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Logistics, Customs, and Clinical Trial Supply
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Part II examines these issues in detail,
along with the pitfalls that most often catch
international sponsors off guard when plan-
ning trials across the US, EU, and UK.

Importation, Customs, and
Cross-Border Logistics

International sponsors can import clinical
trial materials into the US, EU, or UK rather
than manufacturing them locally. Importation
can increase supply security through manu-
facturing redundancy but introduces other
complexities.! Appropriate planning and re-
alistic timelines are essential. Customs bro-
kers generally file the necessary paperwork
with local authorities, and these services can
be accessed through pharmaceutical clinical
trial logistics providers.

Imported investigational medical prod-
ucts must still have active regulatory ap-
proval (IND or CTA), be manufactured in ac-
cordance with the region’s or country’s GMP
requirements, meet all packaging and label-
ing requirements, and include all requisite
customs documentation. Sponsors import-
ing into the US must identify the Consignee
in the US, which may be the qualified investi-
gator named in the IND or a domestic agent
responsible for the control and distribution
of the IND.?

Companies importing into the EU and UK
must have an EU or UK MIA and a designated
EU- or UK-based QP, respectively, to confirm
GMP compliance.® Controls must also be in
place to manage the storage (in a licensed
depot or distribution center) and distribution
of investigational medicinal products in com-
pliance with Good Distribution Practice (GDP)
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requirements. Importers to the UK must also
account for a potential 20% import value-add-
ed tax (VAT) and meet strict supply-chain
tracking requirements.

Customs Documentation and Trial
Supply Management

Clinical trial materials must be supplied in
the right quantities at the right times to the
right patients and labeled appropriately to
support the trial format. The increasing com-
plexity of global clinical trials and the rising
interest in decentralized/hybrid designs have
made this aspect of clinical trial operations
more challenging, particularly for interna-
tional sponsors running global trials in mul-
tiple locations.

Advanced supply management technol-
ogies have become essential for efficient
supply planning, including forecasting
and randomization.*® Randomization and
Trial Supply Management (RTSM) systems
automate many aspects of clinical trial
supply management, such as predicting
drug demand and tracking medical Kkits.
These systems benefit from adaptive ran-
domization, artificial intelligence-driven
forecasting, and natural language pro-
cessing capabilities.

RTSM systems typically include multiple
components: supply-chain management ca-
pabilities and Interactive Response Tech-
nology (IRT), which encompasses Interactive
Voice Response (IVR) and Interactive Web Re-
sponse (IWR) services. Together, these tech-
nologies use real-time data to enable unbi-
ased, random assignment of patients to study
groups or treatment arms; manage patient
progression through trial schedules; allocate
drug products to the right patients at the right
locations; forecast supply; track inventory;
automate resupply; and generate audit trails.
These capabilities minimize risk, reduce
costs and drug waste, accelerate study start-
ups, and improve patient safety, trial efficien-
cy, and regulatory compliance.

Several RTSM software platforms are avail-
able on the market, each with its own capa-
bilities. The best platforms are configurable
to allow study protocol amendments, support
numerous complex trial designs, and inte-
grate readily with electronic data capture sys-
tems used to collect study data. In addition,
international sponsors should work with con-
tract development and manufacturing organi-
zations (CDMOs) that have experienced clin-
ical supply managers who support real-time
supply visibility.®

The best option is to
partner with a CDMO
that operates in both
the home country and
the target jurisdiction,
has knowledge of

the specific regulatory
requirements for that
country or region, has
available capacity for
immediate onboarding
of new projects, has
experienced clinical
supply managers,

and has a strong
relationship with

a reliable clinical trial
logistics provider with
cold-chain capabilities

Cold Chain and Temperature-Controlled
Logistics

Most biologic drugs and biologic materials
(e.g., patient samples) are unstable at room
temperature and must be kept cold to prevent
degradation. For some, refrigeration at 2-8 °C
is sufficient, but others require freezing at
-18 °C, deep-freezing at -80 °C, and, in some
cases (such as for cell and gene therapies),
cryogenic freezing at -150 °C using liquid ni-
trogen.” Cold chain logistics involves main-
taining these products at the appropriate
temperature throughout storage, packaging,
and transport to ensure product quality and
patient safety, avoid product losses due to
temperature excursions, and achieve regula-
tory compliance.

Effective cold-chain logistics management
ensures an unbroken cold chain. It requires ex-
tensive scientific knowledge; an understanding
of the appropriate use of advanced tempera-
ture-controlled packaging, shipping, and infor-
mation technologies; and logistics planning ca-
pabilities.® Comprehensive cold-chain logistics
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solutions for clinical trials encompass spe-
cialized infrastructure, equipment, and proce-
dures, all designed to maintain drug product
or sample integrity from production or collec-
tion through delivery to the final destination.®
Specific components include cooling systems,
specialty packaging materials, and advanced
monitoring capabilities that use electronic
sensors and data loggers for real-time condi-
tion tracking.

International sponsors planning to run
clinical trials in the US or EU for tempera-
ture-sensitive drug products must have a
cold-chain management strategy. The opti-
mal approach is to partner with a CDMO that
has an established relationship with a reli-
able cold-chain logistics service provider.

Common Pitfalls for International
Sponsors Planning Clinical Trials in
the US/EUJUK

International sponsors conducting clinical
trials in the US, EU, and UK face several
challenges that lead to common, potentially
costly mistakes.'" Many of these difficulties
stem from differences in regulatory expec-
tations across these three regions/countries
and from the regulatory requirements in
their home jurisdictions. Some of the great-
est issues arise during trial set-up, but many
also relate to improper packaging and la-
beling of clinical trial materials and to poor
clinical trial logistics planning and manage-
ment, particularly for temperature-sensitive
products and materials.

Achieving Success with a Single
CDMO Partner

Clinical trial materials for studies in the US,
EU, and UK can be produced by the sponsor
or a CDMO partner in the home country, by
the sponsor in an owned facility in the target
country/region, or by a local CDMO partner.
For international sponsors, the first route is
the most challenging option, particularly for
companies in developing nations. Building a
facility in the US, EU, or UK is very expensive
and extends program timelines. Talent short-
ages add further complications.

The best option, therefore, is to partner
with a CDMO that operates in both the home
country and the target jurisdiction,
knowledge of the specific regulatory require-
ments for that country or region, has avail-
able capacity for immediate onboarding of
new projects, has experienced clinical supply
managers, and has a strong relationship with

has
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a reliable clinical trial logistics provider with
cold-chain capabilities.

A single US CDMO partner that can de-
velop and manufacture drug substance and
drug product, supported by in-house testing,
as well as package and distribute products,
dramatically simplifies and streamlines clin-
ical trial material supply, saving time and
cost while reducing risk. These benefits are
magnified when one project manager serves
as the key point of contact, providing an ef-
fective communication channel and helping
build strong relationships. Optimal CDMO
partners also have effective solutions for
managing time zone challenges, language
barriers,
again, a CDMO that operates in multiple re-
gions offers many advantages.

and cultural differences. Here
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