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Objective

Align business strategy with the development of safe, effective, and economical pharmaceutical 

drug products, while navigating regulatory expectations and global market opportunities.

Decision Making for Regulatory Compliance Risk Management using the most complex US FDA 

Compliance of CGMP Regulation 21 CFR Part 211, while reducing the effort and cost of compliance.

Provide details on the EDII's Pharma Compliance Skill Development Certificate Programme (EDII's 

Pharma Hand Holding) Empowering Pharmaceutical Entrepreneurs.

Who Should Attend?

Small and Mid-Sized Pharmaceutical Entrepreneurs (Decision Makers):

One-Day | 4 Hours

· CEO

· CFO

· Chairman

· Head of Quality

· Head of Operations

CEO CFOChairman Head of Quality Head of Operations

Programme Highlights 

· Role of Decision Makers

 o Perception vs. reality in quality

Schedule:

· Session Duration: 4 Hours

· Date & Time: 

· Format: Virtual

Programme Fees:  

Why Attend?

• Already in, or planning to enter, the US pharmaceutical market

• Learn how to manufacture world-class medicines (safe, effective, economical)

• Build decision-making expertise that impacts compliance, cost, and global access

• Reduce the effort and cost of compliance with CGMP regulations
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· Session Duration: 4 Hours

· Date & Time: 

· Format: Virtual

Program Fees:  

Rs. 1000.00

Why Attend?

• Already in, or planning to enter, the US pharmaceutical market

• Learn how to manufacture world-class medicines (safe, effective, economical)

• Build decision-making expertise that impacts compliance, cost, and global access

• Reduce the effort and cost of compliance with CGMP regulations
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· Understanding the US Market

 o Drug shortages � market opportunity

 o Faster approval pathways for small businesses

 o FDA Drug Shortage Resource
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· Understanding the US Market

 o Drug shortages � market opportunity

 o Faster approval pathways for small businesses

 o FDA Drug Shortage Resource

· Quick Overview of Compliance

 o Difference Between Regulation, Guidelines, and Standards

· Building CGMP Expertise using the most complex US FDA CGMP Regulation

 o Reduce the Reliance on expensive and ineffective Western Consultants 

 o Avoiding failed Over-Kill Western compliance programs transferred to India

· Support for small companies with limited funding

· Reducing Compliance Costs

 o Seems Large investments � long-term small Investment

 o Cost comparisons and smarter compliance choices

 o Using the right technology

· Use of Artificial Intelligence (AI) in CGMP Regulations:

 o Convenience vs. Compliance

EDII's Pharma Compliance One-Year Skill Development Certificate Program (Hand Holding)

· Expert-Led Guided Support Compliance Program

 o Pharmaceutical Quality Culture Development

 o US FDA Issue Resolutions

 o CGMP Program Development

  § Quality System

  § Change Management

  § Deviation Management

  § Investigations

  § Computer System Validation

  § Process Validation

· Step-by-Step CGMP Compliance Mentorship Program

 o Review of the Pharmaceutical Quality System 

· Interactive Learning Program

 o Interactive Virtual CGMP Training

 o Develop Company Expert Trainers

· Personalized Advisory Program

 o One-on-One with Executive Compliance Advisory

 o Regulatory Navigation Program

 o Design Pharmaceutical Quality System

  § Simplify the most complex US FDA Pharmaceutical Quality System 

Program Implementation

· Mentored Compliance Program (0nce a Month)

 o Following Completion of Yearly Interactive Program
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Regional and State Offices :

Entrepreneurship Development Institute of India
Bhat, Gandhinagar (Dist) 382 428, Gujarat

Phone: 079 - 6910 4900 / 6910 4999

E-mail: info@ediindia.org • Web: www.ediindia.org / www.ediindia.ac.in

EDII Affiliates :

