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Trying to modify mother nature 
 We are initiating coverage of Idogen, a Swedish early-stage 

biotech play focused on developing cell therapies. The concept 
could be used to treat patients by modifying their own immune 
system and has an attractive commercial potential. But it is still 
in the very early stages of development and many critical steps 
remain, hence, the risk level is high.  

 Lately, the stock has been hurt by delays and we believe it could 
take some time to right the ship. But material progress in the 
process optimization during 2018-2019 could reduce 
uncertainty for investors, so that focus once more can be on the 
future potential of the projects. 

 Early proof-of-concept studies will be the first real test and a 
key catalyst for Idogen. Lead project IDO 8 is expected to enter 
phase I/II in H1’20 and we anticipate results by H2’21/H1’22. 

 We use a sum-of-the-parts risk-adjusted cash flow model to 
value Idogen. In our Base Case, we get a fair value of SEK 4 per 
share, while our Bull and Bear Case give 14 and 1 per share, 
respectively.  
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OMXS 30 Idogen

Management Ownership Profit outlook Profitability Financial strength

Summary 

Idogen (IDOGEN.ST) 

Redeye Rating (0 – 10 points) 

 2016 2017 2018E 2019E 2020E 

Revenue, MSEK 0 0 0 0 0 

Growth 0% 0% 0% 0% 0% 

EBITDA -13 -21 -23 -31 -34 
EBITDA margin n.m. n.m. n.m. n.m. n.m. 

EBIT -13 -21 -23 -31 -34 
EBIT margin n.m. n.m. n.m. n.m. n.m. 

Pre-tax earnings -13 -21 -23 -31 -34 
Net earnings -13 -21 -23 -31 -34 
Net margin n.m. n.m. n.m. n.m. n.m. 
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Redeye Rating: Background and definitions  

The aim of a Redeye Rating is to help investors identify high-quality companies with attractive valuation.  

Company Qualities 

The aim of Company Qualities is to provide a well-structured and clear profile of a company’s qualities (or 

operating risk) – its chances of surviving and its potential for achieving long-term stable profit growth.  

We categorize a company’s qualities on a ten-point scale based on five valuation keys; 1 – Management, 2 – 

Ownership, 3 – Profit Outlook, 4 – Profitability and 5 – Financial Strength.  

Each valuation key is assessed based a number of quantitative and qualitative key factors that are weighted 

differently according to how important they are deemed to be. Each key factor is allocated a number of points 

based on its rating. The assessment of each valuation key is based on the total number of points for these 

individual factors. The rating scale ranges from 0 to +10 points.  

The overall rating for each valuation key is indicated by the size of the bar shown in the chart. The relative size of 

the bars therefore reflects the rating distribution between the different valuation keys.  

Management 

Our Management rating represents an assessment of the ability of the board of directors and management to 

manage the company in the best interests of the shareholders. A good board and management can make a 

mediocre business concept profitable, while a poor board and management can even lead a strong company into 

crisis. The factors used to assess a company’s management are: 1 – Execution, 2 – Capital allocation, 3 – 

Communication, 4 – Experience, 5 – Leadership and 6 – Integrity.  

Ownership 

Our Ownership rating represents an assessment of the ownership exercised for longer-term value creation. Owner 

commitment and expertise are key to a company’s stability and the board’s ability to take action. Companies with 

a dispersed ownership structure without a clear controlling shareholder have historically performed worse than 

the market index over time. The factors used to assess Ownership are: 1 – Ownership structure, 2 – Owner 

commitment, 3 – Institutional ownership, 4 – Abuse of power, 5 – Reputation, and 6 – Financial sustainability.  

Profit Outlook 

Our Profit Outlook rating represents an assessment of a company’s potential to achieve long-term stable profit 

growth. Over the long-term, the share price roughly mirrors the company’s earnings trend. A company that does 

not grow may be a good short-term investment, but is usually unwise in the long term. The factors used to 

assess Profit Outlook are: 1 – Business model, 2 – Sale potential, 3 – Market growth, 4 – Market position, and 5 – 

Competitiveness.  

Profitability 

Our Profitability rating represents an assessment of how effective a company has historically utilised its capital to 

generate profit. Companies cannot survive if they are not profitable. The assessment of how profitable a company 

has been is based on a number of key ratios and criteria over a period of up to the past five years: 1 – Return on 

total assets (ROA), 2 – Return on equity (ROE), 3 – Net profit margin, 4 – Free cash flow, and 5 – Operating 

profit margin or EBIT.  

Financial Strength 

Our Financial Strength rating represents an assessment of a company’s ability to pay in the short and long term. 

The core of a company’s financial strength is its balance sheet and cash flow. Even the greatest potential is of no 

benefit unless the balance sheet can cope with funding growth. The assessment of a company’s financial strength 

is based on a number of key ratios and criteria: 1 – Times-interest-coverage ratio, 2 – Debt-to-equity ratio, 3 – 

Quick ratio, 4 – Current ratio, 5 – Sales turnover, 6 – Capital needs, 7 – Cyclicality, and 8 – Forthcoming binary 

events.   
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Investment case 

Idogen’s stock has been hurt by delays in their planned clinical trials. It is 

currently trading at about SEK 2.50, translating into a market cap of 

roughly 50 million. With net cash of 40 million at Q1, Idogen is valued at an 

EV of about 10 million. While investors’ expectations for the future seem 

low, we see the doubt and uncertainty as healthy since cell therapies can be 

very hard to get right and as many critical steps still need to be taken. 

Further, more capital will likely be needed prior to entering clinic in H1’20, 

and with results expected H2’21/H1’22 timing can be a discouraging factor. 

On the flipside, we believe that the concept is innovative and, if successful 

in clinical trials, offers an attractive commercial opportunity for the right 

partner and positive outcomes for investors.  

 

Progress in process optimization could reduce uncertainty 

The most pressing issue for Idogen and the biggest focus among investors is 

to see progress in the process optimization of the projects. The company 

needs to achieve a high yield and stable cells in their product so that it can 

give the sought-after effect in patients. The process then need to be 

transferred to a production scale and approved for GMP manufacturing. We 

believe this could be ready by 2019, which will be a material step towards 

clinic. For investors, this will reduce some of the uncertainty and allow the 

market to once more focus on the clinical trials and future potential of the 

projects, which could be reflected in a positive momentum for the stock.  

 

Proof-of-concept a potential value driver 

Cell therapies are innovative concepts with intriguing but uncertain 

potential. The limits of pre-clinical models make it hard to predict potential 

efficacy, and early-stage clinical trials is the first real test and a key catalyst 

for the company. Both IDO 8 and IDO T are being developed for indications 

with an unmet medical need and an attractive commercial potential, and 

while complex new treatments can face some headwinds at launch, the 

adoption and understanding of cell therapies are getting better. Therefore, 

we believe that promising results in clinic, with signs of long-lasting safety 

and efficacy, could bring partnering and investor interest around the IDO 

projects. Lead project IDO 8 is expected to enter phase I/II in H1’20 and we 

anticipate results by H2’21/H1’22, with IDO T following about a year after.  

Supportive analysis: Indications ripe for change 

Both IDO 8 and IDO T has the potential to introduce a new way of 

treating patients in their respective indications. In hemophilia A, we 

estimate that about 2,500 patients suffer from inhibitors in 

US/Canada/Europe. These patients are treated with demanding ITI, but 

30% fail the therapy and are put on by-passing agents, costly and 

challenging drugs that alone are estimated to sell for USD 1.8 billion in 

2018. While new drugs could change the dynamic in the HemA market, 
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Valuation suggest upside, but investors will have to wait 

Our valuation of Idogen is based on a sum-of-the-parts model where we 

value each project separately. For IDO 8, we model $80m top sales in the 

initial patient population and for IDO T a $250m initial opportunity. We 

further assume a USD 50 million upfront licensing deal could be reached if 

clinical data is positive for IDO 8 and IDO T. However, while there is a large 

potential in the projects, investors would do well by weighing in that many 

critical steps still remains. To reflect the risk, we use a likelihood of success 

of 7.0% for both projects and a WACC of 17.0%. This gives a Base Case 

valuation of SEK 4 per share, a 40% upside from current price. Given the 

time-delays and uncertainties at play, we don’t expect this gap to close until 

material progress has been made towards clinic.  

 

In a more optimistic scenario, we assume a more favorable probability of 

reaching the market (~20%), together with a better partnering opportunity. 

This gives a Bull Case valuation of SEK 14 per share. In our Bear Case 

scenario, we take a more pessimistic view on the probability of success 

(~5%) and project value. As a result, our Bear Case shows a fair value of 

SEK 1 per share.  

mainly Hemlibra, this could take many years to play out. Hematologists 

are known for their conservatism, and we believe a therapy that could 

allow patients to go back to their trusted standard of care (FVIII 

replacement) would be well received, especially if long-term efficacy is 

seen and safety a non-issue. In kidney transplantation, over 40,000 

transplantations are performed in the US and Europe each year, with 

patients needing USD 15,000 of immunosuppressants yearly, for life, to 

prevent rejection or kidney damage. Just below 10,000 transplants are 

estimated to be from living donors, Idogen’s primary target population. 

IDO T could offer a good value proposition by allowing patients to 

drastically minimize or even be completely weaned off 

immunosuppressive drugs over time.  
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Bear points 

Every investment has something wrong with it. By understanding the risks, 

better decisions can be made. Here, we list our key bear points for Idogen: 

 

Early stages and unproven concept: Idogen’s cell therapy concept is 

unique and innovative, but it is also untested in humans. Pre-clinical 

models are usually a poor proxy for treating humans, and this is especially 

valid for cell therapies. Thus, phase I/II studies will be the first real test and 

we deem the development risk as high. Further, Idogen recently announced 

that optimization of the production process will delay the start of clinical 

trials by about 18 months, meaning investors will have to wait longer for the 

first real answers of the potential. 

 

Failures may be contagious: The IDO concept could potentially be used 

for a number of disorders. However, if a failure were to occur in a study that 

is not indication-specific, the entire pipeline may be questioned, and 

investors are likely to be putting significant doubt in Idogen’s future.  

