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What Clinical Teams Should Know about Changing Trial 
Logistics and How they will Affect Development – PART 2

An Amazon-like Culture:
The emergence of what has been 
dubbed an “Amazon-like culture” in 
the biopharma industry is driving the 
demand for 24/7 tracking of clinical 
supply shipments and the technology 
making it possible.

Purchasing goods from Amazon, 
the world’s largest internet-based 
retailer, comes with knowing exactly 
where that order is at all times – from 
the time it departs the warehouse to 
when it can be expected to reach a 
customer’s hands.     

Now, as we shift to what the US-based 
supply chain manager described as  
“an Amazon-like culture,” sponsors 
want the same opportunity to track 
shipments in real time and to obtain 
real-time data that they can analyse. 
Of course, clinical supplies are more 
precious than a book or DVD shipping 
from Amazon, which raises the 
stakes considerably. This has led to 
a growing focus on new technology, 
including downloadable temperature 
monitors, and the ability to access 
real-time updates on the location 
and temperature condition of supply 
shipments. 

Fostering Innovation
Fisher Clinical Services is investing 
heavily in information systems that 
can track shipments from warehouse 
to investigator, putting the company 
at the forefront of efforts to provide 
the comprehensive information 
sponsors require. 

Cold-chain temperatures are 
monitored across the supply chain, 
giving sponsors the reassurance 
that product integrity is maintained 
at all times. Because Fisher Clinical 
Services handles a high volume of 
shipments via various carriers, we 
pride ourselves on basing supply 
chain decisions on objective data. 

Our Voice of the Customer 
research indicates that sponsors 

want 24/7 access through a portal to 
all their shipments in transit across 
the globe. It is worth noting, however, 
that the desire to know the location 
and estimated arrival time of clinical 
supply shipments is not limited to 
sponsors. Investigator sites also want 
to know when to expect shipments, 
as the following case study relates. 

Case Study 2  
How Planning Prevented Supply 
Shortages During the 2016 Summer 
Olympic Games 

Fisher Clinical Services works 
closely with sponsors and investigator 
sites to preschedule supply 
shipments and minimise shipment 
delays, as we did so successfully 
during the 2016 Summer Olympic 
Games in Rio de Janeiro, Brazil.  

While anticipation for the Games 
was high in Brazil, so were anxieties 
about the potential impact of 
distribution of clinical supplies in the 
country. Fisher Clinical Services Brazil 
took proactive actions to minimise 
the impact of the Games on supply 
deliveries. Those steps included: 

  
• Communicating the Games’ 

schedule to global project 
managers so they could advise 
sponsors to plan for continuity 
of supplies

• Preparing for large pre-Games 
shipments of supplies by having 
our logistics and warehouse 
teams on hand to work additional 
hours  

• Saving time by expediting 

documentation review and the 
payment of taxes and duties for 
inbound shipments

• Collaborating with courier 
partners to define routes and 
agree on proposed delivery 
schedules as a means of 
minimising risks and potential 
shipment delays

• Scheduling shipments with  
investigator sites, and encoura-
ging them to confirm that 
patients would be able to keep 
their clinic appointments during 
the Games

• Pre-approving holiday requests 
from Fisher Clinical Services’ 
employees so staff could attend 
the Games without affecting 
supply deliveries or other 
colleagues’ workloads

As Daniel Fernandes, General 
Manager of Fisher Clinical Services 
Brazil, said: “A patient is waiting no 
matter what sporting event is taking 
place.” 
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Patient-centricity
Direct-to-patient trials are gaining 
the interest of sponsors and stand to 
become a bigger part of the clinical 
trial landscape.

There could be no better example 
of patient-centricity than direct-to-
patient (DTP) studies. Although only 
a small percentage of clinical trials 
today are following the DTP model, 
DTP studies have the potential to 
become a trial of choice for certain 
therapeutic areas or studies.  

DTP trials are a natural outgrowth 
of the growing trend toward 
self-administration of drugs, 
particularly for chronic diseases. 
Whereas traditional clinical trials 
are conducted at investigator 
sites, whose staffers provide trial 
medication to subjects during 
scheduled appointments, DTP 
trials eliminate the investigator site 
altogether.  

Instead, trial medication is 
delivered directly to the patient’s 
home. Due to the nature of the 
medication, however, in many 
instances a healthcare professional 
assists with drug administration in 
the home.  

In traditional clinical trials, the 
investigator site is responsible for 
collating data outcomes during 
the trial. Sponsors usually appoint 
centralised data centres to collate 
study data for DTP trials. 

 
Not every study is appropriate 

for the DTP model. The ideal profile 
includes a non-interventional study 
that does not require diagnostic 
testing prior to taking the study 
drug, a remote-study approach, 

a long-term outcomes study, 
non-ambulatory situations, rare 
diseases, and therapeutic areas that 
demand data collection from various 
stakeholders. 

