Executive Diploma in Industrial
Medical Writing, Regulatory Writing
& Clinical Trial Transparency

/-Month Industry-Oriented Skill Development Program

Course Name

Executive Diploma in Industrial Medical Writing,
Regulatory Writing & Clinical Trial Transparency

Executive Diploma Certificate + Industrial Internship Certificate

Total Duration 7 Months

Theory Training 4 Months

Online Industrial Internship 3 Months

Class Schedule Every Sunday

Mode 100% Live Online

Course Start Date Sunday, 12 July 2026

Last Date to Register 30 June 2026

Total Fee 36,999/- (Actual Value ¥F36-666+) (Two instalment available)

Certifications

ICH-GCP E6 (R3) Guidelines Training Certificate

Study Material Complimentary Medical Writing Study Material Book
Delivered to Doorstep

Registration Link (First Instalment): https://rzp.io/rzp/medoc/

« +919620523426

= support@gmail.com

@ www.curioctri.com


https://rzp.io/rzp/medocj
https://rzp.io/rzp/medocj

About Curio Training & Research Institute (CTRI)

Curio Training & Research Institute (CTRI), a constituent unit of CliMed Research
Solutions, India, is dedicated to empowering healthcare and life science professionals
through industry-oriented skill development programs. CTRI aims to bridge the gap
between academic education and industry requirements by providing practical,
application-based training delivered by experienced professionals from
pharmaceutical, biotechnology, CRO, medical device, healthcare consulting, and
regulatory industries.

Through its specialized programs, CTRI has trained thousands of learners and
collaborated with academic institutions, healthcare organizations, and industry
partners across India and internationally.

About the Program

The Executive Diploma in Industrial Medical Writing, Regulatory Writing & Clinical Trial
Transparency is a comprehensive professional training program designed to prepare
participants for global careers in pharmaceutical, biotechnology, CRO, healthcare
consulting, medical device, and regulatory industries.

The program provides a complete understanding of the medical writing ecosystem,
covering scientific writing, clinical writing, regulatory writing, publication writing,
safety writing, medical communications, and clinical trial transparency
documentation.

Participants will receive structured training from industry experts, hands-on
assignments, practical exposure to industry-standard documents, and a dedicated
three-month internship focused on real-world writing projects.

This program Is specifically designed to make participants industry-ready and capable
of working in diverse medical writing and regulatory functions.

Why This Diploma?

Medical Writing, Regulatory Writing, and Clinical Trial Transparency are
among the fastest-growing domains In the pharmaceutical and \ \

healthcare industry. s
Global pharmaceutical companies, CROs, biotechnology firms, medlcal

device companies, and healthcare consultancies require trained -
professionals who can prepare, review, and manage scientific and / \
regulatory documents while ensuring compliance with global regulations. AN

This diploma provides practical exposure to these high-demand domains / / \\
and prepares participants for entry-level and intermediate positions in
the industry. '




Program Highlights

"4 100% Online Learning & Internship

"4 Live Interactive Sessions by Industry Experts
"4 Practical Assignments & Industry Projects
"4 Real-World Document Writing Exercises

V4 Session Recordings Available

"4 Career Guidance & Placement Assistance

"4 Resume Building & Mock Interviews

"4 Personalized Mentorship

"4 Industry Templates & Writing Resources

"4 Complimentary Medical Writing Study Material Book Delivered to Your Doorstep
(Worth ¥700)

\"4 Separate ICH-GCP E6 (R3) Guidelines Training & Certification

Who Can Attend?

This diploma is suitable for:

* PharmD Students & all Pharmacy Graduates

» MBBS, BDS & Medical Graduates

* Nursing Students & other healthcare professionals
 Biotechnology Professionals

* Clinical Research Professionals

* Freelance Medical Writers

» Healthcare Professionals

» Anyone aspiring to build a career in Medical Writing




Upon successful completion of this program, participants will be
able to:

» Understand the global medical writing industry

» Develop scientific and regulatory writing skills

 Prepare industry-standard clinical and regulatory documents

» Understand drug development and clinical research workflows
* Prepare publication and scientific communication documents

» Understand clinical trial transparency requirements

» Perform document quality review and quality control

» Use Al tools responsibly in medical writing

* Build a professional writing portfolio

» Become industry-ready for medical writing careers

4 Months Theory Training

Module 1
Introduction to Medical Writing Industry

» Medical Writing Landscape + Types of Medical Writing « Career Opportunities
* Industry Structure » Medical Writing Workflow < Skills Required for Success

Module 2
Drug Development & Clinical Research Fundamentals

* Drug Discovery to Commercialization  Clinical Development Process * Clinical Trial
Phases * Study Designs * Good Clinical Practice (GCP) « Clinical Research Ecosystem

Module 3
Scientific Writing & Publications

» Manuscript Writing « Abstract Writing « Literature Reviews ¢ Systematic Reviews
» Conference Abstracts * Posters & Presentations * Journal Selection * Referencing Tools