 

High-cost business; equity raise by mid-2019: Running clinical trials 

with cell therapies is cost-heavy. The company has communicated that they 

have at least 12 months of cash on hand, but looking ahead, we believe an 

equity raise could be necessary by mid-2019 or earlier. It is possible that the 

April 2019 options could fill some of the gap.  
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Project overview 

Idogen is focused on the development of dendritic cell therapy to prevent 

the patient’s immune system from attacking biological agents, transplanted 

organs, or the body’s own cells or tissues. The concept is to modify the 

patient’s own cells to create dendritic cells (DCs) that are tolerogenic 

towards a key disease-specific antigen, and then re-introduce the 

engineered cells in the patient. The hypothesis is that the engineered cells 

will teach or re-program the immune system to be tolerant to the particular 

antigen. The concept is still in its early stages but Idogen has, in pre-clinical 

studies, shown indications of being able to induce immune tolerance with 

lasting efficacy and to transform DCs into tolerogenic DCs (tolDCs). The 

company is currently focusing on optimizing the treatment and production 

process to ensure a high-quality cell therapy. When the right “recipe” is 

found, Idogen will scale their production for clinical use according to Good 

Manufacturing Practice (GMP). The last pre-clinical step is then to perform 

in vitro safety studies on human cells, after which a first-in-man clinical 

study can begin, likely by 1H-2020.  

  

Two projects are identified as initial candidates: IDO 8, for building 

immune tolerance in severe hemophilia A (HemA) patients that have 

developed inhibitors to the standard-of-care factor VIII replacement 

therapy, and IDO T for kidney transplant patients to avoid rejection of the 

new organ. A phase I/IIa study in hemophilia A is expected to start during 

the first half of 2020 and a phase I/IIa in kidney transplantation could start 

in late 2020 or during 2021. Idogen has received orphan drug designation 

(ODD) for IDO 8 in Europe and we expect the project to be assigned an 

ODD in the US and Japan. We also expect IDO T to receive ODD in EU and 

the US. The ODD will provide market exclusivity for seven years in the US 

and ten years in Europe, and supplemental approval in pediatric 

populations provide additional exclusivity. In certain nations, experimental 

cell therapies can be used to treat patients prior to formal approval. While 

this is unlikely to provide significant revenues, it might help in the 

education and optimization of the therapy and to generate real-world data.  

 

 

 

8+ y 7 y 5 y 3 y 6-10 m

<10% ~10% ~25% ~60% ~85%

n/a 10-20 20-50 100+

1-2 25-50 50-150 200+

Project Indication Preclinical Phase I/IIa Phase II Phase III NDA/BLA Market

IDO 8 Hemophilia A 2020E

IDO T Kidney transplantation 2020/21E

Idogen: Pipeline

Expected time to sales

Est. probability to reach market

General no of patients studied

General cost of study (MSEK)

Source: Redeye Research, Tufts, Nature, FDA
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Scientific concept and treatment cycle 

Being treated with autologous cell therapy is unlike any conventional drug 

regimen. First, a patient’s blood is extracted and monocytes isolated. These 

cells are then engineered ex vivo (outside of the body) with antigen and 

DNA demethylating agent zebularine, which can produce dendritic cells 

that are immune tolerant to a specific antigen. The engineered tolDCs are 

then transferred back to the patient where they can help reset or re-

program the immune system to become tolerant to the antigen without 

affecting other parts of the immune system. The vein-to-vein time is 

estimated to three weeks and each treatment cycle will likely consist of two 

or three injections every two weeks (week 0, 2, and 4). This is similar to 

other marketed dendritic cell therapies, but clinical studies will be needed 

to optimize the dosing and treatment cycle. In theory, the technology can be 

applied to a range of diseases where a key antigen determines the 

progression of the disorder.  

 

Modifying a patient’s DCs to become tolerogenic 

Source: Idogen  

Dendritic cells are a heterogeneous group of antigen-presenting white blood cells 

specialized in the regulation of immune responses, which is important in controlling the 

immune system’s recognition of what belongs in the body and what is foreign. This way, 

dendritic cells help prevent the immune system from attacking the body’s own tissue, or 

trigger the immune system to attack harmful bacteria or viruses.  

 

A key role in the development of tolDCs is an enzyme called indoleamine 2,3-

dioxygenase 1 (IDO1). IDO1, together with kynureninase, are key enzymes in the 

breakdown of tryptophan, an essential amino acid. T-cells have an extreme sensitivity to 

tryptophan starvation, and as IDO1 breaks down the enzyme, the T-cells become more 

suppressive. Idogen’s hypothesis is that you can engineer dendritic cells to become 

IDO1-expressing tolerogenic dendritic cells by using the gene-regulating substance 

zebularine (a DNA demethylating agent), which has been shown in vitro to upregulate 

IDO1 expression. Idogen has patented the use of zebularine to engineer cells, as well 

as follow-up molecules that could give a similar effect. 
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Production process 

Idogen has signed a contract for facilities at Medicon Village AB, Lund 

where it will manufacture the cell therapy in accordance with Good 

Manufacturing Practice (GMP). The facilities will be used for both pre-

clinical and clinical trials. Idogen is currently working on process 

optimization with the aim to achieve a high yield and stable tolerogenic cells 

that can provide the wanted effect in humans. After this, the process will be 

transferred to production scale in Idogen’s facility, which needs to be 

approved for GMP manufacturing by the MPA. If all goes according to plan, 

this will be ready by 2019.  

 

The data 

Idogen has produced data that give indications that their concept has 

potential to give the desired effect, but the projects are still in a very early 

stage and it is hard to draw any big conclusions from the current data set. In 

hemophilia A, Idogen has showed preclinical proof-of-concept for reducing 

the production of inhibitory anti-FVIII antibodies, as well as for the transfer 

of the cell therapy to human cells. Importantly, they have also shown the 

ability of zebularine and other similar molecules to upregulate IDO1, and to 

induce immune tolerance to a specific antigen. Further, internal and 

collaborative research has showed indications of efficacy in a mouse model 

of RA as well as a model of transplantation. In sum, we believe the data 

generated so far show positive indications. However, we want to emphasize 

that the concept is in its very early stages and that there are, naturally, no 

good pre-clinical models for studying DC therapies. See details below.  

 

 Idogen showed pre-clinical proof-of-concept in a model of anti-drug 

antibodies in hemophilia A. Rats were immunized to human FVIII and 

then treated with three injections of zebularine-treated bone marrow-

derived dendritic cells (BMDC). The models showed that the FVIII 

activity was sustained in a re-challenge period of up to 10 weeks after last 

injection, indicating that the treatment could possibly induce immune 

tolerance towards anti-FVIII antibodies and re-establish the efficacy of 

the FVIII replacement therapy.  

 

Proof-of-concept in model of anti-FVIII antibodies in HemA 

 
Source: Idogen 

 

 Another important piece of data is that the concept can be transferred to 

human dendritic cells. For this, Idogen studied zebularine-treated 
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human dendritic cells in vitro and showed that the treated cells could 

reduce the immune activation, as compared to non-treated controls. This 

gives an indication that zebularine-treated human dendritic cells can be 

made tolerogenic and induce immune tolerance.  

 

Studies in human cells shows that zebularine-treatment 
suppresses immune response 

 
Source: Idogen 

 

 Results published by Nittby et al (2013) showed that a rat model of 

diabetes, in which rats were transplanted with allogenic pancreatic islet 

(the hormone-producing) cells and then treated with zebularine, resulted 

in zebularine-treated rats with better euglycemic survival post-

transplantation (p<0.001). The results indicate that zebularine-

treatment could potentially induce long-lasting immune tolerance. 

 

Proof of principle in transplanted cells 

 
Source: Nittby et al 2013, PLOS ONE 

 

 In a collaboration with Richard Williams at the University of Oxford, 

zebularine-treatment was studied in collagen-induced rheumatoid 

arthritis (RA). Zebularine was given intraperitoneally (injection into the 

body cavity) at 400 mg/kg for four days after disease onset. The 

treatment showed improved clinical score (measure of severity of 

inflammation and number of joints affected), which indicates that 

zebularine can induce immune tolerance. The collaboration studies have 

also shown that two additional substances can be used to reduce the 

clinical symptoms of RA, which is good for further development.  
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Zubularine-treatment in collagen-induced rheumatoid arthritis 

 
Source: Idogen 

 

Other studies with dendritic cell therapies 

The concept of modifying dendritic cells to treat diseases has been studied 

previously in various forms. The most well-known example is Provenge, a 

cancer immunotherapy that modifies a patients’ cells (primarily DCs) to 

attack specific antigen-presenting cancer cells. The therapy was developed 

by Dendreon and approved by the FDA in 2010 for the treatment of 

metastatic prostate cancer. Provenge is currently owned by Sanpower and 

has been selling for about USD 200 million per year on average.  

 

In comparison to cancer therapy, DC therapies for autoimmune disorders 

are used as a vaccine-like therapy, where the goal is to induce immune 

tolerance (not attack). This type of therapy is less extensively studied, but a 

few projects has been progressed. For example, in two healthy persons 

injected with immature DCs engineered with keyhole limpet hemocyanin 

(KLH) and influenza matrix peptide (MP), a research team could show that 

the DC therapy inhibited T-cell function in humans, inducing tolerance. 

Further, tolDC therapy has also been tested in patients with juvenile type I 

diabetes and in patients with Crohn’s disease, both without any toxicities 

reported, indicating a good safety. A study in patients suffering from 

rheumatoid arthritis (RA) injected tolDCs modified with NF-κB-inhibitor 

and pulsed with citrullinated peptides, without observed adverse effects. 

During 2012-2013, a study in patients with RA investigated the effect of 

tolDC therapy in 12 patients. The results showed indications of good 

immune tolerance for up to 91 days in two patients, and good safety in all.  

