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Abstract

The threat of disease, access to medicine for the poor and rising health care costs has created a debate to develop
globally acceptable regulatory guidelines and subsequently medicines. The regulatory landscape has continued to
evolve in response to product safety, regulatory compliance, new technologies, improved understanding of disease
states, stakeholder and customer needs and global imperatives, with new and increasing regulations and regulatory
guidance. The challenging landscape is largely a result of the success of the biopharmaceutical industry in
delivering medical therapies for many disease states, safety catastrophes from use of products post-approval and
product quality compliance issues. These have sharpened regulatory authorities focus on product benefit/risk
profiles and related stakeholders views on cost effectiveness and patient access. The demand for globally
acceptable products heightens the importance for harmonization of regulatory requirements to lend efficiency and
cost effectiveness to the process of product development, manufacturing and expediency to global access. In
addition, biopharmaceutical companies have continued to expand their frontiers to attain a global reach, with
presence in many regions and countries, and therefore exposed to myriad, and sometimes diverse, regulatory
requirements and operating standards. The challenges of globalization in a heterogeneous world with an evolving
regulatory landscape and expectations of multiple stakeholders have increased the complexity, unpredictability
and intensity of the biopharmaceutical product development and registration process. Need of the hour is to
harmonize the regulatory requirements round the globe which would not only reduce the time involved but would
also ensure that every human being, regardless of his geographic location has access to quality medicines.
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