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Our ambition is to become a global player
Mitochondrial medicine is an area of increasing focus for the pharmaceutical industry as there are currently no effective treatment options for patients
that suffer from mitochondrial diseases. Through our research and development, Abliva has an opportunity to improve the quality of life for these
patients. The KL1333 team has recently completed the important Phase 1a/b
study with results expected later this year.
At the moment, the KL1333 drug candidate is our focus as we strive to bring
new medicines to patients. To fully realize this project’s potential, we will
look to expand our horizons internationally, working to enlist physicians and
thought leaders.
To become a global player, Abliva also needs to expand its geographical footprint. To support this expansion, we signed the Certificate of Incorporation
for Abliva Inc. on March 3, 2021, establishing a presence for Abliva in Boston,
MA. This is just a first step in our build to become the premier mitochondrial
disease company. Our intention is not to increase costs with unnecessary
infrastructure, but to establish ourselves in the U.S. to allow easier access
to patients, physicians, sites and capital. In the near term, I will be the only
employee based in Boston; our talented team will continue to work in Lund.
Ellen Donnelly
CEO
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“My primary objective is to ensure the company is optimally financed and properly valued. I
will do this by communicating the Abliva story
across Sweden, Europe and the U.S.; being
transparent as to the strengths and opportunities of our programs, and accurately setting
expectations as to what to expect from the
company during this pivotal year ahead for
the company.”
Ellen Donnelly

Published by BioStock February 16, 2021.

Ellen Donnelly will
take the company to
the next level
At the end of January, Abliva announced that Dr.
Ellen K. Donnelly, an industry veteran with important experience in the development of treatments
for rare diseases, has been appointed new CEO. At
the beginning of February, then CEO Erik Kinnman
handed over the role as lead executive of the company, whose focus is on rare mitochondrial diseases. BioStock got the chance to talk to Donnelly
about her background, how she views Abliva’s potential and what is next for the company.
Biopharma company Abliva develops drugs for rare primary mitochondrial diseases. The mitochondria create
the energy required for humans to function optimally,
but in patients suffering from a primary mitochondrial
disease, the energy-creating process in the mitochondria does not function properly. For those affected, this
has serious consequences such as cell death and loss
of organ function, making it difficult to, e.g., move and
breathe, and in many cases the patient’s lifespan is significantly shortened.

Two candidates in the pipeline
Today, there is a significant lack of knowledge about
and effective treatments for these diseases – something
that Abliva wants to change by developing its two candidates. The company’s main candidate KL1333, which is
developed for use against MELAS and similar conditions,
already has orphan drug designation in both the USA
and Europe.
Patient studies are currently underway with KL1333, and
Abliva is preparing a pivotal phase II/III effect study to
be

initiated during the second half of 2021. The decision to
conduct a pivotal study is based on a recommendation
from the FDA, which provided positive feedback regarding the company’s development plan this summer. The
British Medicines Agency (MHRA) has also welcomed
Abliva’s accelerated development plan.
Abliva’s second candidate, NV354, targets Leigh syndrome, and the plan is to complete preclinical pharmacology and safety studies during the first half of 2021. The
aim is to simultaneously produce test materials and have
the programme ready for clinical studies during the second half of 2021.

New phase – new CEO

With KL1333 progressing to the clinical stages, Abliva
wants to increase its focus on commercialisation. It is
against this backdrop that the company has recruited Dr
Ellen K. Donnelly to the position of CEO. Donnelly, with
a doctorate in pharmacology, has, among other things,
important experience within the development of treatments for rare diseases from her time as CEO of Swedish
company Modus Therapeutics.
Read an interview with Abliva’s Chairman of the Board
about the change of CEO here.
https://www.biostock.se/en/ablivas-chairman-of-theboard-speaks-to-ceo-change/
BioStock had the opportunity to talk to Donnelly about
how she sees her new role and Abliva’s potential.

Interview with Abliva’s CEO Ellen Donnelly

Ellen, first of all, can you tell us a bit about your
academic and professional background?
– Thank you for the opportunity to speak with you! Over
the past twenty years, I have spent time working, leading, and learning in both biotech companies as well as big
pharmaceutical companies, across many diverse areas.
After receiving my PhD from Yale University (Pharmacology), I worked as a management consultant focused
exclusively on advising clients in the healthcare industry.
From this experience, I knew I loved working with small
biotechs, but I also recognised that I had a great deal to
learn.
– After this, I spent almost a decade at Pfizer in positions
ranging from internal consulting, portfolio and project
management, neuroscience research & development, and
clinical operations. When my family relocated to Stockholm in late 2016, I took the opportunity to leave Pfizer
and joined Modus Therapeutics AB as CEO. I led Modus
from 2017 to 2020 and then joined a healthy aging company, Juvenescence, where I was responsible for several
companies as well as a division focused on Epigenetics.
My heart was still in Sweden, though, and I am happy to
be back leading Abliva.
What attracted you to the role as CEO of Abliva?
– I am passionate about the development of new therapies for patients with rare diseases and Abliva has a
strong package – a focus on a rare disease (primary mitochondrial disease) with high commercial potential, a portfolio with differentiated, life-changing therapies and an
expert team of drug developers that have the knowledge
necessary to take our therapies to the market.
– When comparing Abliva to other companies in this
space, it is clear that Abliva has significant, unrecognised
value and I look forward to communicating our story to
new and current investors as we make Abliva an internationally-recognised leader in mitochondrial medicine.
What are the most important experiences from your
work in the life science sector that you take with you to
Abliva and how will they benefit the company?
– I think my experiences in working on the development of
rare indications – both as it relates to patient interactions,
regulatory opportunities, and specialist investors – will be
extremely helpful to Abliva as we move KL1333 through
development to the market.
– I also think my network in the United States and my
knowledge of the U.S. policies, vendors, and landscape
will help us as we expand our efforts abroad.
What new perspectives do you hope to bring to Abliva
and how will these affect the company’s development?
– The team at Abliva has done a remarkable job of building a world-class biotech company but it has been hard
to get the company recognised outside of Sweden. I hope
that the establishment of a new office in Boston will help