• Cambodia-India Entrepreneurship Development Centre 
  (CIEDC), Phnom Penh

•  Myanmar-India Entrepreneurship Development Centre 
  (MIEDC), Yangon

•  Vietnam-India Entrepreneurship Development Centre 
  (VIEDC), Hanoi

•  India-Uzbekistan Entrepreneurship Development Centre 
  (IUEDC), Tashkent

•  Lao-PDR India Entrepreneurship Development Centre 
  (LIEDC), Vientiane

•  Rwanda-India Entrepreneurship Development Centre 
  (RIEDC), Kigali

Western : Vapi

First Floor, Noble Central Complex, Beside Shubham-2,

Daman Road, Chala, Vapi, Dist. Valsad-396191, Gujarat

Phone: 99244 41365  E-mail: wrov@ediindia.org

Southern : Bengaluru

Santa Monica, 2/2C, 1st Floor, Hayes Road, 

Shanthala Nagar, Richmond Town, Bengaluru, Karnataka-560025

Phone: 080-2311 9360/9361  Email: srob@ediindia.org

Northern-Eastern : Guwahati

1st Floor Abhiguna Residency, Opp Radisson Blu Hotel,

Gotanagar, Guwahati, Assam-781011

Phone: 0361-3105560  E-mail: nerog@ediindia.org

Eastern : Bhubaneswar

Unit No.202, 2nd Floor, Tower-1, NBCC Imperial Commercial Complex,

Press Chaka, Bhubaneswar, Odisha, Pin - 751017

Phone: 0674 - 3512290  Email: ediero@ediindia.org; erob@ediindia.org

Central : Bhopal

1st Floor, 50 New MLA Colony, Behind Canara Bank, 

Near Depot Chouraha, Bhadbhada Road, Bhopal-462003, Madhya Pradesh

Phone: +91-755-4260015, 2424015  Email: crob@ediindia.org

Northern : Lucknow

7, Meerabai Marg, Dady Villa, Hazrat Ganj, 

Lucknow-226 001, Uttar Pradesh

Phone: 0522-2209415  E-mail: nrol@ediindia.org

National Capital Region : New Delhi

303, Akashdeep Bldg., Barakhamba Road, New Delhi-110 001.

Phone: 011-40115698  Email: ncro@ediindia.org

Uttarakhand : Devbhoomi Udyamita Yojana Office : 

Doon University Campus (Nr. Main Gate), 

Dehradun, Uttarakhand 248001 

Phone: 0135 – 2974961   

E-mail: duy-uttarakhand@ediindia.org

Goa Office : 

5th Floor, EDC Complex,

Dr. A.B. Road, Panaji, Goa 403001

Phone: 91820 02852

Email: goa@ediindia.org

Chhattisgarh : Raipur Office 

105, First Floor, Shreeji K Heights, Kalpataru Colony, 

Amlidih, Raipur, Chhattisgarh 492006

Phone:  0771-4346712

E-mail: cgedc@ediindia.org

Enterprising Ladakh : Leh Centre

Near J&K Bank, University of Ladakh,

Leh Campus, Taru, Leh UT-Ladakh - 194101

Phone:  8707728907, 9906207337

E-mail:  enterprisingladakh@ediindia.org
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Purna Thakker is a globally recognized regulatory strategist, inventor, and quality 

systems expert with over 35 years of experience across the pharmaceutical, 

biotechnology, and cell & gene therapy (CGT) industries. As the Founder & CEO of 

ADPT Solution, he leads the development of the OC11 Single Validation Platform, a 

revolutionary GxP-compliant SaaS that eliminates the need for redundant computer 

system validation (CSV) across systems like eQMS, LIMS, CMMS, eBatch Records, 

and Training.

He is a CPHI Mentor (2024) and has served in senior leadership roles at Novartis, Pfizer, Warner-Lambert 

/ Parke-Davis, and Hitachi Chemical (Minaris). Purna is known for his practical approach to compliance, 

having led over 200+ global audits and developed regulatory frameworks used across five continents. 

He has a track record of successfully remediating FDA 483s, implementing data integrity programmes, 
®and supporting the commercialization of the first FDA-approved CAR-T therapy, Kymriah .

Speaker : Purna Thakker


