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From our Fund
Manager’s Desk

We regularly explore the investment rationale of one of the
companies we own in the Melville Douglas Global Equity
Fund to articulate what we find compelling. This time we
have chosen

The pandemic has accelerated the pace of change across swaths of
industries, highlighting the need to build flexible and efficient operating
models. A case in point is how the biopharma industry undertakes clinical
trials. As a contract research organisation, ICON is an enabling player.




WHAT IS A CONTRACT RESEARCH
ORGANISATION?

ICON is a global provider of outsourced drug development to market given the clinical trial process is time consuming
services to the pharmaceutical and biotech industry — and resource intensive, not to mention the difficulty in
commonly referred to as the biopharma industry. Leading navigating the regulatory pathway. CROs design the trial,
outsourcers, such as ICON, IQVIA and PRA Health Services, source the participants, get in contact with clinics to run

are called contract research organisations (CROs). These tests and monitor patients, analyse the data and help with
companies typically step into the development process the regulatory submissions. As independent companies,
once a pharmaceutical company has identified a promising they offer an objective assessment of the safety and efficacy
new molecule or treatment. of a new drug in the clinical trial setting. Because they

partner with many companies, they tend to have broader
Pharmaceutical companies partner with CROs as they offer experience and expertise than if the pharmaceutical
a more efficient, cost-effective route to bringing products company organised the trials themselves.

WHY WOULD A BIOPHARMA COMPANY WANT
TO OUTSOURCE?

Pharmaceutical and biotech companies are facing
increasing margin squeeze due to drug price pressure and
rising costs. This is particularly the case as many companies
continue to expand and run trials on a global basis, which
can be egregiously expensive. Before the advent of CROs,
pursuing the approval of a new drug was prohibitively costly
and usually only occurred when there was high probability
of a guaranteed approval in large markets such as the US
or EU. The presence of CROs has significantly reduced
costs, allowing companies to develop smaller drugs for
niche audiences. Biotech companies — especially the
smaller ones — tend to outsource more as they don't have
the same level of drug development infrastructure in house.
By outsourcing the majority of the development function,
biopharma companies can reduce their staff complement
and infrastructure required to run clinical trials, allowing for
a more flexible, asset light operating model. This frees up
resources to be spent on where they add the most value — in
identifying new treatments.

GROWTH RUNWAY Contract Research Organisation Market Size ($bn)
Global CRO industry revenue was $60 +6.9% per annum growth from 2019-2024 $54.1 $57.2
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There are two main drivers:

1. Growth in pharmaceutical and biotech research &
development (R&D) expenditure

Global R&D spend by the biopharma industry is expected
to grow at around 3% per annum. Two-thirds of this budget
is allocated to drug development, thereby representing
a sizeable potential market for CROs. It is estimated that
approximately 30% of drug development is currently
outsourced, with forecasts for this to rise above 50% over
the next few years.

2. Drug pipelines and approval rates are on the rise

The number of active drugs in the pipeline is on the rise.
Biotech funding has been a key driver of this acceleration
as biotech companies have been growing at faster rates
compared to traditional pharmaceutical players, thereby
becoming an important driver for drug discovery. There has
also been an acceleration over the years in the number of
drugs making it further along the trial process, a testament
to the reliability and accuracy in which the trials are
conducted.

REMOTE MONITORING — A CASE STUDY IN DRIVING EFFICIENCIES

ICON is a pioneer in remote monitoring. This new approach (a phenomenon that accelerated during the pandemic) has been
enabled through technological advances. Furthermore, remote monitoring is likely to further enhance the success rates of trials
as it increases patient engagement, broadens access to a wider set of patients globally, and improves data quality.

One of the biggest challenges of traditional monitoring are in-person doctors visits and mounds of paper trails around treatment
compliance. Remote monitoring is not only more convenient, but increases the accuracy and reliability of the trial results while
reducing overall running costs of in-person monitoring. ICON played an important role in supporting the development of the
Pfizer & BioNTech vaccine where it ran a global study involving 44,000 patients across six countries. This was made possible
through high levels of remote clinical monitoring and remote source data verification.

Wearables allow data to be collected remotely, digitally and automatically, improving adherence to and accuracy of
the monitoring process.

Image source: ICON plc




HEADS | WIN, TAILS YOU LOSE

The advantage of investing in CROs is that they make money on their clients’ drug development programme irrespective of the
outcome. If a drug fails to live up to expectations, the CRO will still get paid for conducting the trial. Another positive is the long

lead times as it can take years for a drug company partnering with a CRO to take the drug from phase | to phase IV. Typically,
contract agreements with CROs last multiple years over multiple phases. If a CRO wins a compound early in its lifecycle, there
can be high visibility into future revenue potential.

A growing number of trials is supportive of the trend to outsource more to the CRO industry as biopharma companies
focus on driving costs lower and reducing time to bring products to market.

R&D supporting the boom in clinical studies
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WHY ICON? ICON'’s share price has followed earnings growth higher
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Biopharma companies see the benefits of
partnering with large CROs such as ICON == |CON PIc - Price

for their scale, geographic footprint, and
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extensive therapeutic expertise, allowing them
to run multiple trials at a time with high levels
of success. ICON is attractively positioned
across a wide array of therapeutic areas, with
high exposure to some of the fastest growing
fields such as oncology, anti-infectives and
vaccines, and immunology. The company has 6
a highly regarded management team who have

consistently delivered attractive earnings growth

with a disciplined approach to costs. 4
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A MELVILLE DOUGLAS STOCK

It is tempting to seek out the big winner whether it
is the next Google, Amazon or Apple. Or the next
cure for cancer or COVID. What investors don't tell
you is that for every Moderna and Pfizer BioNTech
there are hundreds of duds. When seeking sustain-
able growth investment opportunities, it is often the
behind-the-scenes companies that are making the
profits over multiple years and decades. They are

the picks and shovels suppliers in a gold rush. ICON
fits this bill.

Melville Douglas

Melville Douglas is a registered business name of Standard Bank Jersey Limited which is regulated by the Jersey Financial Services Commission. Registered in Jersey
No 12999. Standard Bank Jersey Limited is a wholly owned subsidiary of Standard Bank Offshore Group Limited a company incorporated in Jersey, registered No
43694.

Disclaimer

This summary brochure has been prepared for information purposes only and is not an offer (or solicitation of an offer) to buy or sell the product. This document and
the information in it may not be reproduced in whole or in part for any purpose without the express consent of Melville Douglas.

Allinformation in this document is subject to change after publication without notice. While every care has been taken in preparing this document, no representation,
warranty or undertaking, express or implied, is given and no responsibility or liability is accepted by Melville Douglas as to the accuracy or completeness of the
information or representations in this document. Melville Douglas is not liable for any claims, liability, damages (whether direct or indirect, actual or consequential),
loss, penalty, expense or cost of any nature, which you may incur as a result of your entering into any proposed transaction/s or acting on any information set out in
this document.

Some transactions described in this document may give rise to substantial risk and are not suitable for all investors and may not be suitable in jurisdictions outside
the Republic of South Africa. You should contact Melville Douglas before acting on any information in this document, as Melville Douglas makes no representation
or warranty about the suitability of a product for a particular client or circumstance. You should take particular care to consider the implications of entering into
any transaction, including tax implications, either on your own or with the assistance of an investment professional and should consider having a financial needs
analysis done to assess the appropriateness of the product, investment or structure to your particular circumstances. Past performance is not an indicator of future
performance.
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