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PharmTech: Why is timeline 
acceleration so important for clinical 
sponsors?

Yates: There is a lot of competition 
among clinical sponsors to develop new 
treatments and recruit patients for clinical 
trials. Therefore, a clinical sponsor wants 
to be the first to produce a finished therapy 
not only to provide patients with a new 
treatment option, but also to gain market 
advantage. Successfully accelerating the 
clinical development timeline can help 
ensure that a sponsor can start enrolling 
patients in a clinical trial as quickly as 
possible as the product moves through the 
regulatory approval process to hopefully 
become the first to market.

The use of a single-vendor approach creates 
an integrated team across the chemistry, 
manufacturing, and controls (CMC) and 
clinical stages of the drug development 
cycle. As a result, the development timeline 
can be streamlined and accelerated. 
Through upfront planning, activities can be 
completed in parallel and the risk of delays 
in critical programs subsequently reduced.

In this manner, the primary and most 
important reason for accelerated timelines 
is achieved: to deliver the treatment to the 
patient as quickly as possible.

PharmTech: What strategies can 
clinical sponsors use to accelerate 
their development timelines?

Yates: Clinical sponsors aim to accelerate, 
simplify, and de-risk the entire drug 
development timeline. Again, it is critical to 
have the proper development and clinical 
experts involved at the right stages of the 
product development cycle. There are many 
examples of instances when clinical teams 
become involved in the drug development 
and manufacturing steps too late. This 
creates challenges in the packaging or 
supply chain, for example, in lead times for 
procuring specialized materials or tooling 
required for clinical packaging. 

Clinical sponsors must also look at potential 
requirements for the importation of material 
into countries where their clinical trial will be 
performed. These are just a few examples 
of where challenges could be avoided if 

Timeline acceleration is critical in today’s highly 
competitive drug development environment. Clinical 
sponsors must take action to streamline the process.
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the relevant subject matter experts (SMEs) are engaged in 
discussions earlier.

As I mentioned, by having a single vendor with a cross-
integrated team, discussions can occur earlier in the cycle 
to ensure that the necessary upfront planning takes place. 
That is one of the best strategies to support accelerated 
timelines—having communication with the appropriate 
experts as early as possible.

Another example is the transportation of material from the 
manufacturing site to the clinical packaging site. If a single-
vendor approach is used, there is an opportunity to ship 
that material under quarantine to the clinical packaging 
site. Because the material stays with just one vendor, it is 
possible to maintain that control.

Using a single-vendor approach, many activities can be 
performed in parallel across the development and clinical 
stages to accelerate the timeline. Instead of waiting for 
one step to be completed before moving to the next, many 
clinical supply-related activities can overlap with the drug 
development and manufacturing timelines. Again, this 
supports accelerated timelines and gets the drug to the 
patient as quickly as possible.

PharmTech: Can timeline compression be achieved 
without sacrificing the integrity of the development 
or clinical research being performed?

Yates: Yes, because the various steps within the timeline 
are not actually being compressed; rather, they are 
being performed in parallel. Therefore, quality is not 
compromised. Steps are performed either in parallel 
or earlier in the overall project timeline rather than the 

standard procedure of waiting until the end of CMC before 
turning the focus to clinical supply activities.

Again, the use of an integrated team allows information 
to be shared freely across all options. For example, any 
specific characteristics (such as sensitivity to moisture or 
temperature) of a drug that are being worked on by the 
CMC team can be understood by the clinical team. This 
ensures that the clinical team looks at different aspects 
such as primary packaging options earlier in the process 
to help manage those product characteristics.

For example, if a drug is sensitive to moisture, the team 
can look at different ways of packaging it (e.g., in blisters) 
to ensure that it is protected from the environment. By 
having these discussions earlier, the design step is not 
being compressed. It is just being brought forward so that 
things are ready to go as soon as the material arrives at the 
clinical packaging site.

As I said, having an integrated team allows for information 
sharing. For example, relevant GMP documents and 
processes can be discussed and set up ahead of time. 
Discussions with the clinical sponsor can be initiated to 
determine what will be required to package the drug. Then, 
as soon as the material arrives at the clinical packaging 
site, it is ready to be packaged.