DTP studies are convenient and 
time-saving for patients, particularly 
those who lack transportation or 
live in remote locations. There are 
shortcomings as well, however; chief 
among them reluctance on the part 
of some patients to self-administer 
drug.  

There are a great many advantages 
for sponsors. DTP studies improve 
the patient experience, leading to 
higher engagement and retention 
rates with better outcomes. 

From a logistics point of view, DTP 
studies drive efficiencies across the 
supply chain by reducing the number 
of handoffs and investigator site 
costs.  

However, significant obstacles 
remain. Sponsors must still contend 
with greater transportation costs, 
thanks to a high volume of small 
shipments and the reverse logistics 
of shippers and biological specimens. 
Cold-chain supplies must be shipped 
to remote and often difficult-to-find 
locations in temperature-controlled 
containers. Studies still need to 
be managed centrally by a remote 
study coordination centre. Finally, 
there is little regulatory guidance on 
designing and executing DTP studies, 
with rules varying from country to 
country.8 

Fostering Innovation
Fisher Clinical Services discusses 
DTP studies with sponsors on a 
case-by-case basis. Discussions 

begin with a careful review of sponsor 
responsibilities for DTP studies.  

For example, sponsors first must 
ensure that dispensing DTP is legal 
in the countries named in the 
protocol. Details of DTP distribution 
must be included in the clinical 
trial application (CTA) submission. 
For countries that present import 
challenges or delays in clearing 
shipments through customs, Fisher 
Clinical Services recommends that 
the sponsor consider using local 
depots.  

The next step in the discussion is 
addressing the following questions:  

• Does a licensed healthcare 
provider need to be present 
to receive and administer the 
medication?

• How can the sponsor ensure that 
temperature specifications are 
maintained once the medication 
is delivered to a patient’s home?

• What is the process for collating 
data?

• What simulates a prescription?

In light of the absence of regulatory 
guidance with respect to DTP studies 
and the inconsistencies from country 
to country, Fisher Clinical Services 
recommends that sponsors take 
time to evaluate the feasibility of this 
approach with their particular trials. 

A Crisis-du-jour World 
Flexibility and contingency planning 
have become the price of admission 
in clinical development.

“Everyone is talking risk mana- 
gement,” said the US-based supply 
chain manager of his day-to-day 
interactions with sponsors. 

It’s no wonder. From supply 
shortages and natural disasters to 
terrorist incidents and acts of war, 
the news is a constant reminder of 
the need to be flexible and factor 
“what ifs” into logistical plans.

Although clinical supplies were 
historically considered part of the 
execution phase of trials, they have 
become a key component of the 
planning process. With increasingly 
complex global studies taking place 
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in challenging therapeutic areas, 
never has the need for flexibility in 
the supply chain been greater. 

In an industry where circumstances 
change on a dime – countries are 
added or dropped mid-trial, an urgent 
need arises for new translations 
or additional regulatory reviews, 
or missing documentation puts 
supply shipments and trials at risk –  
flexibility means accommodating 
changes rapidly.

It is essential to be predictive, 
responsive and agile, according to 
a study by the Tufts Center for the 
Study of Drug Development, which 
described an ideal supply chain 
strategy as one that can provide 
study materials to any site within 24 
hours.

As an individual at an investigator 
site put it: “I can work with a difficult 
or complex protocol even if I haven't 
been given any detailed training. If a 
study is slow to enroll, I can figure 
out ways to increase our enrolment, 
but the one thing I can’t work without 
is the drug itself. If there is no IMP, 
the study cannot go forward.” 

Fostering Innovation
Flexibility and contingency planning 
are about ensuring that the right 
investigator sites and patients receive 
the right clinical supplies at the right 
time.  Accomplishing this demands 
sound supply forecasting and the 
ability to maximise research efficiency 
through supply optimisation. 

Supply Forecasting  
In a survey of clinical trial 
professionals by the Tufts Center 
for Drug Development, better supply 
forecasting was listed as a top 
concern. 

Although seemingly simple, supply 
forecasting is highly complex. Armed 
with a calculator and a protocol, it’s 
logical to assume that determining 
the required quantities of IMP and 
comparator would be a matter of 
multiplication. It isn’t.

Relying exclusively on a mathe- 
matical formula for forecasting 
supply needs fails to factor in all 
that can go wrong to disrupt a supply 

chain. Effective supply planning 
requires striking a balance between 
what’s known and unknown, risk and 
budget, the needs of the trial and 
those of patients.

Planning effectively requires taking 
a multitude of variables from a 
variety of sources into consideration 
to create a supply plan that is flexible 
enough to withstand life’s unexpected 
events and constant evaluation to 
make necessary adjustments.  

