
Interview with Mark Farmery,  
Vice President Business Development

It is now about a year since you joined NeuroVive 

as Vice President Business Development. Can you 

describe what attracted you to the company?

“That’s a great question and I would say that the 

answer lies in a combination of factors. First and fore-

most, NeuroVive is developing what could be life-sav-

ing therapies for groups of patients that are severely 

under-served. There are no disease modifying mar-

keted therapies for either genetic mitochondrial dis-

eases or traumatic brain injury and being able to con-

tribute to making a difference here is personally very 

motivating. Today’s biopharma climate is also tough, 

and novelty, innovation and differentiation is criti-

cal. When I reviewed NeuroVive’s portfolio and the 

underlying science I felt that the company had enor-

mous potential, at the same time realising that there 

was high risk. Taking on the challenge of developing 

the business and building value against this backdrop 

was, and still is, stimulating and very exciting. Finally, 

no matter how good the science is, realising potential is 

down to the team and I was extremely impressed by the 

capacity, knowledge, commitment and great chemistry 

amongst the people behind the company.”

In your role as being responsible for licensing and 

partnering activities, what has been NeuroVives 

greatest achievement during the twelve months you 

have been with the company?

“One of the key priorities for me coming into the com-

pany was to take our NV556 program (liver fibrosis) 

partnering activities to a new strategic level. During 

the period 2015-2017 we developed and characterised 

NV556 and showed that it had potential to be a novel 

approach for the prevention and inhibition of fibrosis in 
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hepatic liver disease and potential in the treatment of 

later stage NASH. This was shown in two different pre-

clinical disease models. When I joined the company, the 

pieces were in place to allow us to put the data package 

together and tell a very compelling story with respect 

to NV556 being an innovative and differentiated drug 

candidate. We have been consistent in our communi-

cation out to investors that our aim was to partner the 

program during 2018. Since coming on board last Sep-

tember, one of the things that has impressed me most 

has been how the whole team has worked tirelessly in 

our partnering activities, which have included presen-

tation of the program at partnering meetings and deep-

dive evaluation and due diligence with potential part-

ners, and at the same time, working to progress the 

program and learn more about NV556, cyclophilin inhi-

bition and the prevention of liver fibrosis. I see this as a 

great success and we are following a number of promis-

ing leads, but this process is unpredictable, takes time 

and requires patience, and, as communicated, a 2018 

deal is unlikely. We have just returned from BIO-Eu-

rope, one of the largest biopharma partnering meet-

ings, where interest in NV556 was very high – we spoke 

to new leads, as well updated ongoing conversations. 

We’re still working hard and our ambition is to partner 

NV556 as soon as we can, and this is my top priority. 

One of the great things about my job is that, some-

times, things can move quickly and I think everyone 

can be very proud of the fact that, in parallel with our 

NV556 activities, we also entered into a partnership 

with the newly formed BridgeBio subsidiary Fortify 

Therapeutics to develop part of our NVP015 chemis-

try program in the rare mitochondrial disease Leber’s 

hereditary optic neuropathy (LHON).”

Can you describe the main ingredients in the out-

licensing deal and the collaboration going forward 

around the LHON part of the NVP015 program?

“The BridgeBio business model is extremely exciting. 

This US-based, venture-backed company is totally ded-

icated to developing drugs for the treatment of genetic 

diseases and this is done through setting up special-

ised subsidiaries that are generally focused on a single 

asset and, in some cases, multiple diseases. An expert 

team is assembled, and the idea is to develop drug can-

didates as effectively as possible and bring new treat-

ment options to patients. BridgeBio approached us 

after we published details of our NVP015 program in 

Nature Communications in 2016 and the fact that we 

have entered into this deal is a fantastic validation of 

our science and the quality of our program. The deal is 

structured around a license and we have carved-out 

a subset of our proprietary NVP015 chemistry pro-

gram to allow Fortify Therapeutics to develop this 

for the treatment of LHON using intravitreal injection 

approaches. There is also a collaboration component 

whereby NeuroVive supports the Fortify Therapeutics 

team, who are responsible for the development of the 

program. In return, NeuroVive will receive milestone 

and royalty payments as a drug candidate is identified 

and progresses through development to a launched 

product on the market. Outside of the deal, our suc-

cinate prodrug program, with NV354 as our recently 

announced lead candidate, will progress as part of the 

company’s development pipeline as a novel therapy for 

other rare mitochondrial diseases.”

