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A guide to smarter regulatory planning, accounting for the 
additional needs of future target markets beyond the EU and US 
– from local clinical study requirements, launch strategies, and 
samples management, to differing expectations around legal 
document certification, and specific local requirements.
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Sandra Lourenço is based in Lisbon, 
Portugal. She is a highly experienced  
Head of Regulatory Affairs with a 
demonstrated history of working 
in the pharmaceutical industry, 
and a strong legal professional 
skilled in Pharmaceutics, Generic 
Programming, Validation, GMP, and 
Regulatory Affairs. 

Sandra Lourenço has submitted over 
500 new MAs in the EU with national 
and European procedures, which 
included CMC construction, LoDs 
preparation and revision and the 
consequent lifecycle maintenance of 
those products after approval.

From young ambitious biotechs to more 
established pharma brands, most life 
sciences organizations will at some point 
look to broaden their international reach as 
they identify new opportunities and/or reach 
saturation in their core markets. 

Yet unless they have scoped the respective 
regulatory requirements for each new territory 
from the outset, and continue to track 
them over time, the process of preparing 

and applying for market authorisation in 
each additional country could be costly – 
threatening speed of access and profitability, 
certainly in the short term.

It’s in this context that it pays to perform 
an early regulatory gap analysis, identifying 
the additional or differing requirements of 
potential future markets – even if there are 
no immediate plans to take products into 
those additional countries. 

Foreword.
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By understanding where 
there is overlap with EMA’s 
requirements in the EU, or 
with the FDA’s expectations 
in the US, and where there are 
additional or differing national 
considerations, pharmaceutical 
companies can achieve 
two important advantages. 
On the one hand, they’ll be able to more  
effectively target their international 
expansion strategies. 

On the other, they will ensure a greater return 
from their original investment if everything 
they do from day one is designed to hit more 
than one target: if they can account for any 
additional/future regulatory requirements 
from a development or manufacturing stage. 

Without this kind of foresight and  
preparation, companies can come unstuck if 
an important new market has its own clinical 
studies, method validation, local batch release 
and/or local distribution or MA holder 
requirements.

Some emerging/fast-growing countries closely 
track the main requirements of large,  
established regions with advanced  
regulatory standards, such as the EU or US.  
Brazil and Cape Verde, for instance, are 
starting to have similar requirements 
in comparison with European ones. 

This makes those markets ostensibly 
attractive and easy to target as additional 
revenue streams – until companies trip up 
over variances in some key parameters. 

For bio-equivalents, for instance, Brazil 
and Morocco require that clinical 
studies are conducted locally. 

In countries in the Gulf region, local 
representation and distribution 
requirements can apply. 

Failure to account for these differences 
in expectations sufficiently early on can 
cause costly delays to local registration and 
distribution, as companies are forced to go 
back and fill in any gaps in their processes/
documentation/other regulatory provision. 

If this involves new clinical studies/additional 
samples/different batches, this could be 
highly costly and resource intensive, too.

Identifying similarities & differences between regions & countries.
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The temptation for a lot of companies up 
to now has been to take care of regulatory 
planning internally, partly due to the perceived 
importance of confidentiality (e.g. if registrations 
are out of date), and partly because expansion 
strategies are developed later in the product 
lifecycle, addressing each market in turn. 

But it is through this reactive,  
ad-hoc approach to targeting international  
market opportunities that they 
are likely to come unstuck.

International regulatory planning is not only 
highly time-consuming and resource-intensive; 
it also requires high levels of regulatory 
expertise and an up-to-date, in-depth  
understanding of how the differing 
requirements across all markets around 
the world have evolved and changed 
(and how they’ll continue to do so over 
the coming months and years). 

If a company is branching out 
from Europe, or from the US, 
for the first time, but doesn’t 
have the first-hand regulatory 
knowledge or experience of 
the market they’re looking to 
enter, they risk starting from 
a considerable disadvantage.

In-house regulatory planning can fall short.
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Issues to consider/provisions to make when planning for or approaching  
each new market include:

>  Differing clinical trial requirements 
including the need for local studies.

>  The preferred local strategy and approach 
for the batches of product involved,  
e.g. is a local distributor required?

>  Any special manufacturing validation or 
analytical methods validation 
requirements.

>  Any specifications around local 
representation/distribution on the ground 
in the target country.

>  Specific stability studies for conditions 
in different climatic regions.

>  Forbidden excipients and their origin.

>  Expectations around samples 
management.