 

Currently, a range of tolDC therapies are being studied in the clinic. We 

have been able to identify at least seven such studies, all with academic- or 

government-based sponsors. One of the more interesting projects to follow 

will be a phase I/IIa study in kidney transplantation that started during 

2015 and will include 16 participants that will be followed for 60 weeks after 

treatment. We discuss the project in more detail in the Kidney 

Transplantation section of the report.  

http://jem.rupress.org/content/193/2/233
https://www.clinicaltrials.gov/ct2/show/NCT01352858?term=NCT01352858&rank=1
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IDO 8 

IDO 8 is a project under development for the treatment of hemophilia A 

(HemA) patients with inhibitory antibodies. The goal is to induce immune 

tolerance to Factor VIII (FVIII) replacement therapy and thus retaining or 

restoring the treatment efficacy for patients with inhibitors. FVIII is the 

standard of care HemA treatment and patients are generally well controlled 

on the therapy. But about 30% of patients develop inhibitory antibodies to 

FVIII, and another 30% fail the immune tolerance induction (ITI) therapy, 

leaving them to depend on a costly and challenging last-line treatment with 

high-dose/high-frequency FVIII and by-passing agents. HemA is a USD 8+ 

billion market globally, and inhibitor patients account for c. 20-25% of 

sales. We view the IDO 8 concept as a potential therapeutic option for, 

primarily, last-line HemA patients with inhibitors not responding to ITI, 

but with potential to become a pre-treatment option for patients just 

starting FVIII treatment. 

 

Idogen has chosen HemA as it is a severe disease with a large unmet clinical 

need and has a well-defined antigen that can be used to develop a tolDC 

therapy. Pre-clinical proof-of-concept has been shown with a long-lasting 

reduction in inhibitory FVIII antibodies in animal models, as well as in 

vitro (test tubes) where Idogen successfully managed to re-program human 

white blood cells to tolDCs. However, animal models have limited 

predicative power for efficacy in humans and the program is still in its early 

stages. The first real test will be a phase I/IIa study expected to start in the 

first half of 2020.  

 

Phase I/IIa could start by 1H-2020 

For investors in Idogen, the most important mid-term event will be the 

phase I/IIa study in adults with severe HemA. The study is a first-in-man 

for the IDO-concept, for which the design has been discussed and cleared 

with the Swedish Medical Products Agency (MPA). We expect the study to 

include roughly 9-12 adult HemA patients with inhibitors that have failed at 

least one earlier protocol to induce immune tolerance.  

 

The primary objective will be to evaluate the safety and tolerability of IDO 

8. An important part will be to establish the optimal number of infusions 

and number of cells per infusion. Idogen will likely investigate two dose 

levels in this first trial. Indications of efficacy will be measured by studying 

the level of inhibitory anti-FVIII antibodies over a follow-up period of up to 

six months. Further, indications of efficacy will also be assessed by 

administering a dose of FVIII by the end of the study to see if the patient 

respond normally to FVIII after IDO 8 treatment or if inhibitors are 

developed.  
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It is not decided where the study will be carried out, but involved centers 

will likely be restricted to the Nordics, and possibly only in Sweden. The 

recruitment speed is often tied together with the number of sites opened 

that can target patients, meaning it is often good to have multiple sites open 

for recruitment. But in Idogen’s case, it is vital to perform the studies 

correctly to ensure qualitative treatment and administration. We see the 

quality of the treatment in the initial studies as more important than speed. 

If the first patient is included and treated by mid-2020, and with a 12-

month recruitment period and six-month follow-up period, data can be 

expected by late 2021 or early 2022.  

 

What we expect to see 

With 9-12 treated patients, it will be hard to draw any big conclusions. But 

we believe Idogen’s proposed study is well designed and offers the 

opportunity to see signals that can guide future studies. It is, for example, 

possible that the study will indicate that a certain type of patient population 

responds more favorably to the treatment than others, which would 

indicate that the subgroup should be studied in a phase II. However, it is 

important to remember that the first study will have a primary focus on 

safety, tolerability, and feasibility of IDO 8. Hence, further studies will be 

needed to prove the efficacy.  

 

But if Idogen can identify a dose with good safety and early indications of 

lasting tolerogenic efficacy, we expect interest to be high in the therapy. 

Hemophilia is a rare disease where clinical studies are relatively limited in 

scope. Therefore, Idogen could, given that the market climate allows for it, 

fund and carry out a larger phase II study in adults and an initial trial in 

pediatric patients. Looking at similar complex therapies for hard-to-treat 

diseases, we believe this path could build more shareholder value in the 

long run and benefit long-term investors, as compared to out-licensing after 

phase I/IIa with limited data.  

 

Road to market 

After the phase I/IIa we believe a larger phase II followed by a single pivotal 

phase III in Europe and the US will be needed to get IDO 8 approved in 

both markets. We assume that IDO 8 will first be studied and potentially 

approved for last-line HemA patients with inhibitors that have failed at 

least one ITI treatment. In the long-term, we see the potential to expand the 

label to include all patients with inhibitors as well as a pre-treatment option 

for patients just starting FVIII replacement therapy (the highest probability 

of developing inhibitors is within the first 180 days of treatment).  

 

We do acknowledge, however, that there is a chance that a pivotal study 

could be initiated after the phase I/IIa. But since the phase I/IIa will only 

include 9-12 patients we believe this scenario would require a very favorable 

response from nearly all treated patients. It would also require very solid 
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manufacturing/CMC data. If not, we see a need for further manufacturing 

development and a phase II, prior to initiating a pivotal phase III trial.  

 

As reference, the most recent approval for the patient setting was Hemlibra 

(emicizumab-kxwh), which got approved for adult and pediatric HemA 

patients with inhibitors based on two phase III studies (HAVEN 1 and 2). 

There is a differentiation in what the two therapies aim to do, where 

Hemlibra aims to show that FVIII is not needed and that patients can be 

weaned off by-passing agents quickly, and IDO 8 aims to enable patients to 

continue or go back to FVIII replacement therapy. However, we see a 

similar burden of proof and we assume that the clinical program 

requirements will be more similar than dissimilar. Especially as Hemlibra 

has shown very positive clinical data in the patient setting and been 

approved, potentially reducing the immediate need for alternatives.  

 

 

 

 

 

Study programme Hemlibra (emicizumab-kxwh, RG6013, ACE910)

Factor VIII mimetic for treatment of hemophilia A

Breakthrough Therapy Designation granted by FDA Q3 2015

Phase/study Phase I (Japan) Phase I/II Study in 

Japan

Non-Intervntl study Phase III HAVEN 1 Phase III HAVEN 2 Phase III HAVEN 3 Phase III HAVEN 4

Indication HemA HemA HemA HemA pts with 

inhibitors

Pediatric HemA pts 

with inhibitors

HemA pts without 

inhibitors

HemA pts with and 

without inhibitors, 

once-monthly dosing

# of patients N=82 N=18 N=221 N=109 N=88 N=152 N=48

Primary 

endpoint

Exploratory safety and 

efficacy

Exploratory safety and 

efficacy

Number of bleeds over 

time, sites of bleed, 

type of bleed

Number of bleeds over 

24 weeks

Number of bleeds over 

52 weeks

Number of bleeds over 

24 weeks over 24 weeks

Status

completed Q2 2014 

ASH 2014

completed Q4 2014 

ISTH 2015

presented at WFH 

2016

closed Q4 2015, 

except China

and pediatric subjects 

in Q1 2016

presented at ASH 

Q2 2016

secondary endpoints 

met Q4 2016

2017

completed Q2 2017

completed Q2 2017

and key secondary 

endpoints Q4 2017

completed Q2 2017

ASH 2017

reported Q4 2017

Source: Redeye Research, Roche
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Hemophilia A 

Hemophilias are blood disorders whose hallmark is a severely impaired 

ability to clot. There are a number of different forms of hemophilia, where 

each is characterized by a deficiency in a specific clotting factor. Hemophilia 

A is characterized by deficient coagulation Factor VIII (FVIII) activity, 

hemophilia B by deficient Factor IX (FIX). There are also rarer types, such 

as von Willebrand disease, where patients lack a sufficient quality or 

quantity of von Willebrand Factor (vWF). In terms of market size, 

Hemophilia A represents the largest opportunity.  

 

Clotting cascade 

 

Source: Joe Dunckley, own work. 

 

HemA is an X-linked hereditary disorder that affects almost exclusively 

males. About two thirds of hemophilia cases are inherited from a parent, 

but about one third have no apparent family history and might be caused by 

a spontaneous gene mutation at time of fertilization. The genetic defect is 

carried on the X-chromosome in a recessive manner (X and Y chromosomes 

are called sex chromosomes). This means that mothers, who can be carriers, 

can pass on the genetic defect to their sons who can then have hemophilia, 

but fathers with hemophilia cannot pass the defect on to their sons. 
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Hemophilia inheritance 

Source: IHTC 

 

The incidence of hemophilia is estimated to 1 in 5,000 male births and the 

total patient population living with HemA is estimated to be 320,000. The 

disease can be more or less severe and only about 50% of patients are 

diagnosed and even fewer are actively treated. Mild HemA (5-50% FVIII 

level) accounts for about 10-40% (depending on the region) of the identified 

HemA population, moderate HemA (1-5% FVIII level) about 15-25%, and 

severe HemA (0-1% FVIII level) 40-60%. The estimated prevalence of 

HemA is about 16,500 patients in US/Canada and roughly 36,000 in 

Europe.  

 

HemA is also a “young” disease, with 30-50% of patients being less than 21 

years of age. HemA is characterized by spontaneous or uncontrolled 

internal or external bleeding, swelling, numbness, pain, and joint damage, 

and most cases are diagnosed early in life following uncontrolled episodes 

of bleeding. Mild-to-moderate HemA usually require treatment only in the 

event of surgery or major trauma, but severe HemA requires more active 

prophylaxis or on-demand therapy.  

 

The mainstay treatment option has long been FVIII replacement therapy. 

Initially, FVIII replacement was accomplished by donated whole blood and 

subsequently by plasma. But the success of purified and more efficient 

plasma-derived concentrates was halted due to HIV and hepatitis B/C 

transmission. By the 1980s, roughly 60-70% of severe hemophilia patients 

contracted HIV and almost 100% became infected with hepatitis C. The 

tragedy inspired a race to develop recombinant human FVIII (rFVIII) 

replacement therapies, and in 1984 the FVIII gene was cloned. Eventually, 

rFVIII reached the market and revolutionized the treatment of HemA. 
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Hemophilia A treatment options timeline 

Source: Ther Adv Hematol 2017 

 

Standard half-life rFVIII products (dosed 2-3x per week) has been approved 

since 1993, and the most frequently used are Shire’s Recombinante and 

Advate, Bayer’s Kogenate, Pfizer’s Xyntha/Refacto, and CSL’s Helixate. 

