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Abstract (300 word limit)
Background: Reducing the disease burden timely and cost-effectively is one of the prime goal of every national health policy, as health and access to safe, eﬀective, quality and aﬀordable medicine is the basic right of people. According to the World Health Organization (WHO), the world consumption of pharmaceutical products has increased drastically from US$ 70 billion to US$ 1.1 trillion (Since 1975), with a consumption of medicines per capita growing from US$ 17 to US$ 531. Regardless of this increase in world consumption, more than 80% of all pharmaceutical products are consumed by 15% of the world population located in ‘developed countries’. In order to mitigate this global health inequity, pharmaceutical industries of developing world need to accelerate the development and production of pharmaceutical products of optimal quality. Challenges: Formulation Development, being a very crucial and lengthy process, involves different pharmaceutical technologies and presents a number of challenges to the pharmaceutical industry of countries like Pakistan, India, Bangladesh etc. Pakistani pharmaceutical market is of US$ 326 billion.  In Pakistan, the major challenges that pharma industry faces while developing a new product are stricter and non-supportive pharma regulations of the national drug regulatory body that discourage new drug development, national insufficiency of research and development in producing Active Pharmaceutical Ingredients (APIs), lack of bioequivalence and clinical trials facilities and inadequate commercial and economic feasibility regarding export of new drugs. Besides these, the complex science of drug designing which require novel technologies and well-trained talent, is also a crucial challenge. Recommendations: Promote harmonization of regulatory processes by adopting globally harmonized standards; establish targeted capacity-building for quality APIs; train the talent; improve research and development sector, develop bioequivalence and clinical trial facilities and set transparent pricing rules. Conclusion: For Pakistan, it is a high time to improve health and access to quality medicine. The recommendations in this presentation may prove helpful in improving the development rate of safe, effective, affordable and high quality drug formulations. 

GLOBAL TRAINING COURSES / SYMPOSIUMS / PRESENTATION & PUBLICATIONS:
1. Proactive GCC Quality Compliance Workshop: Module 3, Dubai, UAE by UBM, 18-19 March 2015
1. Workshop on Bioequivalence and Quality Tracking System (QTS) by Pakistan Drug Testing and Research Center, Alpha Laboratories Inc, Toronto Ontario, Canada, December 2012
1. Speaker / Trainer on “Product Development & Stability Studies” by WHO, 26-28 April 2016 at Park Plaza, Lahore, Pakistan
1. Speaker on “Data Integrity” in Conference on Compliant Pharmaceutical Environment by E-Commerce Gateway Pakistan, 7-8 September 2015
1. Speaker on “Supplier Qualification” by WHO, 26-28 October, 2015 Karachi, Pakistan
1. Joint UNICEF Pharmaceutical Supplier Meeting & WHO Prequalification of Medicines Programme, 3rd Meeting with Manufacturers of Finished Pharmaceutical Products and APIs, Copenhagen, Denmark, 24-26 September 2012
1. Speaker for “In Vitro Studies for Biowaiver & Stability Studies for Generic Drugs” at the Stakeholders Workshop on the Implementation of Common Technical Document (CTD) arrange by WHO & DRAP at PC Hotel Lahore, Pakistan July 22-24, 2015.
1. Speaker for “Comparative Dissolution Profile” at WHO Workshop, PC Karachi, June 2015.
1. Speaker for “Regulatory Profession for Pharmacist” at 1st International Conference on Recent Innovations in Pharmaceutical Sciences (ICRIPS – 2015).



   [image: ]   Biography (150 word limit)
[bookmark: _Hlk482716968]Muhammad Naeem has 19 plus years diversified experience in Quality Operations, Regulatory Affairs, Research and Development. He has done certificate courses on cGMP, cGLP, Process Validation, ISO/IEC 17025:2005, 14001:2004, OHSAS 18001:2007, SA 8000 and 9001:2008.He is a member of International Society for Pharmaceutical Engineering (ISPE) and  Regulatory Affairs Professional Society (RAPS), USA. He has an extensive knowledge of ICH, USP, BP, ASTM, and HACCP and has led several Investigational/Developmental and Technical/Analytical Projects at CMOs in USA, Europe and Pakistan. Some of the major pharmaceuticals he served are Pfizer & Takeda (USA), CCL Pharmaceuticals and INDUS Pharma (Pakistan). He has strong scientific, analytical, planning, managerial and training skills. He has attended many national and international conferences as a speaker on Quality Risk Management, Data integrity, Pharmacovigilance, Validation, cGMP Guidelines, etc.
Full Name: Muhammad Naeem
Tel: +92-321-5959753
Session Name/Number: Regulatory strategy and development
Category: Oral presentation
Email: mnparco@gmail.com 

image1.png




