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Regulatory & Marketplace

Differences Between US and EU Pre- and Post-Market 
Regulatory Obligations

Typically, global companies developing 
innovative therapies are familiar with the 
differences between regulatory systems 
in the United States and European Union. 
In the US, products are regulated by the 
Food and Drug Administration, which 
operates under a centralised review 
and approval framework. In Europe, 
a hybrid model is used, combining 
centralised scientific review with national 
implementation across the different 
Member States within the EU.

While pre-market pathways receive 
significant strategic focus, companies often 
underestimate the differences between the 
US and European/UK approach to post market 
regulation. In the US, post-market regulatory 
obligations continue to be centralised and are 
overseen by FDA. However, in the EU, regulatory 
oversight becomes more decentralised, with 
Member States playing a significant role in 
implementation and enforcement of their 
specific post-market requirements.

For regulatory teams supporting global 
product launches, understanding these 
structural differences is critical to successful 
market access. Compliance risk, operational 
complexity, and lifecycle management 
obligations can vary significantly depending 
on how regulatory responsibilities are 
distributed across jurisdictions.

Comparing Approval Pathways: 
Centralised FDA Review vs. EU Multi-Route 
Authorisation
In the United States, the pathway to market 
for innovative medicines typically runs 
through a New Drug Application (NDA) or 
Biologics License Application (BLA), which 
is submitted to FDA for approval. Scientific 
review, approval decisions, and post-market 
oversight all reside within one regulatory 
agency: FDA. Once approved, the product may 
be marketed nationwide under one regulatory 
framework.

The EU offers several authorisation 
pathways. Innovative medicines are 
frequently reviewed through the centralised 
procedure administered by the European 
Medicines Agency (EMA). This pathway results 

in a single marketing authorisation valid 
across all EU Member States (MS).

However, the EU framework also includes 
decentralised and mutual recognition 
procedures for certain products. Even under 
the centralised procedure, Member States 
maintain authority over various aspects 
of supervision, implementation, and 
enforcement following EMA approval.

The practical result is a dual-layer 
regulatory environment. While the scientific 
assessment of a product occurs centrally, 
post-approval regulatory oversight involves 
the national competent authorities located 
within each Member State where market 
access is sought.

This distinction becomes particularly 
important once products enter the market.

The EU’s Decentralised Post-Market 
Environment
Just because a product receives marketing 
authorisation from EMA, it does not translate 
into centralised market access across the EU. 
National competent authorities within each 
individual Member State retain responsibility 
for regulatory supervision within their 
jurisdictions. Accordingly, sponsors must 
interact with multiple regulatory stakeholders 
after launch to ensure their product is 
compliant with the specific regulations and 
requirements unique to each MS where their 
product is on the market.

Several areas illustrate the operational 
implications of this structure, particularly 
labelling governance, promotional oversight, 
and lifecycle regulatory maintenance.

Labelling: One Core Scientific Position, 
Multiple National Implementations
In the United States, labelling changes are 
submitted directly to FDA. Updated Prescribing 
Information applies uniformly once approved, 
and regulatory pathways for post-approval 
changes are well established. Sponsors 
manage labelling through a single regulatory 
process which is governed by FDA.

In the EU, labelling governance is more 
layered. The Summary of Product Characteristics 
serves as the core scientific document for 

centrally authorised products. However, 
implementation requires translation and 
adaptation across applicable Member States.

This creates several operational realities 
for sponsors, including:

•	 Labelling must be translated into all 
relevant national languages

•	 Packaging components must comply with 
country-specific format requirements

•	 Local regulatory oversight may apply 
to labelling presentation and imple-
mentation

•	 Updates must be coordinated across 
multiple jurisdictions simultaneously

For global regulatory teams, this 
introduces version control challenges that are 
not typically faced in the US. A single labelling 
update that is agreed upon at the EU level 
may require coordinated implementation 
across more than two dozen markets, making 
it far more challenging to ensure compliance 
in all local jurisdictions.

The compliance risk in the EU is far more 
operational rather than scientific. Inconsistent 
timing or documentation across jurisdictions 
can lead to regulatory findings even when the 
core scientific position is aligned.

Promotional Oversight: Unified US 
Standards vs. Member State Enforcement
FDA provides centralised oversight of 
prescription drug promotion in the United 
States. Policy interpretation and enforcement 
are nationally consistent. Companies typically 
design Medical, Legal, and Regulatory (MLR) 
review processes around a single regulator 
and a unified set of expectations.

In the EU, the regulatory environment is 
structured differently. Promotional regulation 
is governed by EU directives, but enforcement 
occurs at the Member State level. National 
legislation and local authorities interpret and 
apply these rules within their jurisdictions.

