
Randomization and tRial Supply management foR  
eaRly phaSe tRialS

Phase I and Early Phase II studies (IIa) generally have the aim of establish-
ing the safety, tolerability and pharmacokinetics of one or more doses and 
formulations. Traditionally many of these studies have been conducted at a 
single site so that the randomization, dosing, dispensing, and progression 
between successive cohorts could be tightly managed. However, it can be 
difficult to recruit the right patients from a single population. This means 
that early phase studies are becoming multi-site and global to enable 
competitive recruitment, making potentially complex cohort management 
and supplies tracking more difficult and risky to manage manually.  
Randomization and Trial Supply Management (RTSM) services, enabled by 
IRT (Interactive Response Technology), can deliver data management and 
workflow support to manage cohorts and supplies across multiple sites.

Barriers to adopt RtSm in early phase trials

Early Phase (I/IIa) studies require systems and processes that are fast, 
flexible, and cost-effective, whilst coping with complex study designs. The 
unique challenges of these safety focused studies include:

•	  The set up time required for any systems on Early Phase trials can be 
very fast with timelines often determined only by availability of the IRB 
(Institutional Review Board) to review protocols

•	  Studies often need very rapid design changes as more is learned about  
a new drug candidate, new formulations become available and dose 
ranges are established 

•	  Extending trials to multiple sites to increase patient recruitment makes 
potentially complex cohort management and supplies tracking more 
difficult and risky to manage manually

•	 Studies have relatively small study budgets for technology
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Key features

•	  Rapid system delivery and  
design changes

•	 Simpler implementation process

•	 Supports complex study designs

•	  implemented and operated  
cost effectively



RtSm services for early phase trials

PAREXEL has experience of implement-
ing RTSM services on over 3200 studies 
and understands the unique require-
ments of each phase of the clinical 
trials process. New approaches to 
RTSM technology and services enable 
us to remove the typical obstacles in 
Early Phase trials and deliver:

•	  Rapid system configuration through 
prototyping - system typically  
delivered in 4 to 8 weeks, can be  
as little as 2 weeks, subject to study 
requirements

•	  Simpler specification, build, valida-
tion, and UAT (user acceptance 
testing) process – the system is 
evolved by configuration and demon-
stration – which reduces time and 
effort to provide feedback

•	  Ability to apply rapid design changes 
as the study protocol develops

•	  Experience and tools to implement 
complex study designs quickly:

 - Complex cohort management

 -  Complex randomization and dosing 
schemes including dynamic 
randomization to maximize balance 
across small patient populations

 - Adaptive trial designs

•	  Cost-effective implementations and 
operations

From our randomization and supply 
chain experts to our experienced project 
management and support services 
teams, you can be sure that you are 
putting your trial in safe hands.

part of the perceptive mytrials® 
framework, enabling integration  
with clinical trial software applications 
to help users plan, design and conduct 
clinical trial programs in a single place
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