Why will BridgeBio/Fortify Therapeutics have a better 

chance to develop a drug substance for LHON than 

NeuroVive would have on its own?

“As I mentioned, the BridgeBio business model is unique 

and highly innovative. They have assembled an expert 

team around a specific question, the intravitreal injec-

tion development of an LHON therapy. NeuroVive has a 

broader strategic approach and we are exploring mul-

tiple indications within this space. For this reason, we 

felt that it made a lot of sense to license out part of 

our chemistry to Fortify Therapeutics and allow them 

to focus on development in a very specific niche. At the 

same time, we will develop the program in line with our 

strategy. Because of the close collaboration with For-

tify Therapeutics we are able to work with, and learn 

from, each other during the parallel development of 

both programs. This is good from a business perspec-

tive in terms of risk, but also scientifically, as we extend 

our networks and identify synergies.”

Finally, has NeuroVive lived up to the expectations you 

had when joining the company, a year ago?

“Absolutely, and more! There is a lot of energy in the 

company and the pace of work is sometimes intense. 

We are developing several extremely exciting and, 

potentially, ground-breaking new therapeutics that 

could make a real difference to patients. Being part of 

this is humbling and highly rewarding and I look forward 

to continuing to contribute and build value together 

with the rest of the team.” 
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Eleonor Åsander Frostner – guest 
tutor at international workshop
The first week of October, NeuroVive’s Lab Manager and Communications Officer, Eleonor Åsander 
Frostner, was invited as guest tutor at the international O2k-Workshop on High-Resolution 
FluoRespirometry in Schröcken, Vorarlberg in Austria.

The workshop, held twice a year by Oroboros Instru-

ments (Innsbruck, Austria), gathers researchers in a 

variety of different fields within mitochondrial physiol-

ogy. The participants get an extensive introduction and 

the latest updates on the Oroboros laboratory equip-

ment (O2k) considered the ‘gold standard’ in measuring 

the mitochondria’s ability to convert oxygen and nutri-

ents into energy.

Eleonor has almost ten years of experience with the 

O2k and was a participant herself at the same work-

shop nine years ago.

Founder and CEO of Oroboros Instruments, Dr. Erich 

Gnaiger, has organized workshops in Schröcken since 

the 1980’s, and grew up around this alpine area - 

appointed the most beautiful place in Austria in 2017. 

Erich is also the chairman of a large network of 

researchers in mitochondrial physiology (COST Action 

MitoEAGLE) and the aim of Eleonor’s visit was also to 

discuss fruitful industry-academia collaborations.

International O2k-Workshop on High-Resolution FluoRespirometry in Schröcken, Vorarlberg in Austria.

Dr. Erich Gnaiger and Eleonor Åsander Frostner

The Oroboros O2k-FluoRespirometer
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KL1333 moves towards first  
European clinical trial
 October 11, 2018

We’re meeting NeuroVive’s Director of Clinical and 
Regulatory Affairs, Matilda Hugerth, to discuss 
yesterday’s news that the UK Medicines and 
Healthcare Products Regulatory Agency (MHRA) 
has approved NeuroVive’s clinical trial application 
for the drug candidate KL1333.

Matilda Hugerth, KL1333 is being developed for 

chronic genetic mitochondrial diseases such as MELAS, 

KSS, PEO, Pearson’s syndrome and MERRF. The first 

Phase I trial with KL1333 was concluded in the spring 

and the results were promising. Can you tell us more 

about what the trial showed?

“The trial examined single doses of KL1333 and showed 

two important things. Firstly, that KL1333 is well tol-

erated in the dose range of interest, and secondly, the 

KL1333 is being developed 
for chronic genetic 
mitochondrial diseases

Matilda Hugerth, 
Director of Clinical and Regulatory Affairs
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blood concentrations after the different doses. Before 

starting up the first clinical trial, all calculations of 

concentrations and doses are purely theoretical, while 

a “first-in-human” study like this provides answers 

about how the drug candidate interacts with the human 

body. Therefore it is an important milestone to com-

plete a successful ‘first-in-human’ study, as it reduces 

uncertainty in a development program.”

