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Introduction
Investigator-initiated trials (IITs) are an integral and increasingly 
important part of the clinical research landscape. Despite the 
many advantages for pharmaceutical and bio-tech companies 
in supporting such studies, it can be challenging to provide the 
level of service and support needed. This is particularly the case 
for some newer, specialist medicines which generate significant 
levels of interest from academics and clinicians alike, leading to 
a high demand and volume of potential IITs. To capture the full 
value of IITs while strengthening relationships with the investigator 
community, companies must have a flexible solution in place to 
address the time and resource demands required to meet the unique 
needs of these diverse trials and variable study populations. It is 
important that potentially valuable, supportive and/or revealing 
studies are not ‘lost to follow up’ due to practical or logistics hurdles. 
Most companies have a well-established and clear upstream 
process for reviewing and approving support for IITs. It is equally 
important to ensure smooth downstream systems are in place to get 
the studies off the ground and avoid wasted time and resource. We 
will focus on the latter issue in this article.
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Customised Supply Solutions  
for Investigator-initiated Trials 

The Rise and Rise of Investigator-initiated Trials
Investigator-initiated trials or studies (IIT, IIS), alternatively 
described as investigator-sponsored studies/trials (ISS, IST), 
are an important part of the research ecosystem through which 
independent researchers explore new uses for established or 
investigational medicines, novel combinations and effects in new 
patient populations. Such studies are on the increase and managing 
demand and diverse principal investigator (PI) expectations can 
be challenging. Pharma companies need to be careful to strike the 
right balance of support with supplies, advice and resources for IIT 
research when, by definition, they are not themselves the ‘sponsors’. 
Too much hands-on support could be seen to shift the IIT towards 
a fully pharma-sponsored study. Too little and PIs can become 
disheartened, or worse, take research in a direction which could 
be dangerous or damaging to the product and originating company 
reputation.

Estimates for the number and growth rate of IITs running around 
the world vary depending on data sources. Numbers reported on 
ClinTrials.org, for example, are approximately flat year on year 
(though there are complications with search descriptors and like 
for like comparisons). Centrewatch reports an upward trend for IIT 
INDs1. A recent paper comparing global patterns of industry versus 
non-industry studies reports a steady growth in all studies but the 
proportion of non-industry has increased from 67% to 72% across 
the period under investigation2. Anecdotal evidence from bio-
pharma companies is consistently reporting year-on-year growth in 
demand and a commensurate increase in IITs which are undertaken. 
Conservative estimates would suggest that there are over 10,000 
ongoing IITs being supported by the top 20 pharma companies alone 
(minimum of 500 per company). The majority of these will not appear 
on registries and this could be one explanation for the contrasting 
data on growth and volume of IITs from different sources.

Driving factor

Scientific and medical research in general is expanding.

Desire of the medical community to explore new treatments and conduct 
independent research.

Growth of treatment options and range of combinations.

Growth of comparative effectiveness research and the need for real-world 
evidence.

Insight that new drugs in development could have multiple indications.  

Willingness of industry to support IITs, share knowledge and supply drug.

Why now?

Knowledge base in life sciences growing exponentially. Personalised 
medicine and genetic revolution.

Need to combine medical practice with formal research and publish findings.
Institutional support for research ‘ranking points’.

Combination treatments (and novel schedules) much more prevalent. Rise of 
companion diagnostics and personalisation. Newer compounds have wider 
potential across more therapy areas.

Placebo-controlled studies less acceptable. Research institutions and 
hospitals keen to engage with originating companies.

Improved characterisation of patient populations and sub-population.
Rise in use of biologics.

Need to generate real-world evidence. New indications can support lifecycle 
plan. Any data which adds to the evidence base is valuable.

Table 1 Drivers of Growth of IITs

There is a strong, clear trend showing an increase in the 
number of investigator-initiated trials running across the whole 
pharmaceutical sector and across a wide range of therapy 
areas. With this growth comes an increasing global demand 
for IIT supplies and logistics support. This support does not 
always fit neatly into either commercial supply structures or 
sponsored clinical study supply processes. This article explores 
the potential benefits of utilising an outsourced or customised 
service designed to meet the unique drug supply needs 
associated with IIT programmes.
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Benefits to bio-pharma companies

• Saves time, money and 
resources.

• Option to pool supplies and 
control batch consistency.

• Improves service to 
investigators and therefore 
supports key customer relations.

• Speeds IIT setup, execution and 
completion.

• Ensures safe, compliant and 
secure supply of your product, 
in line with all current and 
emerging regulatory guidelines.

• Enables responsive, just-in-
time, direct-to-site delivery.