Module 4
Evidence-Based Medicine & Literature Evaluation

* Principles of EBM - Literature Searching e« Critical Appraisal « Evidence Hierarchy
* Clinical Evidence Interpretation



Module 5
Clinical Medical Writing

* Clinical Trial Documentation * Protocol Writing * Informed Consent Forms e Investigator
Brochures * Case Report Forms « Clinical Study Reports (CSR) * Protocol Amendments

Module 6
Medical Communications Writing

» Scientific Presentations « Slide Deck Development « Medical Information Responses
» Educational Materials « Medical Affairs Writing

Module 7
Regulatory Writing Fundamentals

* Global Regulatory Environment * FDA Requirements * EMA Requirements
» CDSCO Regulations * ICH Guidelines * Regulatory Documentation

Module 8
Advanced Regulatory Writing

* IND Preparation » NDA Documentation « BLA Documentation * CTD Structure
» eCTD Concepts * Submission Strategies

Module 9

Safety & Pharmacovigilance Writing

» Aggregate Safety Reports  DSUR * PSUR/PBRER * Risk Management Plans
» Safety Narratives  Benefit-Risk Documentation

Module 10
Medical Device & Clinical Evaluation Writing

» Medical Device Regulations ¢ Clinical Evaluation Reports (CER)
* PMCF Documentation * Technical Documentation

Module 11
Clinical Trial Transparency & Disclosure Writing

* Global Transparency Landscape * FDAAA Requirements * EMA Policy 0070 « EU Clinical Trial
Regulation * India CTRI Requirements * Trial Registration Processes * Results Disclosure

Module 12
Anonymization & Redaction

» Data Privacy Concepts * Anonymization Principles * Redaction Methodologies
» Disclosure Packages * Transparency Compliance



Module 13
Quality Control & Review Process

» Editorial Review - Scientific Review  Compliance Review * Quality Assurance
» Good Documentation Practices (GDP)

Module 14
Al in Medical Writing

 Al-Assisted Literature Review « Al Writing Tools « Prompt Engineering
» Automation in Medical Writing * Responsible Use of Al

Module 15
Professional Development

* Resume Building « LinkedIn Optimization « Interview Preparation
* Freelancing Opportunities * Professional Communication

Module 16
Capstone Project

» Medical Writing Project « Regulatory Writing Project « Transparency Writing Project
* Final Assessment & Presentation

Special Certification Program

ICH-GCP E6 (R3) Guidelines Training
All participants will undergo exclusive training on the latest ICH-GCP E6 (R3) Guidelines.

_ Separate Certificate in ICH-GCP E6 (R3) Guidelines Training

Industrial Internship
3 Months Project-Based Industry Internship

Internship Domains
1. Industrial Medical Writing

2. Regulatory Writing
3. Clinical Trial Transparency



Internship Features

* 7100% Online Internship * Industry Case Discussions

» Assignment-Based Learning * Portfolio Development

* Project-Based Training * Individual Performance Evaluation
» Weekly Mentor Reviews * Internship Completion Certificate

Assessment & Evaluation

Participants will be evaluated through:

= Module Assignments = Regulatory Writing Tasks
Writing Exercises = [nternship Projects
Quizzes = Final Assessment

Case Studies

Certifications Awarded

Participants successfully completing the program will receive:

' Executive Diploma in Industrial Medical Writing, Regulatory Writing & Clinical Trial Trc
. Industrial Internship Completion Certificate

.. Certificate in ICH-GCP E6 (R3) Guidelines Training

Career Opportunities waiting for you after the course completion:

After successful completion, participants can pursue careers as:

» Medical Writer * Clinical Trial Disclosure Associate
» Associate Medical Writer » Transparency Writer

» Scientific Writer » Medical Information Associate

* Regulatory Writer » Regulatory Affairs Associate

» Clinical Regulatory Writer » Medical Affairs Associate

» Medical Communications Associate  Freelance Medical Writer

* Publication Writer * Healthcare Content Specialist



What Participants Will Receive

Complimentary Study Material Book Delivered to Doorstep
Industry Templates & Writing Resources

2 Recorded Session Access

@ Executive Diploma Certificate

@ Internship Completion Certificate

@ ICH-GCP E6 (R3) Certificate

B8 Career Guidance Support

7 Portfolio Development Support

@ Resume Building & Mock Interviews

E Course Starts:

= Sunday, 12 July 2026

V3 Last date to register: . Full Course Fee:
L 30 June 2026 @ 26,999/- 30,000/

Instalment Structure

* 1st Instalment: 34,000/- at the time of registration

* 2nd Instalment: 32,999/- after completion of 3 months of theory training

This introductory fee structure is provided under a limited-period professional sKill
development initiative to make industry-oriented healthcare documentation
training accessible to students and healthcare professionals.

Registration Link (First Instalment)
https.//rzp.io/rzp/medoc/

Program Convener

Dr. Ajit Singh E E
PI L

Founder & CEO, - & -

CliMed & Curio, -

India

. +91 9620523426 = support@gmail.com Q www.curioctri.com


https://rzp.io/rzp/medocj
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