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About The Course

This course provides a comprehensive understanding of the Electronic Trial
Master File (eTMF) system, a critical component in managing documentation for
clinical trials. Designed for professionals in the Clinical Research and
Pharmaceutical industries, the course covers the fundamentals of eTMF,
regulatory compliance, document lifecycle, and best practices in maintaining
inspection-ready trial documentation. Learners will gain practical insights into
using popular eTMF platforms, ensuring audit readiness, and aligning with ICH-
GCP and global regulatory requirements.
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Course Syllabus
1. Introduction to Essential
Documents
2. Introduction DIA eTMF reference
model
3. eTMF Mangement Plan
4. eTMF tools description
5. eTMF EDL creation
6. eTMF conduct
7. eTMF review
8. eTMF reconcilliation
9. eTMF document upload
10. eTMF document completion
guidelines
11. eTMF demo -Viva Vault
12. eTMF demo – general systems
13. eTMF filling guidelines
14. Assessments -1
15. Mock Interview Questions
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WHO ARE THE
QUALIFIERS?

B. Pharm/M. Pharm/Pharm. D & Ph. D
Nursing/Physiotherapy
Dental/Medical Students

Highlights of Course

16Plus Years 
Experienced Faculty

 Resume Preparation

Course 
Completion Certificate
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Duration

3 Batches :
Weekend Batch : 3 Months
Weekdays Batch : 2 Months
Crash Course : 1 Month (Only
On Personal/Urgent Basis)

Fee Structure :

35,000 RS for Indian Students.

45,000 RS for NRI Students.
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Kiran Kumar. Chemudugunta, M. Pharm, (Ph. D), PDCR, R. Ph
Founder & CEO/ Career Growth Coach, Rise Trainings

Rise Trainings, A Edtech start-up established in June 2018 aimed to serve cost-effective and result-oriented 
courses in Pharmacovigilance, Medical Writing & Regulatory Affairs at SPSPR Nellore, Andhra Pradesh, India. 
This is Established by Kiran Kumar. Chemudugunta, M. Pharm, (Ph. D), R. Ph, PDCR with team of 35 plus Health
Care IT Industry experts. 

Rise Trainings, Registrations, Certificates & Recognitions : 
 
    1. Certificate of Incorporation, Certified by the Government of India Ministry of Corporate Affairs. 
   2. ISO Certification: ISO 9001:2015, Rise Trainings has been found to conform to the quality Management
System Standard. 
   3. MSME Certification, Udyam Registration Certificate by Government of India. 
   4. Certified as a Startup by the Development for the promotion of Industry and Internal Trade.
   5. Recognized in Silicon India Magazine as Silicon India's 10 Most Promising Clinical Research Training
Institutes – 2022.   
   6. Appreciated under The Best CEO to Esteem in 2023, Recognized by Business Connect Magazine. 

About Our Founder & CEO : 

1. Kiran Kumar Chemudugunta with 16.6 Plus years of Experience in the IT Life Sciences Industry, 
Expertise in Pharmacovigilance and Computer System Validation.

2. Leading 25 Plus trainers and 5 young and dynamic team members traveling with me for 
the best Career Growth Coaching for B. Pharm/M. Pharm/Pharm. D & Ph. D Candidates. 

3. He Launched the Career Launch Programme for freshers & Career Growth Programme for experienced,
enlightening the importance of Upskilling. 

4. Supported 310-plus placements and jobs for both freshers and experienced through the Career Launch
Program and Career Growth Program. 

5. Mentored more than 7000 plus students and professionals since 2011.