While a switch has been slow, more US/EU patients are switching to 

extended half-life rFVIII, which can be dosed 1-2 times per week. The 

market leaders are SOBI/Bioverativ’s Elocta/Eloctate, approved by the FDA 

2014 and by EMA in 2015, and Shire’s Adynovate/Adynovi, which was 

approved by the FDA in 2014 and by the EMA in 2017.  

 

About 30% of patients develop neutralizing anti-FVIII alloantibodies 

(inhibitors), which render the FVIII replacement ineffective. Inhibitors tend 

to develop at early exposure to FVIII therapies, and studies have shown that 

the majority of patients with inhibitors develop these within the first 50 

treatments (median 9-12 days). But an increased risk is also seen in patients 

with certain genetic dispositions and increased frequency or amount of 

treatment. As FVIII therapy is often started at diagnosis, a large part of 

HemA patients with inhibitors are younger (average age of 12 years at 

diagnosis). It is estimated that roughly 4,700 HemA patients were treated 

for inhibitors globally in 2016.1 

 

The development of antibodies severely reduces a patient’s quality of life 

and the medical treatment is suboptimal. Studies have shown that HemA 

patients who develop inhibitors have a mortality rate five times as high as 

non-inhibitors. The standard of care therapy for patients with inhibitors is 

to induce immune tolerance with high-dose, high-frequency FVIII, and 

treatment with bypassing agents2 (e.g. recombinant activated factor VII 

such as NovoSeven or activated prothrombin complex concentrate such as 

FEIBA). However, the efficacy of both options includes frequent high-

dosing therapeutic intervention and remain clinically suboptimal.  

 

The newest addition to the treatment paradigm is Roche’s Hemlibra 

(emicizumab), a bispecific factor IXa- and factor X-directed antibody. 

Hemlibra mimics the co-factor function of FVIII without the need for 

activation, bringing FIX and FX into the correct position. Thus, Hemlibra 

can avoid the anti-FVIII-antibody problem that plagues FVIII replacement 

                                                   
1 World Federation of Haemophilia – Annual Global Survey 2016 
2 Bypassing agents boost other parts of the clotting cascade to help the blood clot properly, thereby 
”bypassing” the lack of Factor VIII.  



Idogen 

 

Company analysis 
17 

therapies and could potentially change the treatment landscape if real world 

results are superior. Hemlibra is dosed subcutaneously (under the skin) 

once weekly, but studies to use biweekly or once-monthly dosing has 

showed positive results, and the administration is a vast improvement from 

the rFVIII replacement therapies. Hemlibra was approved by the FDA in 

2017 and EMA in 2018 for adult and pediatric HemA patients with FVIII 

inhibitors. For patients without inhibitors, Hemlibra met both primary and 

secondary endpoints in a phase III study, and potential approval could 

come as soon as late 2018 or early 2019.  

 

The clinical efficacy of Hemlibra has been very good. In HAVEN 1 (patients 

with inhibitors over 12 years), Hemlibra showed an 88% reduction in 

treated bleeds compared to by-passing agents, and 88% of patients had zero 

bleeds in weeks 49-72. Similar results have been seen in children with 

inhibitors (HAVEN2). In the clinical studies, no anti-drug antibodies were 

found, but the first case emerged in a real-world setting in April 2018. 

Further, in HAVEN3, Hemlibra showed improvements in treatment efficacy 

in patients without inhibitors, reducing treated bleed by 96% compared to 

no prophylaxis treatment and by 68% compared to FVIII prophylaxis.  

 

However, the safety profile has been questioned and Hemlibra carries a 

black boxed warning for thrombotic microangiopathy (TMA) and 

thrombosis (blood clotting). The events occurred in four patients in a phase 

III study in patients with inhibitors but was not seen in the phase III in 

patients without inhibitors. In a recent update, Roche informed the 

Hemophilia Federation of America that five people treated with Hemlibra 

has died while on the drug. For all five patients, the treating physician or 

investigator’s assessment was that the cause of death was unrelated to 

Hemlibra, but the uncertainty around how to best use Hemlibra in a clinical 

setting can cause headwinds in the market. The situation is important for 

Idogen as the clinical attractiveness of Hemlibra will play an important role 

in the future HemA dynamic.  

 

Trends in the hemophilia A market 

The hemophilia market is characterized by life-long patient-doctor 

relationships and conservative physicians, much stemming from the 

HIV/hepatitis tragedy in the 1980s but also from the lack of significant 

treatment developments. However, there has been a lot of investments in 

the field the past decades and new developments could improve treatments. 

Two key trends are playing out in the markets currently; (1) a switch to 

extended half-life FVIII, and (2) an increase in prophylactic treatment.  

 

The majority of patients are treated with standard half-life FVIII, but the 

switch to extended half-life therapies is improving. Eloctate/Elocta was the 

first replacement therapy with an extended half-life, and the product has 

been steadily increasing its market share since approval. As of mid-2016, 

https://www.gene.com/media/press-releases/14693/2017-11-19/genentechs-hemlibra-emicizumab-kxwh-sign
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30% of the US prophylactic patients were treated with extended half-life 

therapies. This proportion is likely to continue to increase.  

 

HemA market dynamics in the US 

 

Source: Bioverativ 

 

Studies have shown that prophylactic treatment improves long-term 

outcomes compared to on-demand treatment, but there is both a cost and 

educational element that needs to be surpassed in order to increase the 

prophylactic population. These insights are fairly new, and the prophylactic 

treatment is made up mostly of younger patients. It is estimated that 70-

80% of patients under 12 years of age are treated with prophylaxis in the 

US, but the proportion decreases with about 10% for each decade of age. 

Prophylaxis requires more than two times as much FVIII utilization 

compared to on-demand, but the market for adult patients is larger due to 

weight and patient population numbers. In total, the US market is split 

50/50 for on-demand vs. prophylaxis treatment, a number that is estimated 

to be similar in Europe. It is likely that these numbers will increase in favor 

of prophylaxis in the future.  

 

In total, the global HemA market is estimated to more than USD 8 billion. 

The US and 5EU make up the majority at about USD 6 billion. The market 

is expected to grow at about 3-7% per year, driven partly by pricing 

pressures for FVIII and adoption of novel therapies such as Hemlibra. The 

estimates does not include gene and cell therapies, which could increase the 

market size significantly.  

 

Patients with inhibitors, a severe, unmet medical need 

While recent trends and the market growth potential is vast, the treatment 

developments for patients with inhibitors is lacking. Success rates for ITI 

treatment is roughly 70%, meaning these patients can return to factor 

replacement therapy. However, for the 30% that do not respond to ITI, 

bypassing agents are used. The half-life of bypassing agents is short, and 

patients have to go through heavy treatment with multiple high-dose 

injections per week, daily if treated prophylactically. The treatment could be 

needed for up to a year, often on an on-demand basis. 
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Hemophilia A patients with inhibitors 

Source: Shire Capital Markets Day  

 

Bypassing agents, used for both HemA and HemB, generated more than 

USD 2 billion globally in 2017 (estimated 1.8 in HemA), showing the 

significant market opportunity for an improved treatment. The 2 billion 

market is divided roughly 40/60 between the US and Rest of the World, but 

growth is coming exclusively from the ex-US segment. Bypassing agents are 

last-line treatments, and the commonly used options NovoSeven and 

FEIBA can both trigger severe adverse events such as thrombosis 

(uncontrolled clotting). Thus, the need for better treatment options remain 

high, and the market size suggest there will be a big potential reward. 

 

Global sales, bypassing agents, USD million 

 
Source: Company reports and Bloomberg consensus estimates 

 

Hemlibra is expected to be a key therapeutic option for patients with 

inhibitors in the coming years. Study results have been highly positive and 

the administration is easier than currently used therapies. There is an 

expectation that patients that develop inhibitors will switch to Hemlibra 

and remain on the antibody for the longer term. However, longer term data 

is needed for this to play out and Roche is still waiting for approval in 
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patients without inhibitors (breakthrough designation received in April 

2018). While the hemophilia community is slow-moving, Hemlibra is the 

first really big improvement in the treatment since recombinant FVIII and 

could help open up the acceptance for new innovative therapies in the field. 

 

Pipeline of new, innovative therapies could change the landscape 

Hemlibra will directly compete with Idogen for patients with inhibitors or 

patients at risk of developing inhibitors. But there are other therapies under 

development that compete for either the same patient population or that 

could replace earlier lines of therapy which could change the dynamic and 

affect the amount of patients developing inhibitors.  

 

Alnylam’s Fitusiran is a once-monthly subcutaneous RNAi therapy in phase 

III for both HemA and HemB patients with or without inhibitors. The drug 

lowers the levels of thrombin to restore hemostasis. It has been widely 

expected to be the next innovative therapy in the treatment paradigm, but 

the drug was placed on clinical hold after a patient death. The death was 

due to excessive FVIII dosing and the protocol was amended, and the FDA 

lifted the hold. Phase III topline results are expected in 2019.  

 

BioMarin’s BMN 270 is a Factor VIII gene therapy that has garnered 

interest among investors and in the hemophilia community. A one-time 

treatment has shown to increase the FVIII production in patients to normal 

levels for up to 1.5 years. If the results are maintained, BMN270 could 

potentially decrease the need for rFVIII therapies. However, the project has 

only been studied in a limited number of patients. The project is currently 

being studied in two phase III studies where the first study dosed the first 

patient in Q4 2017. The study is expected to finish recruitment by year end 

2018 and to present results in early 2020. Before that, we will see long-term 

updates from the phase II studies by mid-2018.  

 

Spark Therapeutics’ SPK-8011 is another gene therapy with interesting 

results from a small number of patients, but the therapy has failed to show a 

clear dose-dependent response, questioning the therapies efficacy. The 

project is aimed at boosting the innate production of FVIII. It is currently in 

a phase I/II dose-finding study, from which data is expected by mid-2018. 