PharmTech: How long before an investigational 
medicinal product under development is ready 
for first-in-human studies should clinical supply 
planning start?

Yates: I have seen many examples of cases where clinical 
discussions did not begin until the manufacturer was close 
to completion at the development site. In my opinion, this 
is too late. It is more beneficial to involve clinical supply 
SMEs much sooner than when the development site is 
close to selecting the final dose form. Involving the clinical 
team months earlier than what I have observed to be 
the standard gives the team much more time to discuss 
options. This provides the best scenario in terms of 
packaging and distribution during clinical trials.

For example, when a clinical trial is performed in Europe, 
a qualified person (QP) is required to perform the final 
release. The QP could be engaged earlier, especially if there 
are decisions to be made regarding a particular aspect of 
the clinical supply package, such as what information or 
specific text will be required on the clinical label in order 
to be released. Such key people help to inform or guide 
clinical sponsors toward making the right decision the first 
time, potentially saving them from making a costly mistake 
that could impact their budget or delay the study.

I have seen cases where the QP was not engaged for 
certain critical decisions. Then months later, when it came 
time for the final QP release, a lot of investigation and 
work was required to enable product release. This caused 
delays in the timeline. However, by engaging QPs earlier, it 
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can be as simple as an hour-long discussion to ensure that 

the right decision is made. Then when the time comes, 

final release of that material is a much more efficient step 

toward having the drug ready for the patient.

Another point is that the clinical supply team must be 

flexible. They should be brought in earlier to identify 

potential risks or what could happen with a drug in later 

clinical stages. Then, a plan could be put in place for the 

mitigation of potential risks in different scenarios.

PharmTech: What influence can, or should, a 
clinical supply expert have in the drug development 
process?

Yates: By involving the clinical supply team earlier, 

especially during dose form discussions, they can design 

the right packaging to support a particular product’s 

characteristics.

For example, less bulky packaging could be designed to 

support a moisture-sensitive drug or light-sensitive drugs, 

or specialized labels could be designed and tested with 

an advanced adhesive for a frozen product. Although a 

clinical supply team will not be able to support the entire 

drug development cycle, they can help design the right 

packaging for the drug’s characteristics. In turn, that may 

help support the clinical sponsor’s decision regarding what 

formulation to proceed with for scale-up and manufacture.

PharmTech: What are some aspects of clinical supply 
that can get underway while the investigational 
medicinal product is under development?

Yates: Again, by using a single vendor with the integrated 

team approach, a lot of work can be done in parallel and 

information can be shared easily at the start of the project’s 

pinnacle.

A simple example is sharing information and allowing GMP 

documents to be generated earlier in the process (e.g., batch 

records to perform the packaging run). More importantly, 

as previously mentioned, there is an understanding of 

potential dose forms and drug characteristics. There is also 

the ability to look at the clinical supply chain and overall 

study characteristics in advance to plan ahead—whether 

that be for identifying distribution challenges associated 

with specific countries, developing a comparator sourcing 

and blinding strategy based upon available options, and 

other similar study characteristics.

Certain clinical trials will be performed in different areas 

around the globe. Each country may have different 

requirements for importation of the drug and completion 

of the necessary documents. Understanding where the 

clinical trial will occur enables the clinical team to choose 

the appropriate supply chain and the most efficient route 

for getting a drug to the clinical site. Any specialized 

couriers that are needed to maintain proper transportation 

conditions can be planned for upfront, as well as clinical 

packaging design and GMP documents.

 As a top drug development, delivery and supply partner with over 80 years of experience, Catalent has helped 

thousands of innovators by optimizing and manufacturing thousands of pharmaceutical, biologic, consumer health 

and beauty products utilizing innovative drug delivery technologies to improve their value to patients and consumers. 

From early development to clinical supply and commercial manufacturing, Catalent’s 30+ global site teams support you 

through all phases of development, delivery, and supply, thereby accelerating your product’s path to market. For more 

information, visit www.catalent.com.
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