New strategies for
clinical trials are needed
to combat AMR
The continued threat of antimicrobial
drug resistance (AMR) spawns a wide
spectrum of anti-infective strategies.
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The last chance
to reinvigorate
AMR innovation
The needs of small and medium-sized enterprises (SMEs) must be considered
when reshaping the regulatory framework intended to incentivise AMR innovation.
SMEs are keen to contribute to a dialogue with policymakers.

A

s we painfully enter a
post COVID era, Europe
is organising itself to
ensure that it is not
caught unawares in the event of
a new pandemic. In this fight,
antimicrobial resistance (AMR) is
well positioned to take over the role
of public enemy number one.
While the last decade has been
largely one of global reporting and
political awareness, the time for
action is now.
Moving towards a regulatory big bang
for AMR
This year, evidence of the European
Commission’s (EC) action has
been mounting. In 2021, the EC
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launched the HERA (European
Health Emergency preparedness
and Response Authority). At
the moment the focus of it is
predominantly on preventing
deterioration on the COVID front,
but the hope is AMR will soon be in
its scope.
In addition, 2022 will hopefully
see a new consortium launching,
funded by the Horizon Europe
programme. The consortium will
set the basis of the “Innovation
Partnership” which is a legal
framework created by the EC. The
aim of the proposed partnership
is to combine the support of R&D
against AMR and the procurement
of the antimicrobials that would

come from this support.
Last but not least, the major
manoeuvres around the recasting
of pharmaceutical legislation
have been launched, with a public
consultation underway until
December this year. At the heart
of this review is how to better
address unmet medical needs,
in particular AMR. Even if it
remains to be defined how all these
initiatives will fit together, these
major manoeuvres are clearly
heading in the right direction, at
least in intention.
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No second chance to succeed
BEAM Alliance and its members
are looking forward to these
promising developments with
enthusiasm and with a little
concern, if the outcome is not
suited to SMEs, it will not work.
Access conditions to any type
of market incentive must be
transparent, predictable and
recognised early, this includes
eligibility criteria and size of the
reward. Only then will an SME be
able to raise the necessary funds to
develop its product.
SMEs are in the best position to
anticipate what investors expect,
so their voice must be heard. As
author and screenwriter Alan
Bennett once said, ”Sometimes
there is no next time, no time-outs,
no second chances. Sometimes it’s
now or never.” This time is now for
the AMR innovation ecosystem.
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D

r Daniel Sahm, who has worked in drug
development for 30 years and is Chief
Scientific Officer at IHMA, states that small
molecule drugs developed for infectious
diseases are not maintaining the level of effectiveness
needed to keep up with AMR.
Finding new innovative approaches
This continued threat of AMR among clinically relevant
bacteria has resulted in the pursuit of newer strategies
to develop products for the management and treatment
of bacterial infections. These new strategies go beyond
small molecules such as the typical antibiotics (e.g.
penicillins, cephalosporins, fluoroquinolones, etc) and
venture into areas such as anti-virulence products,
vaccines, immunomodulators, bacteriophage therapy
and microbiome manipulations. These innovative
approaches are scientifically exciting and provide
many new paths forward.
Complexity of trial design
However, they also introduce many new challenges
with regards to complexity of clinical trial designs,
product manufacturing and the development of
analytical methods. For these reasons lab service
providers who support all phases of anti-infective
development, such as the IHMA, must be scientifically
flexible and adaptive.
New assay methods must be fully developed and
validated in order to provide the necessary analytics,
they also must be performed in a manner and volume
that are consistent with the needs of clinical trial
designs and timelines. These evolving strategies also
present challenges to the microbiology diagnostic
industry as many of the new analytical methods may
need to be adapted for routine testing in clinical
microbiology laboratories throughout the world.
Keeping ahead of AMR
As the focus for these new therapeutic strategies
evolves, clinical microbiologist Dr Darcie Carpenter
says, “We must adapt these clinical trial testing
approaches for routine laboratory use as we try to
move these therapeutic agents through the approval
processes.” So, the fight against bacterial diseases
continues with an opponent that has the full genetic
capability to fight back. “We probably cannot fully win
the battle against AMR, but we certainly cannot afford
to lose it,” says Dr Sahm. “At this point we are simply
trying to stay one step ahead of this public health
challenge.”
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