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Overcoming Drug Distribution Hurdles
in Hard-to-reach Clinical Trial Markets

Africa’s position in the global drug development landscape is
transforming. Increasingly, sponsors are viewing the region
through the lens of opportunity, especially where vaccines and
biologics are concerned. High disease prevalence, especially from
infectious diseases, neglected tropical diseases, and increasing
non-communicable diseases represents opportunity for clinical
development targeting conditions including malaria, HIV/AIDS,
and tuberculosis, which can often be under-researched in other
regions. Opportunity to diversify trial populations and reduce
enrolment timelines are also drivers contributing to Africa’s
status as an emerging clinical trial hotspot, as is regulatory and
infrastructure improvements and growing investment. So much
so that the African clinical trials market size is projected to
grow from USD 0.96 billion in 2024 to USD 1.68 billion by 2032,
exhibiting a compound annual growth rate of 7.2%.

However, for sponsors keen to explore this new frontier, key
hurdles must be overcome. Getting clinical trial supplies to the right
place, at the right time, and in the right condition within hard-to-reach
regions requires careful planning. Infrastructure gaps, regulatory
complexities, and extreme climate conditions can hamper a sponsor’s
ability to provide timely supply to patients and keep vital timelines
on track. Navigating these hurdles effectively demands expertise and
meticulous planning and execution of drug distribution to overcome
import/export complexity, uphold end-to-end temperature control,
and reach patients with safe, compliant, and timely supply.

Understanding the Key Challenges

One of the key challenges faced by sponsors entering the African
market is regulatory and import/export related barriers. For example,
in Nigeria sponsors must obtain an import permit from the National
Agency for Food and Drug Administration and Control for each
shipment. The application for this requires extensive documentation,
including the clinical trial approval letter, Certificate of Analysis,
Certificate of Origin, and the Investigator’s Brochure. An authenticated
bank guarantee to cover associated import duties and taxes is also
needed in some instances. Even when all the correct documentation
is provided, approval delays are common, often taking several weeks.

In other countries in Africa, such as Mozambique where sponsors
may need Ministry of Health authorisation letters in addition to
import permits, if documentation is incomplete or errors are present,
customs may hold shipments indefinitely, risking drug integrity via
expiry or temperature excursions. To ensure continuous, safe supply
to patients, there is an onus on sponsors to adopt a ‘right first time’
approach to documentation requirements and to factor third party
delays into distribution timelines.

Ensuring end-to-end temperature control is another key challenge
for sponsors operating clinical trials in hard-to-reach regions, where

infrastructure risks are widespread. With most clinical trial shipments
now requiring some degree of temperature control across all ranges
due to increasing R&D activity involving biologics, vaccines, or
sensitive biologic materials, distribution into Africa requires a robust
temperature management strategy. Given that airports in the region
often lack temporary storage at required temperature ranges, and road
networks between customs and clinical sites can expose shipments
to extreme ambient temperatures, sponsors must adopt bullet-proof
temperature management strategies.

Lack of appropriate access to reliable, ‘boots on the ground’
expertise can also derail distribution efforts in hard-to-reach regions.
Without appropriate due diligence in place, it’s easy for performance
to suffer and harder to assure continuous, safe supply to patients.
For instance, many African countries require local representation for
import permits and custom clearance. Without vetted local brokers,
inaccurate or incomplete paperwork can lead to non-compliance,
fines, or outright rejections. In Sub-Saharan Africa, custom clearance
times for imports of goods in general are already among the slowest
in the world, averaging over 100 hours compared with under 10 hours
in high-income economies , so adding to these timelines should be
avoided at all costs. In a worst-case scenario, shipments fail to pass
through customs altogether meaning repeat imports, additional
duties, negative patient impact, and wasted product.

The risk of temperature excursions also increases without
trusted, local couriers available to ensure shipments are transported
and stored compliantly. Similarly, accessing clinical sites can prove
problematic, due to poor all-season road networks in rural areas that
can make access physically difficult to achieve without skilled, local
couriers. Political or security-based disruptions is another risk factor
and one that requires local knowledge to navigate safely.

If not managed effectively, these key challenges can lead to delays
or failures in supply chain continuity. In turn, this can interrupt
patient dosing schedules, create protocol deviations, and impact trial
performance.

Managing Risk in Hard-to-reach Regions

Given the opportunity running clinical trials in emerging, hard-to-
reach regions presents to sponsors, it's important these key challenges
are tackled strategically.