The next stage in the development of KL1333 is a dose-

escalation study. What will be the overall goal?

“The focus will now be to examine the safety profile and 

pharmacokinetic properties (the metabolic changes 

of the drug in the body) of KL1333 following multi-

ple dosing, which is more similar to clinical treatment. 

We’ll also include evaluations of certain specific safety 

aspects that we know will be needed for future approv-

als. This will ensure that we overall can achieve the 

most cost-effective and rapid development program 

possible.”

Can you tell us something about the trial design?

“The trial will be conducted in three parts, with sep-

arate cohorts of subjects, treated at different dose 

levels. In the first part, we’ll study the effects of food 

intake on drug absorption, among other things. The 

second part will include several dose levels, where 

KL1333 will be administered to healthy volunteers for 

several consecutive days. The third part – which I think 

will be very exciting – will involve a cohort of patients 

with mitochondrial diseases who will be treated with 

repeat doses over several days. The trial has an adap-

tive design, which means that we will modify the num-

ber of cohorts, and the dose levels for the cohorts, on 

the basis of results from the previous cohort. That will 

maximize  the  information  we get from the trial, and 

the included trial participants.”

The trial will be conducted in the UK and is expected to 

commence in the fourth quarter of 2018. Why has the 

UK been chosen?

“The country selection was based on a number of fac-

tors related to the hybrid trial design, including both 

healthy volunteers and patients. There is an extensive 

experience of Phase I trials in healthy volunteers in the 

UK and nearly half of all Phase I trials in Europe are con-

ducted there. Several  world-leading centers for mito-

chondrial diseases clinical research are also located in 

the UK.”

Speaking of which, congratulations on yesterday’s 

news about KL1333 from the MHRA. Could you tell us 

more about this milestone?

“The MHRA has approved our clinical trial application, 

and thereby the data package that formed the basis for 

our application. Since this is the first trial with KL1333 

in Europe, the MHRA’s approval is significant. It’s an 

important step towards being able to start the planned 

clinical trial but is also relevant for the clinical devel-

opment program as a whole, because it includes an 

authority review of the data package.”

What will the next step be after the current dose-

escalation study, provided you get the results youare 

hoping for?

“The next step will be a Phase II trial to evaluate the 

efficacy of KL1333 in mitochondrial disease patients 

who are treated for a longer period of time. We have 

already started to plan for coming efficacy trials by 

engaging in discussion with various clinical experts and 

patient organizations, who we have good contact with 

thanks to our broad-based commitment in this field.

“ Development programs for orphan 
drugs tend to comprise fewer patients, 
cost less, go faster, and have a greater 
chance of reaching the market. Approval 
also provides seven-year market exclu-
sivity in the US.” – Matilda Hugerth

The US Food and Drug Administration (FDA) granted 

orphan status to your drug candidate in the spring. Can 

you give a brief explanation of what this entails, and 

the indications recognized?

“The FDA has granted orphan status to KL1333 for the 

treatment of genetic mitochondrial respiratory chain 

diseases, an umbrella term covering a wide spectrum 

of rare and often severe disorders. During develop-

ment, this means that we will be able to request scien-

tific advice from the FDA, since the regulator shares 
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our interest in providing opportunities for patients to 

get the treatments they need. Development programs 

for orphan drugs tend to comprise fewer patients, cost 

less, go faster, and have a greater chance of reaching 

the market. Orphan status upon marketing approval 

provides the benefit of seven-year market exclusivity 

in the US.

Finally, what activities do you intend to focus on in the 

near future?

“We will continue to develop the activities for our 

dose-escalation study. This is an intensive process, but 

also very enjoyable. We have set up the production of 

KL1333 in Europe, which is important for the upcoming 

trial as well as the long-term process to optimize and 

scale-up production prior to marketing authorization.”

Breaking KL1333 news
Yungjin researchers receive prestigious award for 

contributions to the KL1333 project

Dr. Kang-sik Seo and Mi-jung Lee, both at Yungjin 

Pharm, were recognized recently by the Korea Health 

Industry Development Institute (KHIDI) for their 

involvement in the KL1333 project. On 1st November 

2018 the researchers received the prestigious Korean 

Innovative Pharmaceutical Company “Employee of 

merit” award, conferred by the KHIDI for outstanding 

contributions to the Korean healthcare industry.

