
 

 

 

 

 

Trust our chain reaction 

White paper series: Contemporary issues in comparator trial supply 

 

 

A changing landscape drives strategic partnering and new solutions 

Trends and imperatives 

The past five years has seen a great deal of change in clinical trial management. As the bio-pharma 

industry looks to speed development times and consolidate new product pipelines, in a quest for 

improved R&D efficiency, it is no surprise that phase III trial design, planning and execution in 

particular has been under great scrutiny. Cost of comparator agents alone has escalated to up to 

$100m per year for top companies (and is predicted to grow further). Consequently innovative 

approaches, novel project planning and increasingly close partnerships with specialist outsourcing 

service providers have come to the fore. 

Clinigen Clinical Trial Services (CTS) is pleased to announce the publication of a series 

of white papers which will discuss key issues and, as market leader, share insights into 

cutting-edge solutions for clinical trial supplies sourcing, labelling and distribution.  

 

As trial design and execution become ever-more complex and initiatives to adapt, 

increase efficiency and control costs without compromising quality become 

paramount, Clinigen CTS is perfectly-placed to share expertise and provide an insider’s 

commentary on trends and challenges. 

 

In this first paper of the series Mark Ware (Global Head Business Development and 

Strategic Services) covers the broad issues and summarises the responses our industry 

is making in this increasingly demanding landscape 



 
Drivers of this increasing complexity and the need for new approaches in our sector include: 

 Innovative and sometimes complex trial designs  

 Efforts to streamline study execution and speed results 

 Growth of e-trial technology, digital solutions and mHealth apps 

 Patient recruitment and retention issues 

 An increase in globally dispersed, multi-centre studies 

In the specific arena of trial supplies and related services the following factors have been driving 

change: 

 Maintenance of sound, high quality supply chain to dispersed sites 

 Growth of Randomisation and Trial Supply Management (RTSM) and Interactive Response 

Technology (IRT) systems 

 Escalating costs of active comparator drugs and a focus on reducing wastage of trial supplies 

 Adaptive trial designs and pre-randomisation allocation 

 The rise of companion diagnostics and biomarker measurement 

 

Many suppliers, none more so than Clinigen CTS, have risen to 

these challenges and, working hand-in-glove with pharma 

companies and CRO’s are evolving new services, investing in 

state-of-the-art facilities and nurturing innovative partnerships. 

These novel and creative solutions have been designed to ensure 

IMP and NIMP sourcing and supply is integral to driving new 

efficiencies, reducing wastage and maintaining quality, rather 

than holding back the advances in trial management which are 

needed in our new reality. Some of these novel approaches are 

outlined below. 

 

Contemporary imperatives need new approaches 

Clinigen CTS is now the leading clinical study supplies organisation in the world and as such we pride 

ourselves on moving fast to respond to new client needs and develop solutions designed to ensure 

integrity of supply from source to site. As comparator drugs become more and more expensive the 

need to reduce wastage is paramount. Many of our new services are geared not just toward 

efficient, competitive sourcing and price negotiation (thus reducing acquisition costs), but also to 

local sourcing, just-in-time delivery and demand-driven labelling. All of these ensure reduced supply 

returns, fewer drug expirations and thus much less wastage. 

These new services include but are not limited to: 

 Technical consultancy and expertise – First and foremost comes understanding and advising 

clients.  Our expertise and knowledge of the trial supplies sector is second-to-none and we 

exercise this to our partners’ benefit. With departmental resources reflective of a major 

pharma company, but focused entirely on clinical trial supplies and related services we 

welcome the chance to share knowledge on regulations and recommend tailored strategies 

for supplying entire studies or broader programs. We have the capacity and flexibility to 

provide clients with options, while always mitigating risks of falsified medicines and 

targeting robust, efficient, smart programs that deliver strategic savings. 

Increasing complexity and external 

drivers have led to closer strategic 

partnerships between pharma 

companies, CRO’s and specialist 

comparator sourcing agencies such 

as Clinigen CTS. Strategic 

partnering means looking together 

at the big challenges and working 

together to overcome them. 



 

 Direct-to-site delivery – thanks to our networked global and regional depots plus our 

extensive library of Clinigen-approved distributors we can rapidly procure and securely ship 

medicines to multiple trial sites across the globe; maximising the benefits of local, regional 

or centralised supply options and saving time and money.  

 Demand-Driven Labelling and Distribution (DDLD) – our state-of-the-art storage and 

labelling facilities can operate on a just-in-time basis to provide our clients with the 

opportunity to pool supplies across studies, minimize the wastage of expensive material and 

maximize efficiency. 

 Coordinated smart supply – of ancillaries, standard of care medicines, co-medication and 

rescue meds. It makes sense to synchronise the supply of allied requirements for trials in 

one place, deriving the benefits of efficiency and cost savings that come with them. 

Whatever the core supply strategy for Comparators might be, Clinigen can also support a 

coordinated supply program for these essential components, removing the need to engage 

with multiple entities, providing greater compliance and control and reducing costs. 

Beyond these established added-value services Clinigen CTS customises services to client needs, 

however complex or challenging. Strategic partnering means looking together at the big challenges 

and working together to overcome them. You can contact Clinigen CTS about any trials supply issues 

you face and we can work together to overcome them, tailoring a solution to help your organisation 

run more effective and more efficient clinical development programmes. 

About Clinigen CTS 

Clinigen Clinical Trial Services (CTS) are the global leader in the sourcing, supply and delivery of 

comparator drugs for clinical research. After the acquisition of Idis Clinigen CTS now has unrivalled 

global reach, strategic expertise and capacity to meet any comparator supply challenge. Our 

comprehensive services ensure all quality, regulatory, security and distribution hurdles are 

anticipated and overcome to leave our clients free to focus on completing vital clinical studies on 

time and on budget. You can trust our chain reaction to deliver best-in-class trial supply wherever 

and whenever you need it. 

Website: www.clinigengroup.com/clinical-trial-services 

CONTACT  Email: mark.ware@clinigengroup.com or ctsinquiries@clinigengroup.com  
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