Establishing a best practice approach to assuring regulatory
compliance in Africa necessitates accurate and complete
documentation. This demands access to a control tower of knowledge
relating to country-specific regulatory requirements — from ethics
approvals to bank guarantees. Scoping requirements at least 3 to 6
months in advance of when drug is needed at sites is advisable, as
is appropriately defining roles and responsibilities between various
stakeholders. Key questions need to be asked at this point, including
‘which stakeholder is best positioned to serve as Importer of Record?’
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and ‘what in-country support do we need to facilitate smooth custom
clearances?’. Early planning will also help to accommodate lead-
times for things like obtaining import/export permits, which can be
significantly longer compared with Europe or North America.

Another best practice is to conduct shipment and /or lane-specific
risk assessments to review what is and isn't achievable. Sponsors
can then look at building in redundancies, like back-up monitors,
alternative routes, secondary suppliers, and contingency storage.

Proactive risk mapping reduces surprises and supports compliance
audits. It also informs effective business continuity plans, which is of
course essential for distribution in all clinical trial regions, not just
those that are hard-to-reach. Regular monitoring combined with
contingency planning for events that have the potential to disrupt
distribution activity can safeguard trial continuity should geopolitical
instability, extreme weather events, or cyber-attacks threaten patient
access. For instance, switching to direct to patient distribution could
be an option, should access to clinical sites become restricted.
Understanding the regulatory, logistics, and cost/benefit implications
of this in advance, will ensure a faster and more efficient transfer if
and when the situation arises.

Looking to temperature management, we know that when clinical
trial supplies leave the audited facilities of manufacturers and CMOs,
and begin the journey to sites and patients, visibility sharply declines.
The likelihood of excursions increases, while detectability plumets.
This issue is magnified in hard-to-reach regions with developing
infrastructure. Avoiding the fall-out from this requires a combination
of proactive strategies to:

+  Prevent temperature excursions from occurring during
transportation and storage (i.e. phase change shipper technology,
real-time monitors, GPS tracking etc.)

+  Enhance detectability with a focus on people, process, and
technology that facilitates access to centralised end-to-end
temperature data.

+  Decrease response time via timely and effective adjudication.

Real-time temperature monitoring, combined with GPS tracking
through the shipment journey can boost visibility and help prevent
excursions from occurring. As can placing multiple monitors in
shipments to mitigate tamper risk during customs inspections.
Using validated packaging and phase change shipping solutions
can maintain internal temperatures and mitigate the impact of time
out of conditions through lengthy customs and transfer processes.
And proactive support from temperature experts can boost site
compliance. Data digitisation is another area of focus that should
be factored in. Ensuring seamless data flows via APIs between key
stakeholders’ systems will empower each party to know the location,
customs, and temperature status of each shipment in real time.

Thorough understanding of country-specific regulatory require-
ments and robust end-to-end temperature management are essential
to successful drug distribution in hard-to-reach clinical trial regions.
However, it’s also paramount to establish capable and reliable local
partnerships — whether directly or via CMOs.

A presence is needed on the ground to effectively troubleshoot
issues in real time and keep delays to a minimum. In practice, this
means working with partners who have trusted relationships with
customs and sites. Strong local networks accelerate document
approvals and clearance processes. Sponsors should expect that
local partners are transparent with their risk assessments and provide
realistic expectations and contingency planning as standard.
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Vetting local partners is key, so sponsors should demand all courier
and logistics vendors go through a full quality audit to ensure they
align with and can uphold rigorous GXP/GDP requirements. Carrying
out regular on-site audits and setting clear expectations via robust
contracts are some of the ways CMOs ensure couriers meet global
standards in challenging local environments on behalf of sponsors.

Keeping Patients at the Heart of the Mission

Africa is rapidly emerging as a vital hub for clinical research. The
combination of high disease burden, expanding research infrastructure,
and regulatory progress is opening real opportunities for sponsors to
accelerate recruitment, diversify patient populations, and address
diseases that remain under-researched elsewhere.

Yet, getting trials up and running in hard-to-reach regions is not
without challenge. Import requirements are complex, cold-chain
capacity limited, and without reliable local partners on the ground,
shipments can easily stall. Often, the real make-or-break factor in hard-
to-reach regions isn't the protocol itself but whether study drugs reach
patients on time and in the right condition.

Mitigating the key drug distribution challenges demands a control
tower of regulatory knowledge, early and effective planning — asking
the right questions, gathering the right information, and defining
roles and responsibilities clearly. Shipment and lane-specific risk
assessments, robust business continuity planning, end-to-end
temperature management, and access to boots on the ground partners
capable of upholding rigorous GXP/GDP standards are also crucial to
strengthen distribution resilience.

Sponsors who partner with CMOs that already meet these criteria —
who have the regulatory expertise, the quality oversight, the integrated
digital ecosystem, the continuity planning, and the established
network of local vendors — are far better positioned for success. These
capabilities make it possible to effectively overcome the hurdles of drug
distribution in hard-to-reach regions, while ensuring patients remain
at the heart of the mission.
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