increase the visibility of the company and move us to the
next level.
– I also look forward to working with the team to increase
our interactions with patient groups and physicians across
the EU and in the US to ensure that the full potential of
KL1333 and NV354 are recognised and that patients and
physicians are excited about participating in our upcoming clinical study.
Given your experience in the rare disease space, how do
you view the potential of KL1333 and NV354?
– Abliva has the ability to make a difference in the lives of
thousands of patients across the world that suffer from
a painful, debilitating disease called mitochondrial disease. KL1333, our lead compound in phase I, will enter a
large global, registrational phase II/III study later this year
and, if positive, could be on the market as soon as 2025.
The data package that we have supporting the drug, from
both preclinical experiments demonstrating efficacy and
safety information from healthy volunteers, suggest a
great deal of potential for KL1333.
– NV354 is still in the preclinical space, but we hope to get
important data this year that could, if positive, support a
clinical start.
– The primary assessment of efficacy will not come until
the phase II/III study; however, the Abliva team is actively
de-risking the development program to ensure KL1333
has the best chance of success!
What will be your first focus now that you have taken
over the role as CEO?
– My primary objective is to ensure the company is optimally financed and properly valued. I will do this by communicating the Abliva story across Sweden, Europe and
the U.S.; being transparent as to the strengths and opportunities of our programs, and accurately setting expectations as to what to expect from the company during this
pivotal year ahead for the company.
Finally, where do you see Abliva in two years?
– With the readout of our phase I study and the launch
of our new phase II/III study later this year, the future of
Abliva is bright. In two years, I anticipate that Abliva will
have transitioned into a global late-stage biopharmaceutical company actively preparing for commercialisation of
KL1333 as we await the readout of our pivotal phase II/
III trial.
– In addition to our lead late-stage asset, we aim to have
a strong portfolio of clinical stage compounds focused
on a diverse range of mitochondrial diseases. With the
successful achievement of the milestones ahead, I would
expect that we will have attracted additional investment
and solidified the confidence of our current shareholder
base.

Completed Phase 1a/b study takes KL1333
one step closer to the market
Abliva’s KL1333 project continues to advance towards the registrational Phase 2/3 study, which is
scheduled to begin in the second half of 2021. An
important step towards this crucial study was taken
on 16 March when Abliva reported the completion
of the Phase 1a/b clinical trial. No serious adverse
events have been reported and study data will be
evaluated during spring and early summer.
Study successfully completed despite pandemic
challenges

Conducting clinical studies during the burning pandemic
has been a challenge for all pharmaceutical companies as
healthcare resources for periods have been concentrated
on the treatment of COVID-19 patients. Despite an initial
delay of approximately 6-7 months, Abliva has managed
to complete the Phase 1a/b study in the UK with a total of
64 healthy volunteers and eight patients included in the
study.
The primary purpose of the Phase 1a/b study is to evaluate the safety and pharmacokinetics of KL1333, both in

healthy volunteers and in patients with primary mitochondrial disease. Now after the study has been completed,
the next step is to process and evaluate study data that
also includes biomarkers and clinical outcome measures.
”On behalf of the Abliva team, I’d like to express our sincere gratitude to the persons who participated in the
study and to the clinical teams at Covance in Leeds, in
Newcastle led by Prof. Gorman, and in London led by Dr.
Pitceathly. They have made this possible despite a serious pandemic, and their efforts will help advance the
KL1333 development program substantially and increase
the knowledge in this field of medical science”, said Abliva’s Chief Medical Officer Magnus Hansson.

KL1333 on the way to registrational Phase 2/3 study

With the completion of the Phase 1a/b study, the KL1333
project is well positioned to start the registrational Phase
2/3 study starting in the second half of 2021. Final preparatory activities and studies are in full swing and will
ensure that the Phase 2/3 study is positioned for success.

Spreading the (virtual) word
Part of the work at Abliva consists of making the company’s activities visible in different public contexts,
partly to increase understanding of the enormous medical needs of people with primary mitochondrial disease, but also to increase interest in the company among potential investors or partners. Since the Covid-19
pandemic struck in earnest, everyone has had to change. However, this has not prevented the possibility of
virtual networking and dissemination of knowledge. Abliva has recently participated in the following events:
Swiss Nordic Bio 2021
10 – 11 February 2021.
https://youtu.be/sZID90XQqRM
BioStock Live
9 March 2021.
https://youtu.be/E7xmsJ89S0w?t=7819
Aktiespararna – Aktiedagen digitalt Stockholm
16 March 2021.
https://youtu.be/J62yfIDszNY

See also Redeye’s interview with CEO Ellen Donnelly:
https://www.redeye.se/research/806347/abliva-get-toknow-ceo-ellen-donnelly-video

First sod in the U.S.
In early March, Abliva registered a new U.S. subsidiary, Abliva, Inc. The subsidiary is a base for
Abliva’s CEO Ellen Donnelly in Boston and will
eventually enable the building up of a commercial
organization in the United States.
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