 

IDO 8 could primarily be used in patients with 
inhibitors not responding to ITI 

We expect the initial opportunity for IDO 8 to be in patients with severe 

HemA that have developed inhibitors to FVIII replacement therapy, but 

failed to respond to ITI treatment. These are so-called last-line patients, 

with a severe disease and low quality of life, often requiring high-dose/high-

frequency administration of by-passing agents and FVIII replacement 

therapies. We estimate that there are roughly 850 patients being treated for 

inhibitors in North America and about 1,650 in Europe. About 30% of 
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patients do not respond to ITI treatment, and we estimate that Idogen’s 

initial market opportunity is about 250 patients in North America and 480 

patients in Europe. By-passing agents are used frequently in patients with 

inhibitors, and these products can account for up to 20-25% of the total 

USD 8+ billion market. For 2018, they are estimated to sell for roughly USD 

1.8 billion.  

 

Hemophilia A market 

 
Source: Redeye Research 

 

If IDO 8 shows promising long-term (12-24+ months) efficacy and safety, 

we believe the therapy would be well received in the hemophilia 

community. Patients could then be treated once and go back to FVIII 

replacement therapy. In such a scenario, the pricing power would be high. If 

results are very good in a real-world setting, IDO 8 could also replace 

traditional ITI (high-dose FVIII) for patients newly diagnosed with 

inhibitors, which would increase the patient population by about three 

times.  

 

In the longer term, the therapy could be used to pre-treat patients prior to 

starting FVIII therapy, as the highest risk of developing inhibitors occur in 

the first 50 treatments. This would cannibalize on the market opportunity 

in later lines, but offers a greater total opportunity as a larger patient 

population could be addressed. A large portion of patients developing 

inhibitors are pediatric (under 12 years) and IDO 8 will need to be studied 

in this population in order to reach its full sales potential. If good results are 

seen in the upcoming phase I/IIa study in adults, we believe a study in 

pediatric patients would be initiated.  

 

Given good clinical results, we see possible limits to adoption in a high 

price, manufacturing complications and issues, and the need for educating 

doctors about both risk/reward and administration. The main commercial 

competition will come from a shifting treatment dynamic that Hemlibra 

and possibly also gene therapies could bring. Hemlibra’s efficacy has 
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impressed in clinic but severe side effects such as thrombosis has been 

shown in clinic and Hemlibra carries a black boxed label. Hemlibra is a 

complex biological product and the possibility for drug-drug interactions 

with by-passing or other active agents could limit the opportunity for the 

antibody. The dynamic around Hemlibra will take many years to fully play 

out, and this will be an important development to follow for Idogen’s 

investors. Until then, FVIII replacement therapies are likely to remain the 

trusted standard of care.  

 

High COGS, costly disease—pricing will be high 

Cell therapies are expensive to manufacture and logistics can be hard. IDO 

8 will require a three-week turnaround time (vein-to-vein) and will be 

administered three times (at week 0, 2, and 4). The cells can be frozen and 

is thus easy to store. However, the cell therapy manufacturing will be 

expensive. One practical example is Provenge, a dendritic cell therapy 

developed by Dendreon (acquired by Valeant in 2015 who later sold the 

subsidiary to Sanpower in 2017). Provenge was approved by the FDA in 

2010 for the treatment of metastatic prostate cancer, and the pricing was 

set at USD 93,000 per patient and treatment cycle (four infusions). In 2014, 

Provenge sold for about USD 300 million worldwide and the gross margin 

was estimated to roughly 50%, with a long-term target of reaching 70-80%.  

 

In general, HemA is a costly disease, which is seen in the global market size 

of USD 8+ billion. The patient segment that does not respond to ITI therapy 

and require by-passing agents are even more costly on a per-patient-basis 

and the quality of life is worse. The last regimen approved for HemA 

patients with inhibitors was Hemlibra, which launched at a wholesale 

acquisition cost (WAC) of USD 482,000 for the first year, decreasing to 

USD 448,000 per year thereafter.3 At that price, ICER determined that 

Hemlibra could reduce healthcare costs by USD 720,000 (pediatric) and 

USD 1.85 million (adult) per patient and year.  

 

In the end, pricing depends on the clinical efficacy and safety. If IDO 8 

shows promising results that can let people go back to FVIII therapy 

without needing by-passing agents or increased frequency or dosing of 

FVIII, we assume a pricing of USD 500,000. This is slightly higher than 

Hemlibra, but we also expect IDO 8 to be a one-cycle treatment option for 

the most severe patient segment, significantly easing the administrative 

burden, and potentially also the safety and long-term costs.  

 

IDO 8 sales potential of up to SEK 3,000 million 

Out of the total 730 patients not responding to ITI, we assume that IDO 8 

can reach up to one third of patients, meaning a yearly treatment capacity 

of roughly 240 patients. At a pricing of USD 500,000 in NORAM and USD 

250,000 in EMEA, sales potential will be USD 82 million (SEK 694 million) 

                                                   
3 Source: Roche/Genentech. WAC based on hemophilia A patient with inhibitors of average weight (58kg). 



Idogen 

 

Company analysis 
23 

in the ITI non-responders population. For the inhibitors population, sales 

potential is estimated to USD 279 million (SEK 2,373 million). We assume 

no re-treatment (i.e. only one treatment cycle). Further, if IDO 8 can be 

used to pre-treat patients that are just starting FVIII treatment, the 

opportunity will likely be much larger. But, if effective, would also eliminate 

much of the potential in the inhibitor segment. This opportunity remains a 

long-term potential that is contingent on very positive real-world data, and 

we’re not yet including this in our model.  

 

 

IDO 8: Sales potential in hemophilia A

Region Patient population, ITI 

non-responders

IDO 8 

penetration

IDO 8 pricing Sales potential, 

ITI non-resp.

NORAM 250 1/3 500,000$         $42m

EMEA 480 1/3 250,000$         $40m

730 $82m

SEK 694m

Region Patient population, 

inhibitors

IDO 8 

penetration

IDO 8 pricing Sales potential, 

inhibitors

NORAM 850 1/3 500,000$         $142m

EMEA 1650 1/3 250,000$         $138m

2500 $279m

SEK 2,373m

Region IDO 8 total sales 

potential

NORAM $183m

EMEA $178m

$361m

SEK 3,067m

Source: Redeye Research
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IDO T 

IDO T will be studied in kidney transplantation where the concept is to 

teach the patient’s immune system to become tolerogenic towards the 

transplanted organ. Transplanted organs are foreign entities and the 

recipient need lifelong treatment with immunosuppressive drugs so that the 

body does not reject the organ and cause organ failure or other severe 

complications. However, lifelong immunosuppressive treatment can open 

up to the body to severe adverse effects such as infections and an increased 

risk of cancer. IDO T is a natural approach to immunosuppression and if it 

could show long-lasting efficacy and safety, there would be a large market 

opportunity in reducing the need for “broad-blocking” drugs. 

 

A first clinical study is expected to start in 2H-2020 or 1H-2021. If we 

assume a 12 month recruitment period and six months follow-up, initial 

results can be presented during 2022. We believe a phase II and a phase III 

study would be needed for registration in the EU and the US. The project is 

still in its very early stages, but if IDO T were to show positive and 

promising results in the phase I/IIa, we assume that Idogen will seek to 

partner the project. There is an attractive market opportunity and we 

believe IDO T could generate interest from specialty pharma players if early 

clinical data is very promising. However, we do note that the bar to clear 

will be quite high, as patients are generally well controlled on current 

medication.  

 

There is not a lot of information to lean back on when evaluating the IDO T 

project but the conceptual idea is intriguing. In pre-clinical studies, Idogen 

has showed positive indications that zebularine and similar molecules can 

be used to induce immune tolerance and reduce destructive autoimmune 

effects. In models of transplantation they have seen lasting tolerogenic 

efficacy, and upregulation of IDO has improved disease progression in 

models of for example rheumatoid arthritis.  

 

 

Kidney transplantation  

About 80,000 kidney transplantations are performed globally each year, 

more than half of them in the EU and US. As the transplanted kidney is a 

foreign entity, each patient undergoing kidney transplantation will need 

immunosuppressive drugs to make sure the body does not reject the organ. 

However, as the drugs are broad-blocking agents, they can create nasty side 

effects. This leaves a large unmet clinical need and creates a large market 

potential for immunosuppressive treatments with promising safety and 

efficacy.  
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Kidney transplantations, EU28 and US 

 
Source: OPTN, EDQM, Redeye Research 

 

The number of kidney transplantations is expected to grow at a yearly rate 

of 2-3% in the near future. However, this could be boosted by national 

drives to add people to the organ donor list or new developments in kidney 

preservation, organ usage, and transplantability of hard-to-transplant 

patients. The demand (waiting list) is large, with about 85,000 and 100,000 

patients as of year-end 2017 in Europe and US, respectively. These numbers 

tend to underestimate the number of patients needing a new kidney, as 

many patients exit the active waiting list or are inactive for too long. 

Further, the estimated dialysis population exceeds 500,000 in the US, 

suggesting many more patients need a new kidney.  

 

The total costs of anti-rejection drugs are relatively low at around an 

average of USD 15,000 per patient and year. The cost burden could increase 

with new drugs bringing large improvements in outcomes. But for a new 

treatment to demand large market potential, we would need to see 

significant improvements in patient quality of life and health-economic 

benefits. For some patients, the drugs either stop working or the patients 

stop taking them, often due to side-effects, and are required to go back to 

dialysis after a while. Re-transplantation rates are roughly 12%, and 12.5% 

of the waitlist are re-transplant recipients. One year of dialysis incurs 

Medicare costs of between USD 70,000-90,0004, and a kidney 

transplantation including all pre-operative and 180-day post-transplant 

expenses can cost about USD 420,000 per patient.5 Thus, a much improved 

treatment could demand a high price.  

