THE ROLE OF INDEPENDENT AUTHORIZED REPRESENTATIVES
AND LICENSE HOLDERS FOR MEDICAL DEVICE AND IVD
MANUFACTURERS ENTERING NEW MARKETS

The intricate dance of regulatory requirements can seem daunting for medical device and in vitro diagnostic
(IVD) manufacturers aiming to enter new markets. One strategic maneuver to navigate this complexity is
appointing an independent authorized representative (AR) and license holder. This move can bring several
advantages over depending solely on local distributors, yet it also presents challenges. Let’s explore the benefits
and drawbacks of leveraging independent third-party

representatives in this vital process.

IMPORTANCE OF INDEPENDENT AUTHORIZED REPRESENTATIVES

In the world of regulatory affairs, an independent authorized representative acts as the legal envoy between the
manufacturer and local regulatory authorities. Their primary role is ensuring the manufacturer’s products adhere
to local regulations and managing all necessary submissions and communications. This function is especially
critical in regions with stringent or dynamic regulatory landscapes, such as the European Union under the
Medical Device Regulation (MDR).

WHAT IS AN AUTHORIZED REPRESENTATIVE IN MEDICAL DEVICES?

An authorized representative in medical devices is a legal entity that ensures a manufacturer’s product complies
with local regulations and facilitates communication with regulatory authorities. They handle registrations,
monitor compliance, and manage post-market surveillance.

ADVANTAGES OF INDEPENDENT AUTHORIZED REPRESENTATIVES

1- Regulatory Expertise and Compliance:

e Specialized Knowledge: Independent representatives are regulatory connoisseurs, possessing up-to-date
insights into local regulations and requirements. This expertise ensures compliance without the distraction
of sales activities.

e Consistent Compliance: They offer a focused approach to regulatory adherence, vital in markets with
intricate or frequently changing regulations, like the EU and South Korea.

2- Reduced Conflict of Interest:
e Objective Oversight: Independent representatives who are uninvolved in sales reduce potential conflicts of
interest. This ensures unbiased handling of regulatory matters and better protection of the manufacturer’s
interests.

3- Enhanced Control and Stability:
e Continuity: Independent representatives provide stability and continuity in regulatory affairs, which is crucial
if the manufacturer changes local distributors. This helps maintain market presence and compliance without
disruption.