Fisher Clinical Services factors 
in variables that include enrolment 
speed, milestone attainment, dating 
and extensions, material availability, 
blinding, distribution systems and 
numerous dosages, forms, sizes and 
shapes. 

The team stresses that overage 
is not an indication of wasteful 
planning. Simulation can help to 
identify risks and potential areas for 
savings. Running out of materials can 
be more expensive than investing in 
some overage at the start of a trial. 
In other words, it’s best to avoid 
being penny wise and pound foolish. 
Overage is necessary.

Supply Optimisation
That’s a key principle of clinical supply 
chain optimisation, a comprehensive 
supply strategy at Fisher Clinical 
Services. The strategy is based upon 
ensuring that study drugs reach 
patients when and where they are 
needed, while minimising overall 
drug wastage and reducing risk.

 Supply optimisation increases value 
while appropriately addressing risk 
– striking a balance between the 
quantity of drug that should be 
produced for a study and the risk of 
running out of drug during the course 
of the study, a situation known as 

supply stock-out. Stock-outs are 
costly because they jeopardise 
patient safety, the success of a study, 
and the sponsor’s reputation and 
relationship with influential clinical 
investigators.

Proactive and comprehensive from 
strategic planning through execution, 
supply optimisation encompasses 
all elements of clinical supply chain 
management, including: 

• How much drug should be 
manufactured and when

• How much comparator is needed 
and the most appropriate 
sourcing strategy

• How to optimise supplies of 
study drug and comparator

• How to package, label and 
transport study drugs for 
maximum efficiency at minimal 
cost

• How to ensure that clinical trial 
supplies reach clinical sites when 
they are needed

• How to monitor drug supplies 
and patient enrolment to avoid 
stock-out

While stock-out is the worst 
thing that can happen in the course 
of a clinical trial, missing a crucial 
document necessary to import study 
drug constitutes another type of 
crisis, as the following case study 
demonstrates.

Case Study 3
How a Logistics Team Overcame 
the Challenge of a Crucial Missing 
Document

A crucial missing document can 
generate a crisis that threatens a 
clinical trial, as one resourceful 
Fisher Clinical Services’ logistics 
team can attest.  

A global pharmaceutical client of 
Fisher Clinical Services purchased 
comparator for use by a clinical 
site in Russia. Unfortunately, the 
Certificate Of Analysis (COA) for 
the product was missing, creating a 
problem of monumental proportions: 
An umbrella license from the Ministry 
of Health is necessary in order to ship 
patient kits into Russia, and a COA 
is required to grant the umbrella 
license.  
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The team contacted the supplier 
and the manufacturer, but neither 
could provide the COA. Since Russia 
played a major role in the recruitment 
strategy for the trial, this put the 
study in jeopardy.     

The Fisher Clinical Services 
team and client joined forces 
by teleconference to consider 
other options. After examining the 
documentation used to obtain 
approval for the clinical trial, they 
assembled a packet containing those 
supporting documents in place of 
the COA. The packet of documents, 
together with a cover letter explaining 
the absence of the COA, were then 
submitted to the Ministry of Health 
by Fisher Clinical Services.  

The strategy succeeded. The 
Ministry of Health agreed to accept 
the supporting documents in lieu of 
the COA and granted the umbrella 
license. The Russian site received the 
supplies on time, the trial took place 
with no additional complications, and 
patients were not left waiting.

Looking Forward: How to  
Manage Changing Trial Logistics 

• Start early. The time to begin 
discussing supply logistics is 
while the protocol is under 
development. Although that 
might appear premature, 
early planning translates into 
maximum options. 

• Identify vulnerabilities. Ask 
questions and brainstorm 
potential logistical problems with 
the clinical team and a trusted 
supply chain partner. Identify the 
areas that may require special 
attention.     

• Opt for maximum flexibility. 
Build the vulnerabilities that 

were identified – call them the 
“what ifs” – into logistical plans. 
If you aren’t convinced that that’s 
necessary, ask yourself this 
question: How often has anything 
ever gone exactly as planned?  

• Weigh options. Choose a supply 
chain partner with the knowledge, 
experience, breadth of services 
and global footprint necessary 
to address vulnerabilities with 
flexible solutions.  

• Forecast with care. Bear in mind 
that running out of materials can 
be more expensive than investing 
in some overage at the start of 
a trial. While no one advocates 
wasting drugs, experience has 
established that some overage 
is necessary.

• Remember the patients. Clinical 
trial logistics are aimed at 
ensuring that the right drug 
reaches the right patient at the 
right time. Conducting a trial 
comes with a commitment to 
serve trial patients – imagine 
your parent, grandparent, child 
or friend – by putting their safety 
and wellbeing first.  
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