 

                                                   
4 Medicare data 
5 Milliman, 2017 U.S. organ and tissue transplant cost estimates and discussion.  
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Immunosuppressing drugs fulfills a need, but new developments 

wanted 

There are two types of immunosuppressants: induction drugs, used prior to 

and in conjunction with the transplantation; and maintenance drugs, used 

in the longer term to prevent organ rejection. The induction protocols can 

differ between doctors and clinics, and could see large changes in the 

coming years with the potential entry of the IgG-cleaving enzyme IdeS 

(Hansa Medical), which could both increase the number of patients 

transplanted and the proportion of highly sensitized patients transplanted. 

For maintenance treatment, four main classes of drugs are being used: 

 

1. calcineurin inhibitors, such as tacrolimus and cyclosporine 

2. anti-proliferative agents, such as mycophenolate mofetil, 

mycophenolate sodium, and to a lesser degree Azathioprine 

3. mTOR inhibitors, such as sirolimus 

4. Steroids, such as prednisone.  

 

Current standard-of-care immunosuppressive regimens combine 

calcineurin inhibitors with anti-proliferative agents, with or without 

maintenance steroids. Tacrolimus is the most widely prescribed drug and 

sell for over USD 1 billion yearly. However, toxicities and general 

improvements have spurred a search for new treatments to supplement, or 

replace products. The most recent new treatment is Nulojix (belatacept, 

Bristol-Myers Squibb), a selective co-stimulation blocker that has been 

developed to improve long-term outcomes without the toxic effects that 

calcineurin inhibitors can give. The drug showed improvements compared 

to cyclosporine in a phase III program (BENEFIT). At approximately 

$21,000 per year (hospital acquisition cost), Nulojix is about three times 

more expensive than tacrolimus ($7,000 per year for 3 mg twice daily). 

 

The acute rejection rate has improved vastly since the entry of current 

immunosuppressants and now occurs in about 5-10% of kidney 

transplantations. However, long-term (10 year) graft survival has seen 

fewer improvements and about 20-25% of patients suffer graft loss.6 The 

maintenance therapy treatment landscape has been relatively stable for 

many years, with only small improvements in long-term outcomes. This 

could be due to the general health and underlying diseases of the patients, 

but drug development has offered few clear improvements.  

 

While long-term graft outcomes improved drastically with the introduction 

of current standard of care, only marginal improvements have been made 

since and a key problem remain in that they block the  immune systems by 

targeting all T-cells. As only about 10% of the T-cells are responsible for 

transplant rejection, the drugs hit too broad, and opens up the body for 

infection and cancer risks with the life-long treatment. Therefore, there is 

                                                   
6 OPTN data 2012-13 
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an unmet need for more targeted therapeutics or more natural approaches 

to anti-rejection treatments. While Nulojix is a step in the right direction, 

larger improvements are needed.  

 

Graft failure among adult living donor kidney transplant 
recipients (death-censored) 

 
Source: OPTN data 

 

Competition under development 

There are relatively few programs under development for long-term anti-

rejection therapy. However, the few that we found are all new mechanisms 

and innovative concepts. Below we list some of the more noteworthy.  

 

MDR-10x: Private US-based biotech Medeor Therapeutics, Inc. develop 

cellular immunotherapies for kidney transplant recipients. MDR-101 is 

developed for HLA-matched7 living donor transplants, MDR-102 for HLA-

mismatched living donor transplants, and MDR-103 for patients with an 

existing living donor kidney. The concept is to extract blood stem cells and 

T cells from the organ donor, engineer these, and then inject them in the 

recipient as a one-time treatment to re-program the immune system to 

specifically not react against and potentially destroy the kidney. This is a 

similar concept to Idogen’s IDO T, but the difference is that IDO T engineer 

dendritic cells into tolerogenic DCs while MDR-101/102 engineer stem cells 

into a product with multiple different types of hematopoietic (i.e. blood or 

bone marrow derived) cells.  

 

MDR-101 is currently being studied in a phase III study (clinicaltrials.gov) 

in 75 participants, and MDR-102 is in phase IIb. The company recently 

raised USD 57 million in a round B and plans to expand the development in 

transplantation for both deceased donor transplants and other organs.  

 

                                                   
7 HLA = Human leukocyte antigen. HLA is an important part of maintenance of immune 
surveillance and can be found on e.g. white blood cells. Antibodies against donor-HLA can give 
rise to severe complications resulting in antibody-mediated rejection.  

https://www.clinicaltrials.gov/ct2/show/NCT03363945?recrs=abdf&cond=kidney+transplantation&phase=12&fund=2&rank=6
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While Medeor’s projects could reach the market multiple years before IDO 

T, we don’t see the projects as mutually exclusive. Instead, the MDR-10x 

project could help in introducing the concept to the markets, and in the end, 

long-term efficacy and safety will be the determining features. That the 

company has been able to raise USD 57 million in a venture capital round 

suggest that the opportunity is valued highly by investors.  

 

FCRx: Similar to MDR-10x, private US-based biotech Regenerex develops 

cellular immunotherapies that uses donor hematopoietic stem cells and 

facilitating cells to achieve a stable chimerism (meaning cells from the two 

persons are able to interact and live together) without requiring HLA 

matching. The most progressed project is in living donor kidney transplant. 

In a clinical phase II study involving 28 transplant recipients, 19 reached a 

two-year follow up and 12 had been taken off immunosuppressant drug for 

more than 18 months without suffering organ rejection. The program has 

received FDA clearance to start a phase III study in the US and has also 

received orphan drug designation.  

 

Siplizumab: Under development by private Swedish biotech ITBMed for 

the treatment of long-term immunosuppression for kidney transplant 

patients. Siplizumab is an anti-CD2 monoclonal antibody administered in 

the peri-operative setting (during the transplant). It is combined with other 

standard immunosuppressive drugs for up to a year, after which the patient 

will be weaned off the drugs. The drug has been granted orphan drug 

designation in both the EU and US. 

 

Tolerogenic DCs in kidney transplantation: In 2015, Nantes 

University Hospital initiated a phase I/IIa study where they will evaluate an 

autologous tolerogenic dendritic cell therapy in combination with standard 

of care immunosuppressive therapy in living donor kidney transplant 

recipients (NCT02252055). The study will include 16 participants and 

follow the patients for 60 weeks, where the primary endpoint is the number 

of biopsy-confirmed acute rejections. The study will give interesting 

answers to the viability of tolDC therapies in solid organ transplantation. 

The estimated completion date is mid-2019. The project, called The ONE 

study, is a joint development by a number of university hospitals and 

companies in France, Germany, Italy, U.K., and the U.S.  

 

Other therapies: Other than the above mentioned more innovative 

therapies, multiple improved versions or derivatives of already approved 

drugs are under development. We don’t see these as paradigm-changing, 

but believe that the improvements could increase the bar somewhat for 

safety and efficacy. However, this should not be seen as a big competitor to 

Idogen’s opportunity.   

 

https://www.clinicaltrials.gov/ct2/show/NCT02252055?term=NCT02252055&rank=1
http://www.onestudy.org/index.html
http://www.onestudy.org/index.html
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Primary IDO T opportunity is living donor kidney 
transplant recipients 

IDO T’s primary target population will be patients receiving a kidney from a 

living donor. This allows Idogen to use the donor’s blood to engineer the 

dendritic cells, which can then be re-introduced to the recipient. As for 

kidneys from deceased donors, they generally need to be transplanted 

within approximately 24 hours, and since the production of IDO T will take 

about three weeks, we assume the concept will be hard to make work for 

these patients and don’t include it in our estimates.  

 

Living donor kidney transplants account for 30% of the total number in the 

US and 20% in Europe. The proportion of living donors could be reduced in 

the coming decade (which has been the case in the past years), but the 

absolute number has remained relatively stable over the years at about 

5,700 in the US and 4,200 in EU. The trends are, however, making the US-

EU numbers converge to roughly 5,000 each by 2025.  

 

Living donor transplantations, EU and US 

 
Source: OPTN, EDQM, Redeye Research 

 

As described in more detail above, patients are generally well controlled on 

current immunosuppressive drugs and graft rejections rates have reduced 

to acceptable levels. But long-term graft rejection still affects around 20% of 

adult living donor kidney transplant recipients. We believe this can be 

improved with new innovations, but we also believe that the underlying 

disease and general state of health for patients can prove a tough barrier to 

vastly improved results. Thus, we think a new therapy will have a very high 

bar to clear to show significantly improved graft survival.  

 

However, reducing the need for life-long medication and improving long 

term safety would be positive. If IDO T can display similar efficacy and graft 

survival but allow patients to be weaned off immunosuppressive drugs over 

the longer term, it would be a win for both patients and Idogen.  
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Pricing will be high 

As discussed for the IDO 8 project, the production and the logistics of the 

therapy will require a high-cost treatment for a profitable product. If long-

term efficacy and safety can be achieved, a big price tag shouldn’t be a 

problem. As a comparison, dialysis costs roughly USD 70,000-90,000 per 

patient and year, and standard immunosuppression are taken daily at an 

average cost of USD 15,000 per year. If re-transplantation is needed, total 

costs can exceed USD 400,000 per patient. In the end, pricing will come 

down to clinical data, but if we assume that IDO T enables patients to be 

weaned off standard immunosuppressive drugs in the long run, we estimate 

a price of USD 200,000 in the US, and slightly less in the EU.  

 

A complication in the treatment and pricing discussion will be similar to 

other immunosuppressive immunotherapies, where the possibility of being 

complete off drugs will primarily concern patients with no acute or chronic 

rejection, no donor-specific antibodies, no active infection, no proteinuria, 

and conserved graft histology. As of yet, there is also no absolute biological 

assessment of true tolerance, so these patients would need to be followed 

indefinitely. These uncertainties and added administrative burdens could 

limit the pricing power of IDO T, but with strong enough clinical data, high 

profitability shouldn’t be an issue.  

