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ddiction
treatment
specialist
Indivior’s
(INDV) shares
marched almost
20% higher to
359.6ponl7
August 2016 thanks to news
about a phase III clinical trial.

The late stage tests appear
to prove the £2.3 billion cap’s
opioid addiction treatment
works, moving it closer
to market approval and
$500 million of potential
sales by 2020, according to
stockbroker Numis.

The market’s very positive
reaction to the news
highlights how clinical trial
results can impact sentiment
for a pharmaceutical or
biotech’s investment case.

Assessing the probability
of a clinical-phase drug
company getting a treatment
to market is crucial to
backing the next healthcare
hero. Getting it wrong could
mean waving goodbye to
your cash.

Circassia (CIR) is an
example of what can happen
when management tells
investors their money has
been wasted. In June, phase
111 clinical trials proved
that its severe cat allergy
candidate did not work.
Investors raced to dump the
stock, wiping 62% off the
biotech’s market value.

SUCCESS RATE

Picking a winner among
clinical-phase drugmakers
is not easy. Less than one
in 10 treatments entering
the three-stage clinical
trial process secures sales
approval in the lucrative US
market, according to trade
body the Biotechnology
Innovation Organisation
(BIO).

Circassia’s situation
highlights how companies
must clear all three clinical
trial hurdles in order to
achieve success. The cat
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allergy candidate had passed
two earlier clinical trials
before falling in the third
round.

Clinical trials are designed
to show how a new drug
performs versus an existing
similar treatment. They also
seek to prove that adrugis
safe, identify any side effects
and establish the correct
dosage.

The process can take
vears and millions of pounds
of investors’ cash before
adossier ishandedtoa
regulator. It can then take up
to two years for a decision
to be made on whether or
not the medicine can be
prescribed by a doctor. As
such, investors in biotech and
pharmaceutical stocks need to
be very patient.

EQUITY SELECTIONS
The healthcare market has a
lot of smaller players, many
of which trade on ATM and
are yet to generate their first
£1 of revenue.

A company the size
of FTSE 100 member
AstraZeneca (AZN) may
only experience a mere ripple
in its share price if one of its
drug candidates is spat out
by the clinical trials process.
Such a result, however, would
be anightmare for a smaller
company reliant on a single
product, potentially putting
it out of business.

Phytopharm will be
forever associated with such
a scenario. The failure of a
Parkinson’s treatment in
2013 saw management use
its remaining £5 million cash
to reinvent the business. The
company took a 45% stake in
brain health specialist IXICO
(IXI:AIM) and adopted the
investee company’s name.

Factoring in the probability
of a certain treatment
reaching the market into
vour investment research
may not guarantee success.
But it could help you avoid
taking unnecessary risks.




CLINICAL
TRIALS:

An overview*

GETTING A
DRUG TO
MARKET -
STEP BY STEP

« Pre-clinical (animal) testing

« Submit an Investigational
New Drug (IND) application
toFDA

e Clinical trial phase I

« Clinical trial phase IT

« Clinical trial phase III

+ Anew drug application
(NDA) is submitted to the
FDA

« If the NDA is accepted, the
drug candidate is evaluated
for safety and efficacy

* A decision is made on
whether the drug can be sold
to the general public or not

Source: FDA
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PHASE |

AIM: Test for safety and assess
dosage

SAMPLE: Between 20 to 100
healthy volunteers or people
suffering from the disease/
condition

LENGTH OF STUDY: Several
months

Percentage of drugs that move
to the next phase:

Source: FDA

PHASE Il

AIM: Test for eflicacy and to
assess any side effects

SAMPLE: Several hundred
sufferers of the condition/
disease

LENGTH OF STUDY: Several
months to two years

Percentage of drugs that move
to the next phase:

3

Source: FDA

PHASE Il

AIM: Testing for efficacy
and monitoring of adverse
reactions

SAMPLE: 200 to 3,000
sufferers of the condition/
disease

LENGTH OF STUDY: One to
four years

Percentage of drugs that move
to the next phase:

25%

Source: FDA

*Please note that thisis the clinical trial model set by the FDA
in the US. Models in other regions may vary.