>  Proficiency in the local language and any 
culture-specific considerations around the 
target product, trials, etc.

>  Any special requirements around local 
document notarization/certification.

Common considerations: at a glance.

Differences in language and culture are 
just the tip of the iceberg, and it can 
help immeasurably to have strong lines 
of communication with the in-country 
authorities to gain vital early feedback 
on the real market potential and any 
potential barriers to timely entry.

Some countries will trust and accept core 
quality processes if these have already met 
and been approved in regions with rigorous 
standards and processes, for example, if 
they have been accepted by EMA in the EU. 

This can present an opportunity for 
a fast-track application process in 
the new market as core parts of the 
existing dossier are pre-authorized. 

It may be that taking a product into a new 
market simply requires the submission 
of the relevant climactic-zone study 
alongside the already-completed main 
dossier. But without strong insight into 
each country’s respective approach, it won’t 
be immediately obvious which countries 
are closely aligned with core markets 
and which prefer to set and enforce their 
own standards. Neighboring countries, 
even those within the same region, can 
differ considerably in that approach, 
so it is risky to make assumptions.

Spotting fast-track opportunities: why reinvent the wheel?
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The pay-off of upfront planning.

Ultimately, expedited access to new markets will 
depend on the level of foresight and forethought 
that has gone into regulatory planning. 

When and to what extent a gap analysis has 
been performed – to assess differences 
between each country’s approach, and 
the provisions that have been made/what 
needs to happen to fulfil those additional 
requirements – is critical to that planning.

It is strongly recommended that R&D 
organizations and regulatory teams (as 
well as pharmacovigilance and quality 
functions) are given good insight into 
the commercial strategy for products to 
avoid costly product launch delays. 

Giving due consideration to the establishment 
of dissolution profiles and of the correct 
number of samples to be placed into climatic 
chambers for stability testing is the kind of 
forward thinking that can enable unimpeded 
or simultaneous entry into different markets. 

Unless those with the vision and ambition 
for new drugs and therapies share those plans 
with those developing, registering and  
bringing them to market, delays 
will remain a reality.

Finally, when it comes to assessing additional 
market opportunities and performing 
regulatory gap analyses, this shouldn’t 
just be an exercise for new molecules. 

It makes more sense commercially to take  
a broader portfolio of products into 
the new jurisdiction, including older 
and more established lines too. 

To maximize the opportunity, it is worth 
performing the same gap analysis across 
multiple dossiers, rather than limiting 
the exercise to one product.

As in so many dimensions 
in life, a little thought 
ahead of time can pay 
big dividends later. 
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Arriello has a comprehensive, optimized and streamlined global  
regulatory affairs consulting and service capability, combining strong 
central expertise with on-the-ground knowledge and resources  
in more than 150 countries. 

Our clients range from small to medium-sized biotechs and specialty pharma 
to large international pharmaceutical companies. These organizations trust 
us to advise them on their global regulatory strategy from the earliest stages 
of product development and manufacture, to avoid gaps in their provision 
emerging later which could impede smooth and timely access to new 
markets, through to submission and lifecycle maintenance. 

Through earlier gap analysis and smarter planning, we help pharmaceutical 
manufacturers maximize their global opportunity, saving time and money. 
Tailored client reportings, from templates adapted to each client’s particular 
needs and goals, gives a clear picture of their current position and where 
they need to get to, with a structured strategy to keep them on track. 
Crucially, we can also cross-reference our knowledge and expertise with 
our interconnected teams specializing in pharmacovigilance and quality,  
to cover all areas from a GxP perspective. 

For an international regulatory gap analysis, or to discover how 
Arriello could help your organization expand your market 
opportunity through smarter planning, contact us at 

How Arriello can help...

Arriello.com
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Arriello is a leading consultancy and solutions provider of risk management 
and compliance services to the pharmaceutical industry. We’ve been making 
the development-to-market process faster, better, and smarter since 2008. 

Our global services span the product life cycle from Clinical to post-submission 
Regulatory Affairs and Pharmacovigilance, Quality Assurance and Auditing, 
and innovative automation solutions. 

Headquartered in Ireland, with operations across Europe, we consult and create 
solutions across the EU, North America, LATAM, CIS, MENA, Asia, and South Africa. 

With our extensive global network, decades of combined experience  
and ISO:9001 certification, we are a trusted partner primarily  
to pharmaceutical and biotech companies.

Our valued clients rely on our ability to deliver, however complex their requirements, 
through our proven expertise, global coverage, and technology.
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