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Introduction 
The European Union (EU) has established clear legal frameworks for clinical research, aiming to 
protect participant safety and ensure the integrity of scientific data. For sponsors outside the 
EU, navigating the requirements for legal representation can be confusing and complex. The 
need for an EU legal representative or authorised representative is a crucial aspect for both 
clinical trials of medicinal products and clinical investigations of medical devices. This article 
provides a comprehensive overview of these requirements, clarifying roles and responsibilities, 
outlining regulatory frameworks, and offering practical guidance for sponsors to ensure 
compliance and avoid costly pitfalls. 

Regulatory Background 
Clinical research in the EU is governed by a set of harmonised regulations designed to 
standardise procedures, protect public health, and facilitate research across Member States. 
The three primary regulations are: 

• Clinical Trials Regulation (CTR) 536/2014: Governs interventional clinical trials of 
medicinal products for human use, replacing the previous Clinical Trials Directive. 

• Medical Device Regulation (MDR) 2017/745: Sets out requirements for medical devices, 
including clinical investigations. 

• In Vitro Diagnostic Medical Device Regulation (IVDR) 2017/746: Applies to in vitro 
diagnostic (IVD) devices and their clinical performance studies. 

Each regulation imposes specific obligations on sponsors, particularly those located outside 
the EU, to appoint legal representatives or authorised representatives within the EU. 



Clinical Trials of Medicinal Products (CTR 536/2014) 
Requirements for EU and Non-EU Sponsors 
Under CTR 536/2014, sponsors of clinical trials must be established in the EU or, if not, must 
appoint a legal representative established in the EU. This requirement ensures that there is a 
party within the EU who can be held legally responsible for the sponsor’s obligations regarding 
the conduct of the trial and the safety of participants. 

• EU Sponsors: May act directly as the sponsor; no additional legal representative is 
required. 

• Non-EU Sponsors: Must appoint a legal representative established in the EU before 
submitting a clinical trial application. 

Member State Variability 
While the CTR aims to harmonise requirements across the EU, some Member States may have 
additional national provisions or interpretations concerning the role and liability of legal 
representatives. Sponsors should assess country-specific requirements early in the planning 
process to ensure full compliance. 

Roles and Responsibilities of Legal Representatives 
The EU legal representative acts as the sponsor’s agent within the EU, assuming legal 
responsibility for the conduct of the trial. Their key responsibilities include: 

• Ensuring the sponsor’s obligations under the CTR are met. 
• Acting as the contact point for regulatory authorities and ethics committees. 
• Assuming liability for trial-related damages or breaches of regulation. 

Distinction Between Legal Contacts and Legal Representatives 
It is important to distinguish between a “legal contact” and a “legal representative.” A legal 
contact is simply an individual or entity designated to receive communications. In contrast, the 
legal representative has formal, legal liability and must be established in the EU. Only the legal 
representative can fulfil the sponsor’s regulatory obligations in the EU. 

Clinical Investigations of Medical Devices (MDR/IVDR) 

Mandatory Requirements for Non-EU Sponsors 
The MDR and IVDR require that sponsors of clinical investigations or performance studies who 
are not established in the EU must appoint an EU Authorised Representative (EUAR). This 
representative acts as the main point of contact with EU authorities and is responsible for 
ensuring compliance with all relevant requirements. 

Harmonisation Across Member States 
The MDR and IVDR have been designed to harmonise requirements across Member States, 
reducing variability. However, some local differences may persist, particularly in interpretation 



and enforcement. Sponsors should verify local expectations and align their procedures 
accordingly. 

Responsibilities of the EU Authorised Representative 
The EUAR’s responsibilities include: 

• Ensuring the conformity of devices and documentation with MDR/IVDR requirements. 
• Acting as the contact point for competent authorities and notified bodies. 
• Maintaining a copy of the technical documentation available for inspection. 
• Immediately informing the sponsor about any non-compliance or safety issues. 
• Cooperating on vigilance and post-market surveillance activities. 

Practical Considerations for Sponsors 

Early Planning 
Sponsors should initiate planning for legal representation as early as possible, ideally at the 
study design phase. Delays in appointing a suitable representative can result in regulatory 
setbacks and missed study timelines. 

Assessing Country-Specific Rules 
Despite harmonisation, differences in national implementation and interpretation persist. 
Sponsors should review the requirements in each Member State where the study is to be 
conducted, seeking local regulatory advice as needed. 

CRO Involvement 
Contract Research Organisations (CROs) can sometimes act as legal representatives or 
facilitate the appointment process. However, sponsors should carefully assess the CRO’s 
experience and capacity to fulfil the legal obligations, as ultimate responsibility remains with 
the sponsor. 

Contractual Clarity 
Clear, comprehensive contracts are essential to define the scope of the legal representative’s or 
EUAR’s duties, liability, and authority. All parties should understand their responsibilities, 
reporting lines, and procedures for handling regulatory issues or safety events. 

Consequences of Non-Compliance 
Failure to comply with EU legal representative requirements carries serious risks, including: 

• Regulatory Delays: Applications may be rejected or delayed if a legal representative is 
not properly appointed. 

• Liability Exposure: The sponsor and their representative may be held liable for 
participant harm or regulatory breaches. 

• Study Suspension or Termination: Authorities may suspend or terminate ongoing clinical 
trials or investigations. 



• Fines and Sanctions: Non-compliance may lead to administrative penalties and 
reputational damage. 

Conclusion and Recommendations 
For sponsors conducting clinical research in the EU, the appointment of an appropriate legal 
representative or authorised representative is not only a legal requirement but also a key 
element in ensuring participant safety and the smooth execution of studies. To ensure 
compliance and effective representation, sponsors should: 

• Seek early regulatory advice to clarify requirements for each study and jurisdiction. 
• Confirm country-specific expectations and procedures, even under harmonised 

regulations. 
• Engage experienced legal representatives or EUARs with a proven track record. 
• Define roles, responsibilities, and liabilities clearly in written agreements. 
• Maintain robust documentation to demonstrate compliance and facilitate regulatory 

inspections. 

By taking a proactive, informed approach, sponsors can minimise regulatory risks, safeguard 
participants, and promote the successful conduct of clinical research across the EU. 

 