 

IDO T: Sales potential of SEK 2,200 million with potential for 

high recurring revenues 

In assessing sales potential in the kidney transplantation area, we assume 

IDO T will be used to pre-treat patients receiving a transplant from a living 

donor. We estimate that trends in the transplantation market will mean 

about 4,900 living donor transplant patients can be addressed in the US 

and Europe each, meaning a total patient population of 9,800 per year. We 

further assume that 15% will be treated with IDO T prior to transplant, 

which at a pricing of USD 200,000 in the US and USD 150,000 in Europe 

gives a total sales potential of USD 147 million and USD 110 million 

respectively. In total, this give a top sales potential of more than USD 250 

million for the pre-treatment segment. The largest potential is if IDO T can 

be used as a re-treatment therapy, and if this scenario plays out, we assume 

IDO T is used to re-treat patients in cycles of every three years. With this, 

we estimate that sales can be roughly USD 350 million in the US and USD 

275 million in Europe at peak. 
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IDO T: Sales potential in kidney transplantation

Region Kidney Tx 

per year 

est.

Living 

donors est.

IDO T 

penetration

IDO T pricing Sales potential, 

induction

US 21500 4900 15% 200,000$        $147m

Europe 24150 4900 15% 150,000$        $110m

45650 9800 $257m

SEK 2,264m

Region Re-treatment 

sales potential

US $350m

Europe $275m

$625m

SEK 5,500m

Source: Redeye Research
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Financial outlook 

Idogen had a cash position of about SEK 40 million at the end of Q1-2018. 

Twelve million of the cash is research funding granted by Horizon 2020, an 

EU sponsored Framework Programme for Research and Innovation that 

was granted towards the IDO 8 project. Idogen will receive an additional 

EUR 1.7 million over the next 30 months. Thus, the Horizon 2020 funding 

helps to take IDO 8 through phase I/IIa. However, the company can only 

use some of the funds for investments in the production process and 

optimization.  

 

We believe Idogen has a relatively good cash balance for the next 12 

months, but due to future investment need we see a capital need of about 

SEK 40 to 50 million by mid-2019. We also believe additional funding will 

be required for the clinical studies in addition to the Horizon 2020 grants at 

a later date. However, Idogen has an option program (TO3) that could fill a 

gap by bringing in between SEK 48 and 106 million in April 2019. 

 

 

 

 

Idogen: Financial estimates, adj. 

MSEK 2016 2017 2018 2019 2020

Net sales 0 0 0 0 0

R&D -10 -16 -16 -23 -26

SG&A -3 -5 -7 -7 -8

Other 0 0 0 0 0

EBIT -13 -21 -23 -31 -34

Earnings -13 -21 -23 -31 -34

EPS (0.61)        (1.03)        (1.12)        (1.47)        (1.64)        

Net cash 19            37            23            (2)             (32)           

Source: Redeye Research
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Valuation 

Our valuation of Idogen is based on a sum-of-the-parts model where we 

value each project separately. For IDO 8, we model $80m top sales in the 

initial patient population, with up to $280m on expansion. For IDO T, we 

model a $250m initial sales opportunity with up to $625m in sales if our 

long-term scenario plays out. We further assume a licensing deal with a 

USD 50 million upfront and 15% royalty if IDO 8 can show positive phase II 

data and with promising phase I/II data for IDO T. However, the projects 

are in the very early stages and have many critical steps remains to be 

taken, hence, the development risk is high. We use a likelihood of success of 

7% for both projects. We further assume that both projects will require 

phase II and phase III studies in order to be registered in the US and EU. 

Thus, we model approvals in 2026 for IDO 8 and 2028 for IDO T. Lastly, in 

valuing the opportunity, we use a WACC of 17.0%. With this, we get a Base 

Case valuation of SEK 4 per share. 

 

 

 

Sensitivity analysis  

Valuations are highly sensitive to the discount rate an investor uses. To 

provide some more understanding of the sensitivity of our model, we here 

summarize what changes in our WACC would result in for the different 

cases. 

 

 

 

Idogen: Valuation

Project Indication Stage Launch
Top sales 

($m)
Probability

Fair value, 

MSEK

Fair value, 

per share

IDO 8 Hemophilia A Pre-clinical 2026 280 7% 21             1               

IDO T Kidney transpl. Pre-clinical 2028 625 7% 75             4               

Shared, incl. tax (54)            (3)              

EV 42             2               

Net cash 40             2               

Fair value 82             4               

Source: Redeye Research

Idogen: Sensitivity analysis

WACC

13.0% 15.0% 17.0% 19.0% 21.0%

Base 6 5 4 3 2

Scenario Bull 22 18 14 11 9

Bear 3 2 1 1 0

Source: Redeye Research
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Scenario analysis 

To get a better feel for the range of possible outcomes of an investment in 

Idogen, we also value the company in a more optimistic scenario (Bull Case) 

and a pessimistic scenario (Bear Case).  

 

 Bull Case: In our Bull scenario, we assume a more optimistic view 

on the probability of reaching the market (~20%), and assume a 

more bullish scenario for the commercial opportunity. This gives a 

Bull Case valuation of SEK 14 per share.  

 

 Bear Case: In our pessimistic scenario, we assume a lower 

likelihood of success (~5%) and a slightly lower sales opportunity. 

In our Bear Case, we arrive at a fair value of SEK 1 per share.  

 

 

 

Idogen: Valuation range 

 
Källa: Redeye Research 
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Appendix: Company description 

Idogen is a Swedish biotech company developing tolerogenic cell therapy to 

prevent the patient’s immune system from attacking biological agents, 

transplanted organs or the body’s own cells or tissues. The company was 

founded in 2008 and has been listed on Spotlight since its IPO in 2015. 

Idogen has two projects in its pipeline and is currently in the process and 

production optimization stage and expects to enter clinic by the first half of 

2020. The lead project is IDO 8, being developed for hemophilia A patients 

with inhibitors to factor VIII replacement therapy. Follow-on project IDO T 

is being developed for kidney transplant recipients to avoid graft rejection. 

Idogen has been granted orphan drug designation for IDO 8 in the EU and 

the company has received a Horizon 2020 grant that contributes funding 

for preclinical development and the phase I/IIa study in hemophilia A. 

Idogen currently has no income and there is still some time before a project 

could enter clinic. And while Idogen could, given the limited indication 

sizes, bring the IDO 8 project to late-stage clinical development or even 

commercialization, cell therapies are complicated to develop, and clinical 

and CMC costs will be significant.  

 

Idogen: Ownership structure 

 

Source: Holdings 

 

 

 

Owner Shares % of total

HCN Group 2,274,234              10.95%

Ventac Holding 896,527                4.31%

Nils Berntsson 700,000                3.37%

Olov Sjögren 680,190                3.27%

Leif G. Salford 669,725                3.22%

Charlotte Widing 377,601                1.82%

Mikael Lönn 355,663                1.71%

Henrik Magne Wilhelm Widegren 296,000                1.42%

Fredrik Widegren 279,323                1.34%

Danica Pension 229,056                1.10%

Per Eliasson 201,189                0.97%

Övriga 13,818,964            66.51%

Total 20,778,472            100.00%
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IDOGEN: MANAGEMENT 

Lars Hedbys, CEO 

 Co-founder of Idogen 

 Partner in Ventac partners since 2006 with over 20 years of experience in senior and executive roles within the life 
science industry.  

 Previous assignments include CEO roles in public and private companies and Vice President and Site General 
Manager roles in AstraZeneca. Currently Chairman of IAmPatient AB in Lund and board member of RhoVac AB (publ).  

 M.Sc. in chemical engineering from Chalmers University of Technology in Gothenburg and a Ph.D. in applied 
biochemistry from Lund Institute of Technology. 

 

Ingvar Karlsson, CFO 

 Broad experience from qualified positions in several large companies.  

 Most recently CFO of Lekolar Group and before that CFO of Nasdaq-listed Doro AB.  

 Also held positions as controller at the Gambro Group and as CFO and controller of Perstorp AB.  

 M.Sc. in Economics and Business from Lund University. 

 

Hanne Risager Romedahl, CSO 

 Over 10 years of experience from senior leadership positions within R&D in the pharmaceutical industry 

 Most recently Senior Vice President at German drug development company Evotec International GmbH 

 Previous experience include more than 9 years as Vice President in the research organization of Novo Nordisk A/S 

 M.Sc. from the Royal Veterinary and Agricultural University, Copenhagen and a PhD/Post Doc in immunology from the 
Technical University of Denmark/Michigan State University, USA.  

 

Dennis Henriksen, CTO 

 Joined Ventac Partners in 2014 and CTO in Idogen since 2014.  

 Over 20 years managerial industry experience in small to medium size biotechnology companies, with long experience 
of developing and implementing cGMP and involvement in R&D programs within many different fields 

 M.Sc. in chemical engineering from the Technical University of Copenhagen and a Ph.D. in bioorganic chemistry from 
the University of Copenhagen. 

 

Neil Thomas, CBO 

 Partner in Ventac Partners and joined Idogen in October 2014.  

 Has worked in the biotechnology sector for over 20 years, with experience in company formation, fund-raising, IP 
portfolio management, business development, licensing and technology exploitation.  

 Previously director of Business Development & IP at Genetrix, Madrid and before that Director of IP & Technology at 
Roche spin-out BioXell in Milan.  

 B.Sc. in Biological Sciences from the University of Birmingham and a Ph.D. in Biochemistry and Molecular Biology 
from the University of Durham. Was Adjunct Professor of IP in the Life Sciences Industry at IE Business School in 
Madrid from 2010 to 2015. 

 

Steven Glazer, CMO 

 International experience from clinical drug development in senior positions within pharma- and biotech companies in 
Europe and USA, including Senior Vice President of Development at BioInvent International, Vice President of 
Development at Zealand Pharma and Medical Director at Novo Nordisk.  

 Doctorate in medicine from the University of Copenhagen and is trained in internal medicine. 

 

Erika Samuelsson, Project & Communications Manager 

 Over 15 years of experience in research and development in life science, most recently as senior Project manager at 
Alligator Bioscience.  

 M.Sc. in molecular biology and a Ph.D. in immunotechnology from Lund University. 
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IDOGEN: BOARD OF DIRECTORS 

Agneta Hedberg, Chairman 

 Over 20 years of experience from leading positions in life science. Previous positions include Managing director and 
Vice President of Mylan AB, the Nordic countries, CEO for LFF Service AB, the Swedish Pharmaceutical Insurance 
Association and NM Pharma AB and senior positions from LinkMed AB (Allenex), Pfizer, Pharmacia, Bactiguard and 
Cilag (Johnson & Johnson) AB.  

