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Regulatory affairs professionals (also known as regulatory professionals) are often in charge of the following
general areas:

* Ensuring that their businesses are in compliance with all applicable regulations and laws.

¢ Collaborating with federal, state, and local regulatory agencies and personnel on specific issues affecting their
business, such as the Food and Drug Administration or the European Medicines Agency (pharmaceuticals and
medical devices), the Department of Energy, or the Securities and Exchange Commission (banking).

*Advising their companies on regulatory issues and the regulatory climate that may affect proposed activities
specifically, addressing the "regulatory atmosphere" surrounding concerns such as prescription medication
advertising and Sarbanes-Oxley compliance.

The regulatory function in the healthcare industry is critical to the global availability of safe and effective healthcare
products. Regulatory professionals include individuals who ensure regulatory compliance and prepare submissions,
as well as those whose primary job function is clinical affairs or quality assurance. The most important function of a
regulatory professional in an export company is to successfully register and approve a product with the country's

health agency, such as the FDA in the United States or the EMA in Europe.
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The majority of regulatory professionals hold a bachelor's degree, and more than half hold an advanced degree,
usually in a scientific or technical subject. Furthermore, regulatory professionals typically have prior expertise in
other fields before shifting into regulatory affairs.

Although various university degree and graduate certificate programmers in regulatory affairs and similar fields
exist, experience is a valuable advantage for regulatory professionals. Project management and organization,
negotiation and communication, and the ability to learn from the experiences of others, both inside and outside the
business, are all valuable talents. Professional development and continuing education are essential for regulatory
professionals. Regulatory experts must stay current on regulatory regulations and procedures for one or more
nations, as well as grasp the scientific and technical foundations of healthcare goods. Organizations such as the
Drug Information Association (DIA) and the International Conference on Harmonization (ICH) of Technical
Requirements for Registration of Pharmaceuticals for Human Use focus on global regulatory issues.

Recent developments

Beginning in 1980, the European Union began to standardize the regulation of healthcare items in member
countries. Although the concept of regulating medications was well established in most member nations along lines
similar to the US model, many countries lacked significant medical device regulation. Concurrently, the EU was
establishing the notion of New Approach Directives, in which only broad principles were incorporated into law and
the majority of technological detail was outsourced to conformity with established standards (which are more
readily update-able). The Europeans took a risk by applying the New Approach Directive to medical devices, making
the first substantial conceptual advance in healthcare regulation in nearly a century.

Future developments

Many in the regulatory affairs field feel that the new regulatory method will eventually be adopted for all healthcare
goods since it provides the best model for bringing new healthcare innovations to market in a reasonable amount
of time while maintaining acceptable safety.

Companies' regulatory affairs sections are expanding. Because the resources required to meet regulatory standards
change, some businesses choose to outsource or out task regulatory affairs to third-party service providers. The
regulatory affairs department is always expanding and increasing, and it is the one that suffers the least through
acquisitions and mergers, as well as during recessions. Global standardization has resulted in a consistent

approach to regulatory submissions and, as a result, their assessment.
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