Dr. Kang-sik Seo and Mi-jung Lee were central to the 

discovery and development of NeuroVive’s drug candi-

date KL1333, which is a first-in-class NAD+ modulator 

for genetic mitochondrial diseases. KL1333 is currently 

being evaluated in clinical phase I studies and has been 

granted orphan drug designation in both the United 

States and Europe.

This interview was originally published by BioStock:  

https://www.biostock.se/2018/10/intervju-neurovives-kl1333-mot-klinik-i-europa/

 Ceremony for the ”Employee of merit” award

Breaking NV354 news
NeuroVive receives Vinnova funding to support 

development of NV354, a novel treatment for 

genetic mitochondrial disorders

The company has been awarded SEK 1.5 million as a first 

tranche of total SEK 5 million in funding from Vinnova, 

Sweden’s innovation agency, and the Swelife call, for 

intensified development in the NVP015 project, the goal 

of which is to advance the candidate compound NV354 

to clinical studies.

Read the full press release here

http://publish.ne.cision.com/v2.0/Release/ViewReleaseHtml/56818691ED54FED0
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ABOUT NEUROVIVE

NeuroVive Pharmaceutical AB (publ) 

Medicon Village • 223 81 Lund

NeuroVive Pharmaceutical AB is a leader in mitochondrial 
medicine, with one project in clinical phase II develop-
ment for the prevention of moderate to severe traumatic 
brain injury (NeuroSTAT®) and one project in clinical phase 
I (KL1333) for genetic mitochondrial diseases. The R&D 
portfolio also consists of projects for genetic mitochon-
drial disorders, cancer and NASH. The company advances 
drugs for rare diseases through clinical development into 

the market. For projects for common indications the goal 
is out-licensing in the preclinical phase. A subset of com-
pounds under NeuroVive’s NVP015 program has been 
licenced to Fortify Therapeutics, a BridgeBio company, for 
local treatment development of Leber’s Hereditary Optic 
Neuropathy (LHON). NeuroVive is listed on Nasdaq Stock-
holm, Sweden (ticker: NVP). The share is also traded on the 
OTCQX Best Market in the US (OTC: NEVPF).

NeuroVive Pharmaceutical AB (publ) 

Medicon Village • 223 81 Lund

Spreading the word

The Evolving Concept of Mitochondria
NeuroVive participated at the meeting The Evolving Con-
cept of Mitochondria: From Symbiotic Origins to Therapeu-
tic Opportunities, on 18 – 21 October in Cold Spring Harbor, 
NY, USA.
Magnus Hansson, CMO & Vice President Preclinical and Clini-
cal Development, presented a poster entitled NV354—A brain 
penetrant, orally bioavailable succinate prodrug in development 
for Leigh syndrome.

BIO-Europe 2018
NeuroVive attended BIO-Europe 2018, Europe’s largest life 
science partnering conference, on 5 – 7 November at Bella 
Center in Copenhagen, Denmark.
The conference enables partnering and licensing opportuni-
ties through one-to-one meetings, company presentations 
and exhibitions.

The Liver Meeting® 2018
NeuroVive’s collaborator, Philippe Gallay, participated at 
AASLD’s The Liver Meeting® 2018, on 9 – 13 November in San 
Francisco.
Philippe Gallay, PhD, Professor of Immunology at The Scripps 
Research Institute (La Jolla, US) presented new data confir-
ming the anti-fibrotic effect of NV556 in a well-used diet-in-
duced NASH model

LSX Inv€$tival Showcase and the 
Jefferies 2018 Healthcare Conference 
NeuroVive participated at the LSX Inv€$tival Showcase and 
the Jefferies 2018 Healthcare Conference in London, on 13 - 
15 November.
CEO, Erik Kinnman, presented the company at the LSX Inv€$-
tivals Showcase and also hosted 1x1 meetings at the Jefferies 
2018 London Healthcare Conference, 14-15 November, both at 
the Waldorf Hilton Hotel in London.

NeuroVive is continuously engaged in the vibrant community of mitochondrial scientist as well as the 
world of investors and potential partners. Over the past few months alone, NeuroVive has attended and 
presented at conferences in Denmark, the UK and the US. 

For news subscription, please visit http://www.neurovive.com/press-releases/subscription-page/


