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Developing regulatory environment in South Asia and challenges for regulatory affairs professionals

Nadeem H. Alamgir
Drugs Regulatory Agency, Pakistan

outh Asia, is the southern region of the Asian continent, which comprises the sub-Himalayan countries including Bangladesh,

Bhutan, India, Maldives, Nepal, Pakistan, and Sri Lanka. It is home to well over one fifth of the world's population, thus is
the most densely populated geographical region in the world. This Region includes the countries that were part of the former
British Empire including India, Pakistan, and Bangladesh at the core, but also including Sri Lanka, Burma. The Drug Regulations
developed by the British during their rule in this region are still the bases of Drug Regulation in these countries. The common
issues are a colonial mindset of bureaucracy, lack of resources for capacity building of regulatory authorities/ MOH. But the
prevailing law gives immense powers to the bureaucrats in these authorities. With new emerging regulations for Pharmaceutical,
Medical Devices and Biological Drugs in the developed world, a need for having the same set of regulations is felt by the regulators
as well. But the resource constraints and lack of training in emerging of relevant regulations is either nonexistent or painstakingly
slow and the authorities are trying to manage in unique ways. Thus becoming a challenge for Regulatory Affairs Professionals as
the authorities are coming up with novel ideas nonexistent elsewhere.. To tap the immense potential of this huge market the issues
in regulation of the drugs shall be addressed for the benefit of all.
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Medical representatives with gifts: To whom to give and why

Naseem Akhtar Qureshi and Abdullah Al-Bedah
Ministry of Health, Saudi Arabia

edical representatives offer gifts to health providers and managers with their hidden agenda and this behavior could

have diverse implications. This presentation aims to address regulatory measures against gifts-derived behaviors both
of healthcare providers and pharmaceutical representatives. Using keywords, many rounds of computer searches of PubMed,
MEDLINE, Google Scholar and Quertile were made to retrieve relevant peer-reviewed papers published in literature over the
past 10 years. Regulatory measures against gift-related behaviors are in place in most of high-income-countries and are followed
strictly and USA-FDA is reported to lead the world. The landscape in Eastern world is not at par and needs collective efforts to
address this important issue by pharmaceutical giants in collaboration with health authorities. Regulatory checks need to be in
sight for controlling the gift-derived behaviors of all stakeholders across the world.
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