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In recent years we have seen industry sponsored global clinical 
trials moving more and more to include emerging markets. 
Aside from countries such as Russia and India that have been 
prominent for some time, other countries in the Latin Americas 
and Asia are gaining in importance. The focus on China, in 
particular, appears to be rapidly intensifying. With this shift we 
see new challenges facing the diverse group of stakeholders 
involved in the planning and execution of a trial.  Although 
clinical trial supply sourcing is a small part of the overall clinical 
trial supply chain, inclusion of it at an early stage in the trial 
planning and infrastructure can have a overall beneficial impact 
on both the efficiency and cost of a trial. 

Determining the complexity and strategy of sourcing clinical 
trial supplies, be it comparator agents or non-investigational 
medicinal products (NIMPs), is arguably one of the biggest 
initial hurdles for any planning team. Procurement should be an 
integrated process within the overall clinical trial strategic plan. 
Whilst some sponsoring organisations opt to source internally 
through either onsite resources or local trial sites others prefer to 
outsource to a specialised provider. Important for any strategy, 
however, is early access to market intelligence as well as 
commercial and logistical expertise in the required markets to 
ensure product availability, transparency and above all product 
safety. 

This article aims to highlight some of the current challenges 
teams are confronted with during global clinical trial supply 
sourcing and to look at some of the recommendations when 
sourcing on this scale. Procurement considerations, particularly 
in emerging markets, will be highlighted.

The Planning Stage 
The ultimate goal of sourcing clinical trial supplies is simple: to 
ensure that authentic material can be secured for the duration 
of the trial. Teams typically approach the topic of clinical trial 
sourcing by assessing the complexity of the trial. Determining 
commercial product availability is one major component of this 
process. This market intelligence may dictate your choice of 
sourcing strategy for a trial at an early stage. In order to tackle 
the challenges of clinical trial sourcing on a global scale the 
following should also be considered: 

• reliable procurement in all regions
• appropriate local warehousing
• proactive inventory management
• suitable distribution strategies

The growing geographical spread of clinical trials has 
impacted on the choice of strategy for sourcing of clinical trial 
supplies. One aspect that applies to a region such as Europe as 
much as it does to an emerging market such as India is what 
strategy to go for when sourcing products such as NIMPs. 
Many sponsors continue to choose to handle these products as 
investigational medicinal products (IMPs) in their trials. Some 
parties have voiced concern that ambiguity remains over NIMP 
regulations. Where as other companies may still be unaware 
of this topic and forego possible scenarios that are both safe 
and efficient, whilst meeting the economic constraints of a trial 
budget.

Sourcing for clinical trials can be carried out internally 
by the sponsors themselves, outsourced, or done through a 
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combination of the two. If teams decide to have clinical supplies 
sourced externally thorough research should be conducted to 
confirm capabilities of an external provider. Furthermore, it 
is recommended that in-place quality systems are audited 
and it may be advantageous to request to review case-study 
examples. This way it should be possible to find an organisation 
that best matches the needs of the clinical trial. Traditional 
wholesalers are usually able to source large quantities and have 
robust quality systems in place, but they can be limited in their 
capabilities by not being able to source globally. It is worth 
bearing in mind that working with a sourcing partner, who has 
a presence in prevalent markets as well as an emerging markets 
footprint, may be advantageous.  

When working with a sourcing specialist the following 
benefits should be considered:

• transparency
• access to local market intelligence including product 

availability, documentation availability,  information on 
product presentation

• access to products direct from manufacturers or their 
authorised distributors, ensuring authenticity

• presentation of flexible procurement options via a 
global network

• support for local storage and distribution solutions

Early consideration for the sourcing of clinical supplies is 
also important as the time needed to prepare the comparators 
or NIMPs for the trial may vary for different regions. In some 
cases this can be up to three months making product expiry 
an important factor. Furthermore, if choosing to source NIMPs 
locally you must establish whether the products are marketed 
and available in all the countries you plan to carry out the trial 
in. At times it may be necessary to negotiate more challenging 
sourcing projects with manufacturers to ensure supplies are 
coming from the most reliable source. In such cases it is advisable 
to calculate in a sufficient product lead-time, as otherwise trial 
timelines could be significantly affected. It should be noted that 
when planning to source NIMPs locally documentation is not 
required for purposes of release or import. Nevertheless, in many 
cases there is still access to documentation such as certificates 
of analysis (CoA).

Emerging Markets
In expanding nations such as India and China, to name a 
couple, the demand for clinical trial supply sourcing is ever 
increasing. This is in line with the increasing number of clinical 
trials being carried out in these countries. As a result teams have 
been forced at times to become knowledgeable in unfamiliar 
regional territories or to look to sourcing partners with long-
standing experience in these countries. 

