
Without flexibility, you can’t act fast enough! 

Packaging orders

New labels

Correct & Compliant 

labels are a must!

uh-oh!

New packaging

Risk having to piecemeal your supply

Updated 
documentation

Change label groups

What countries to add?

COULD SEND YOU
BACK TO START
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PARTICI PATING
COUNTRIES

Impacts seen throughout the trial  

new
 labels

updated docum
entation

new
 packaging

S
IG

N
IFIC

A
N

T
IM

PA
C

T

06

07

08

BULK DRUG QUALITY AND AVAILABILITY

FORECASTING &
STUDY SUPPLY PLANNING

Negative effects are everywhere

MAJOR SETBACKS Trial may be put On Hold.

P
atients m

iss visits

Pa

tie
nts out-of-drugDelayed milestones En

rollment problem
s

MATERIAL DATING/
EXTENSION STRATEGY

Impact is seen during the 
Active Enrollment phase 

Worst case scenario – material
extended every 3-6 months 

Affects more than one phase STANDARD OF CARE/
COMPARATOR AVAILABILITY

DEFINITION OF LABEL STRATEGY/
GROUPING TOGETHER COUNTRIES

IMPORT/EXPORT LICENSE
AND REGULATIONS

Impact can be from first 
packaging run through the last

Micromanagement becomes a necessity 

IMPACT

IMPACT

IMPACT

IF YOU ADD A NEW COUNTRY
GO BACK TO START!
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Ranges from
Moderate to Significant

Can happen during Set Up
and Active Enrollment

Ranges from
Minimal to Significant

• Add countries to the study during Active Enrollment
• There is a mistake on the labels

PROBLEM CAN BECOME
WORSE IF:

Lead times can be as much as 1 year or more!
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Impact is usually during FPV and Active
Enrollment after material has been packaged

Leveraging supply chain
becomes paramount 
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If you’re waiting to receive material,
you have to get CREATIVE.
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Ranges from
Moderate to Significant

W

HERE PROBLEMS HAPPEN

se
t up and planning stage

EXCESSIVE
LEAD TIMES

04

Can be from first packaging
run until the lastIMPACT

PATIENTS
MISS VISITS

Lead time for importing can be 2+ months 

Is there a mistake
on the labels? 

09IRT DESIGN AND
SYSTEM SET UP
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Ambient          Refrigerated         Frozen 
The Biggest Issue:
Maintaining appropriate storage conditions

C
rit

ica
l for patient safety

If something is wrong,
go back for new material!

System
modification?

Accurate 
data analysis?

System
flexibility?

Necessary
support?

IRT DESIGN
AND SYSTEM

SET UP
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Site and warehouse  issues become a concern

Added costs Time
consuming results. 
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AT WORST:  Shut down the trial!

INVENTORY MANAGEMENT
Impact is usually felt during FPV and Active Enrollment because that’s when
material is actually being moved to warehouses and sites and consumed by patients.

Adjust site and depot inventory just in time
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Support needed for patients and the study—Requires the ability
to modify the system during the trial
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to
leverage the supply chain if you run

into
problem

s

Risks big impact for patients or the study itself

Rescue mission! Add
a

new
country

Material extended

Im
pact on enrollment
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ions to planning & forecast
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Ten ways to derail a clinical trial
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