In addition, industry self-regulatory 
organisations frequently play a role in 
monitoring promotional compliance.

For sponsors, this means that 
promotional claims acceptable in one EU 
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market may be challenged in another. 
Transparency require-ments, disclosure 
rules, and interpretations of comparative 
claims may vary.

Global promotional governance models 
must therefore incorporate local validation. A 
fully centralised review structure may overlook 
Member State expectations. Because of this, 
having local expertise in each geographic 
location where the product is being marketed 
is the best way to confirm compliance at a 
local level, ultimately ensuring your product’s 
success long term. 

Lifecycle Management and Post-Approval 
Variations
Post-approval regulatory obligations also 
differ in lifecycle maintenance.

In the United States, FDA has outlined 
clearly defined pathways for post-approval 
changes. Manufacturing updates, labelling 
revisions, and supplemental indications are 
submitted to a single regulatory authority. 
Review timelines and regulatory categories 
are predictable.

In the EU, variations to centrally authorised 
products follow harmonised procedures, 
but individual Member States remain 
heavily involved in various aspects of 
implementation and regulatory oversight. 
Certain administrative processes continue 
to involve national authorities even after 
centralised review has been completed.

This layered system introduces additional 
coordination requirements for sponsors 
managing global product portfolios.

Lifecycle planning must consider:

•	 Administrative coordination across 
multiple jurisdictions

•	 Implementation timelines that may vary 
across markets

•	 Continued interaction with national 
competent authorities following 
centralised regulatory decisions have 
been made

The overall regulatory burden may not 
necessarily be greater than in the United 
States, but the coordination demands are 
often higher. It critical to have very organised 
project management team that is not only 
well versed in the differing regulatory 
requirements across the applicable Member 
States, but who is able to ensure all deadlines 
are met in accordance with the appropriate 
timelines as well.

Where Companies Often Underestimate 
Compliance Risk
Sponsors who have become accustomed to 
FDA’s model frequently encounter challenges 
when managing EU post-market obligations.
The following three areas commonly generate 
compliance gaps among these sponsors:

1.	 Overreliance on Centralised 
Governance
Global regulatory structures sometimes 
mirror FDA’s model too closely. Without 
clear country-level oversight, Member 
State requirements may be insufficiently 
addressed.

2. 	 Labelling Change Management
EU labelling updates require translation, 
packaging updates, and coordinated 
national implementation. Weak version 
control systems can lead to incon-
sistencies across markets.

3.	 Promotional Compliance Validation
Global promotional approval processes 
may not fully account for national 
regulatory expectations. Additional 
local review is often necessary to ensure 
compliance.

In each case, the underlying issue is 
structural. The EU regulatory environment 
distributes responsibility across multiple 
authorities making the administrative and 
operational burden greater for the sponsor.

Operational Implications for Global Launch 
Planning
As global development programs grow in 
popularity, it is important for regulatory leaders 
to integrate post-market considerations earlier 
into their planning. Sponsors preparing for 
simultaneous US and EU launches should 
evaluate whether their internal governance 
structures reflect the differences between the 
regulatory frameworks in each region.

Sponsors must ensure their internal 
operational infrastructure is aligned with the 
applicable regulatory expectations. Practical 
steps to accomplish this alignment may 
include:
•	 Conducting comparative US and EU post-

market readiness assessments
•	 Defining regulatory ownership between 

global teams and local affiliates
•	 Implementing strong labelling version 

control systems across jurisdictions
•	 Establishing promotional review frame-

works that incorporate Member State 
requirements

Planning for Structural Divergence
The differences between regulatory oversight 

in the US compared to the EU are the direct 
result of two fundamentally different 
regulatory architectures.

In the US, having a centralised authority 
provides uniform regulatory interpretation 
and enforcement.

Across the EU, centralised approval 
is paired with decentralised supervision 
and regulatory oversight for post-market 
requirements.

For sponsors navigating global product 
launches, this distinction shapes how 
various critical aspects of a product’s 
regulation and compliance are both 
approached and managed. This includes 
the way labelling updates are implemented, 
how promotional materials are governed, 
and how lifecycle regulatory obligations 
are managed.

Understanding these differences early in 
the development lifecycle allows regulatory 
teams to design a truly global regulatory 
strategy that anticipates operational 
complexity rather than responding to it after 
approval.

As global regulatory expectations continue 
to evolve, companies that align their post-
market infrastructure with regional regulatory 
architecture will be better positioned to 
maintain compliance and support efficient 
commercialisation across markets.


