM IST

E Course Start Date:
= September 20, 2026

V% Last Date to Register: u Workshop:
L September 10, 2026 ﬁ Every Sunday

Programme Fee: 35,999 Only

The fee includes: » Domain-wise examinations

» Three months of internship training * Final capstone-project evaluation

* Nine live hands-on workshops * Project presentation and viva voce

» Weekly assighments and quizzes » Career guidance and mock interview

* Practical templates & learning resources * Industrial Internship Completion Certificate

Industrial Internship Convener

Dr. Ajit Singh

Founder & CEO, CliMed & Curio, India
Founder & Director
(Operations & Academic Affairs), IHEPR

Registration Link
https://rzp.io/rzp/indintsep E m Eﬁ E
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