Benefits to investigators

• Dedicated attention to needs.

• Ability to source material from 
all over the world.

• Distribution capabilities to 
deliver material rapidly to sites.

• Peace of mind for your study 
and your patients. 

• Guidance and advice on 
timelines and supply strategy.

• Reassurance on medicine 
quality and supply chain 
integrity.

• Accessible and responsive 
support on supply issues.

Table 2 Advantages of outsourcing IIT supply

Figure 1 Factors to take into consideration when selecting which IIT request to support

Overall, however, there is a clear consensus that IITs are 
increasing in number and importance and this increase in demand 
is creating pressure on resources across a range of departments in 
pharma companies – notably clinical development, medical affairs 
and regulatory. There are a number of factors driving this growth 
in IITs and some of these, along with the reasons behind them, are 
listed in table 1. 

Pharmaceutical company policies and procedures relating to 
IIT requests and support vary from company to company, but a 
more positive and receptive approach has emerged in recent years. 
A number of companies have specific portals and clear criteria 
to encourage and simplify the IIT support request and approval 
process (e.g. BMS, Sanofi). Others, notably small and growing 
companies, see IITs as an integral part of their relationship and 
transaction with the medical community and also as a way to widen 
their development scope and simultaneously explore multiple 
indications (e.g. Puma).

Managing IITs – the Practicalities
The first step in the effective and efficient management of IITs is 
the selection of which ones to support. Companies are subject to 
many and varied requests for IIT support, usually more than can 
be practically accepted or progressed. In order to manage this 
disconnect, pharma companies have set up and publicised clear 
guidelines, selection criteria and transparent processes (see links 
above). Whilst the increase in interest and desire to run more IITs is 
to be welcomed from a scientific and clinical viewpoint, it can lead 
to resourcing challenges and headaches for the teams tasked with 
making decisions and then initiating the support. Therefore, clear 
criteria, such as those noted in Figure 1, are helpful for all parties.

The levels of support provided by the originating company 
of the products undergoing IITs vary, but one thing they all 
have in common is the provision (usually free of charge) of the 
investigational medicine. Due to the variability, in terms of doses 
needed and patient numbers, of these unique studies, coupled 
with their highly localised nature, supply chain needs rarely fit 
in the normal distribution model. This is where specialist supply 
companies can have a role to play. Clinical research supply 
specialists (such as Clinigen CTS) have designed IIT-specific 
services to fulfil this need.

Such an outsourced service brings with it many benefits (see 
Table 2) – not least reassurance that IITs supplies will be handled 
with the same efficiency and security as industry-sponsored 
studies, without detracting from a focus on core business. 
Furthermore, a centralised outsourced approach saves time and 
money within the originating company (through operational 
and opportunity-cost savings), plus it brings economies of scale 
since the specialist agency can speedily and cost-effectively 
supply multiple sites, in multiple countries (even for unique 
protocols). Finally, by selecting an agency with global reach and 
infrastructure IIT supplies for all studies within a therapy area 
or all studies for a single compound can be confidently handed 
over, bringing with it yet more efficiencies and speed of response  
advantages. 
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IIT Supply Chain Critical Success Factors
As specialist supply companies have risen to the challenge of IIT 
supply chain management, a number of critical success factors 
(CSF) have emerged. Being aware of these can help companies 
carefully select their outsourcing partner. In order to accrue all the 
benefits of outsourcing, a partner should be able to demonstrate an 
ability to fulfil all of these CSFs:

• Multisite warehousing and cold chain distribution.
• Multi-country demand management.
• GMP labelling and QP release capabilities.
• Just-in-time labelling. 
• Global distribution synchronised with study needs and actual 

patient recruitment.
• A dedicated, experienced project manager, overseeing 

labelling, QP release and shipping.
• Identification and implementation of the ideal supply strategy.
• Added value to the PI communication channel.
• Supply of NIMPs and ancillaries.
• Responsive customer services support.
• Size and sophistication to scale up as IIT demand increases.

Conclusions
IIT studies are a thriving and increasingly important part of drug 
development and medical advancement. As pharmaceutical 
companies adapt and respond to the increasing demand for IIT 
support, one major downstream component of the regulatory 
and logistics issues emerging can now be successfully and 
confidently outsourced – namely IIT supply chain. Expert 
clinical sourcing companies are developing customised solutions 
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to efficiently and effectively manage IIT supplies, giving the 
PI and the sponsor time to focus on other aspects of the study. 
Furthermore, by outsourcing to an expert, all parties have the 
reassurance that regulatory integrity and supply chain quality will 
be maintained to a level seen in sponsored and mainstream clinical  
research.
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