Along with evolving regulatory requirements in different 
regions that a clinical supply sourcing team needs to be aware 
of, there are also other factors to consider when sourcing for a 
global clinical trial. It is worth considering:

• pharmaceutical market authorisation variation
• multiple languages 
• various time zones
• local cultural aspects

The above factors can influence whether to source locally 
or centrally for globally conducted clinical trials. Specifically in 
regions where a team may as of yet be inexperienced it can be 
advisable to work with an experienced partner that can assist 
in laying the foundations and managing complex relationships 
with external providers of different cultural backgrounds.

There are several types of suppliers and each option has its 
advantages and disadvantages. A point to consider is that if 
sourcing is not being managed within the sponsor organisation, 
some degree of control and disclosure of trial information will 
have to be handed over in order to take full advantage of a 
specialised provider. This is why it is advisable to have an NDA 
or CDA in place. Whether the sourcing is carried out internally 
or outsourced, clinical trial supplies should be secured through 
the most authentic and direct route, whether this is through the 
innovator company, an authorised wholesaler or distributor, a 
speciality pharmacy, or the services of a sourcing specialist. 

Many teams consider sourcing NIMPs through local trial 
sites the most opportune scenario for the sponsor organisation 
in terms of both risk and cost. Keep in mind, however, that the 
sponsor has limited control over budget and less control over 
stock and accountability in this instance.  Moreover, sourcing 
through an innovator is preferable as it gives opportunity for 
steady supply of authentic product in large quantities and 
usually in single lots. Another advantage is that pricing can be 
more stable and predictable. Furthermore, this option gives the 
best access to global inventory and documentation. Depending 
on restrictions on the material supply, sourcing through the 
innovator company can entail disclosure of trial information and 
supply provision negotiations. For a global clinical trial, a team 
might find that they benefit from a partners local experience 
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and can consult on matters such as safety stock in the various 
regions. This factor tends to be dependent on the risk level in 
a particular country. For example, typically for the German 
market safety stock may be in the region of approximately 
three months worth where as for the Philippines this increases 
to around six months worth of stock.

Reliable Supply Chain
Irrelevant of location of sourcing and trial execution, as you 
know, all participants in the supply chain have a responsibility in 
ensuring that material is handled in the most compliant manor 
in accordance with all regulations. Why mention something 
so obvious in this article? Well, by moving to a global setting 
for clinical trials the quality aspects become considerably 
more complex, also on the sourcing front. Furthermore, each 
clinical trial should have its own distribution network that has 
been tried and tested for the proper and safe delivery of the 
clinical supplies. This includes testing various import/ export 
clearance points without incident. Prevention of falsified 
medicines entering the supply chain needs to be high at all 
times, specifically in markets that are still developing reliable 
and consistent regulatory systems. 

The sponsor organisation is arguably further away at times 
when trials are globally spread and thus the risks can increase. 
Any partners should be appropriately licensed and audited by 
the necessary regulatory agencies, as well as the sponsor’s 
quality assurance department. It may also be a consideration 
to use the services of experienced partners who often already 
have a global network of qualified partners in place in various 
regions. This way a sponsor organisation can benefit from 
access to third party providers, such as logistics companies or 
depot providers that are already subject to a rolling system of 
audits.

The details surrounding the logistics and distribution of 
clinical trial supplies are often ignored. Because of this, 
unnecessary distress can be added to the execution of the 
study’s strategic plan if the supply cannot be delivered to the 
destination point as expected. Despite the investment in proper 
planning and preparation, if supplies cannot move seamlessly 
from A to B, then all of the pre-planning has been in vain. 
Adequate depot management of inventory and reliable 
distribution lanes should be tested and verified. With teams 
ensuring all regulations are complied with for the storage and 
distribution of supplies. Traceable point-to-point and just-in-
time distribution is preferred to limit the probability of exposure 
of the clinical trial supplies to environments outside their storage 
conditions.

When evaluating the supply chain of clinical trial supplies, it 
is advisable to make it a requirement that reliable procurement 
policies and procedures are in place and are being followed in all 
regions of the trial.

Conclusion
The clinical trial environment is quite time-sensitive and ever 
changing. The process of securing clinical trial supplies has 
become increasingly difficult and more complex worldwide. 
There is increased demand globally, regardless of market 

restrictions. Specifications are more stringent. Lead times 
are longer. Availability of supply and documentation are 
uncertain. Quality and supply chain expectations are increasing. 
As such it is important to monitor the regulations across all 
applicable markets or have access to such information through 
communication with third-party providers. This is particularly 
significant for markets where regulations are regularly 
changing, often without advanced notice. A recommendation 
is to take advantage of working with companies that have 
in house experts who are actively joining working groups on 
topics such as comparators and NIMPs. Thus, also capturing 
the current situation amongst industry members at first hand. 
In the particular case of NIMPs, it seems more companies 
are beginning to recognise and handle them with reduced 
complexity rather than treating them as IMPs. It is too early, 
however, to tell whether we will see solidification of the current 
trends in clinical trial supply sourcing. This is an area that is by 
all accounts still maturing.
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