 Former board assignments include chairman of listed biotech Immunicum AB, Health Solutions AB, BioResonator Good 
Eye AB and BioMatCell – Vinn Excellence Center of Biomaterials and Cell Therapy.  

 Current assignments include Chairman at Likvor AB, A+ Science AB, and Ambulanssjukvården i Storstockholm AB 
(AISAB). Has a degree in health economics from Stockholm School of Economics and a biomedical education. 

 

Christina Herder 

 25 years of experience in early phase drug development and business development in the pharmaceutical industry.  

 Previous assignments include senior roles in Swedish Orphan Biovitrum, Biovitrum, and CEO of Modus Therapeutics. 

 Currently Executive Vice President, Strategic Business Development at Nasdaq-listed Medivir AB 

 Member of the Board of PCI Biotech Holding ASA (listed on Oslo Axess).  

 Holds a doctorate from the Royal Institute of Technology in Stockholm and an Executive MBA from Stockholm 
University. 

 

Karin Hoogendoorn 

 Experience in pharmaceutical product development of cell based medicinal products and the special regulations that 
apply to these and other advanced therapies (ATMPs).  

 Was previously been appointed as Associate Director of Global Regulatory Affairs-CMC Cell & Gene Therapy Products 
at Novartis AG, Basel, Switzerland and Associate Director Global Regulatory Affairs-CMC at Janssen Biologics BV, 
Leiden, the Netherlands.  

 Pharm.D. degree from Utrecht University, the Netherlands. 

 

Leif G. Salford 

 Co-founder of Idogen 

 Senior professor of neurosurgery and director of the Rausing laboratory for translational neurooncology at Lund 
University. Extensive scientific work in immune- and gene therapy for the most malignant brain tumors. Recognized for 
his work on the effect of electromagnetic radiation on the blood-brain barrier. Has conducted research in neurosurgery at 
Lund University, University of Gothenburg, Kuwait University and Cornell Medical Centre in New York.  

 Previously chief medical officer at the Sahlgrenska hospital, divisional manager and board member of the Lund 
University Hospital board, head of the department of Clinical Sciences, Lund University and Chairman of the World 
federation of neurosurgical societies (WFNS) committee on neurooncology and President of the European association 
for neurooncology (EANO). 
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Summary Redeye Rating 

The rating consists of five valuation keys, each constituting an overall 

assessment of several factors that are rated on a scale of 0 to 2 points. The 

maximum score for a valuation key is 10 points. 

 
Management 6.0p 

 

CEO Lars Hedbys is a co-founder of the company and has many years of 
experience from the industry. He is supported by a team of 9 with 
relevant experiences. While the study delay was an unexpected negative 
for investors, management seem to handle the delays well and remain 
focused on building value for the long-term. 

Ownership 4.0p 

 

The company have a few larger owners that have supported the company 
in the past, and might do so in future equity raises, but we would be more 
comfortable if some really strong owners entered the scene. Some of the 
management and board members have a direct or indirect ownership in 
the company, and we would like to see this expand in the future to align 
with shareholders.  

Profit outlook 5.5p 

 

The projects have a large commercial potential but are in the very early 
stages of development and many years remain until recurring revenues 
can be generated. Before that, a partnering deal could materialize, but 
this is far from certain at the moment.  

Profitability 0.0p 

 

The company does not yet have any products generating sales, and we 
don't assume any recurring revenues in the foreseeable future.  

Financial strength 0.0p 

 

While the company does not have an immediate cash need, production, 
optimization, and clinical trials are cost-heavy and we assume an equity 
raise would be needed by mid-2019 or earlier. However, the April 2019 
option program TO3 could provide some relief.  
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Income statement 2016 2017 2018E 2019E 2020E 

Net sales 0 0 0 0 0 

Total operating costs -13 -21 -23 -31 -34 
EBITDA -13 -21 -23 -31 -34 

      

Depreciation 0 0 0 0 0 

Amortization 0 0 0 0 0 

Impairment charges 0 0 0 0 0 
EBIT -13 -21 -23 -31 -34 

      

Share in profits 0 0 0 0 0 

Net financial items 0 0 0 0 0 

Exchange rate dif. 0 0 0 0 0 
Pre-tax profit -13 -21 -23 -31 -34 

      

Tax 0 0 0 0 0 

Net earnings -13 -21 -23 -31 -34 

 

 

Balance 2016 2017 2018E 2019E 2020E 

Assets      

Current assets      

Cash in banks 19 37 23 0 0 
Receivables 0 0 0 0 0 

Inventories 0 0 0 0 0 

Other current assets 0 1 1 1 1 

Current assets 19 38 24 1 1 

Fixed assets      
Tangible assets 0 3 4 5 6 

Associated comp. 0 0 0 0 0 

Investments 0 0 0 0 0 

Goodwill 0 0 0 0 0 
Cap. exp. for dev. 0 0 0 0 0 

O intangible rights 2 3 5 8 11 

O non-current assets 0 0 0 0 0 

Total fixed assets 2 6 9 12 17 

Deferred tax assets 0 0 0 0 0 
      

Total (assets) 21 44 33 14 18 

      

Liabilities      

Current liabilities      
Short-term debt 0 0 0 2 32 

Accounts payable 1 3 3 3 3 

O current liabilities 1 1 1 1 1 

Current liabilities 2 4 4 7 36 

Long-term debt 0 0 0 0 0 
O long-term liabilities 0 0 0 0 0 

Convertibles 0 0 0 0 0 

Total Liabilities 2 4 4 7 36 

Deferred tax liab 0 0 0 0 0 

Provisions 0 0 0 0 0 

Shareholders' equity 19 40 29 7 -18 
Minority interest (BS) 0 0 0 0 0 

Minority & equity 19 40 29 7 -18 

      

Total liab & SE 21 44 33 14 18 

 

 

Free cash flow 2016 2017 2018E 2019E 2020E 
Net sales 0 0 0 0 0 

Total operating costs -13 -21 -23 -31 -34 

Depreciations total 0 0 0 0 0 

EBIT -13 -21 -23 -31 -34 

Taxes on EBIT 0 0 0 0 0 
NOPLAT -13 -21 -23 -31 -34 

Depreciation 0 0 0 0 0 

Gross cash flow -13 -21 -23 -31 -34 

Change in WC 2 1 0 0 0 

Gross CAPEX -2 -4 -3 -4 -4 

      
Free cash flow -13 -24 -26 -34 -38 

 

Capital structure 2016 2017 2018E 2019E 2020E 

Equity ratio 90% 90% 87% 51% -101% 

Debt/equity ratio 0% 0% 0% 34% -176% 
Net debt -19 -37 -23 2 32 

Capital employed 0 3 6 9 14 

Capital turnover rate 0.0 0.0 0.0 0.0 0.0 

 

Growth 2016 2017 2018E 2019E 2020E 

Sales growth 0% 0% 2,400% 0% 0% 

EPS growth (adj) 0% 0% 0% 31% 11% 

 

Data per share 2016 2017 2018E 2019E 2020E 

EPS 0.00 0.00 -1.12 -1.47 -1.64 

EPS adj 0.00 0.00 -1.12 -1.47 -1.64 
Dividend 0.00 0.00 0.00 0.00 0.00 

Net debt 0.00 0.00 -1.09 0.12 1.53 

Total shares 0.00 0.00 20.78 20.78 20.78 

 

Share information   

Reuters code  IDOGEN.ST 

List  Spotlight 

Share price  2.5 
Total shares, million  20.8 

Market Cap, MSEK  53.0 

   

Management & board   
CEO  Lars Hedbys 

CFO  Ingvar Karlsson 

   

Chairman  Agneta Hedberg 
   

Financial information   

Q2 report  August 21, 2018 

Q3 report  October 23, 2018 

FY 2018 Results  February 12, 2019 
   

   

Analysts  Redeye AB 

Mathias Spinnars  Mäster Samuelsgatan 42, 10tr 
mathias.spinnars@redeye.se  111 57 Stockholm 

   

   

   

 

DCF valuation    

WACC (%) 17.0 % Fair value e. per share, SEK 4.0 

  Share price, SEK 2.5 

    
    

    

    

   

    
    

 

Share performance  Growth/year 15/17e 

1 month -28.6 % Net sales 400.0 % 

3 month -46.8 % Operating profit adj 36.0 % 

12 month -57.6 % EPS, just 0.0 % 
Since start of the year -44.7 % Equity 24.1 % 

 

Shareholder structure % Capital Votes 

HCN Group AB 11.0 % 11.0 % 

Avanza Pension 5.2 % 5.2 % 

Ventac Holding (Cyprus) Ltd 4.3 % 4.3 % 
Nils Berntsson 3.4 % 3.4 % 

Olov Sjögren 3.3 % 3.3 % 

Leif-Göran Salford 3.2 % 3.2 % 

Charlotte Widing 1.8 % 1.8 % 
Nordnet Pensionsförsäkring 1.8 % 1.8 % 

Mikael Lönn 1.7 % 1.7 % 

Henrik Magne Wilhelm Widegren 1.4 % 1.4 % 
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Revenue & Growth (%)  EBIT (adjusted) & Margin (%) 

 

 

  

 
Earnings per share  Equity & debt-equity ratio (%) 

 

 

  

 
Sales division  Geographical areas 

 

 

  

 

Conflict of interests  Company description 

Mathias Spinnars owns shares in the company : No 
 

 

Redeye performs/have performed services for the Company and 

receives/have received compensation from the Company in connection 
with this. 

 Idogen is a Swedish biotech company developing tolerogenic cell 
therapy. The company was founded in 2008 and has been listed on 

Spotlight since its IPO in 2015. The lead project is IDO 8, being 

developed for hemophilia A patients with inhibitors to factor VIII 

replacement therapy. Follow-on project IDO T is being developed for 
kidney transplant recipients to avoid graft rejection. Idogen has been 

granted orphan drug designation for IDO 8 in the EU and the company 

has received a Horizon 2020 grant that contributes funding for 

preclinical development and the phase I/IIa study in hemophilia A. 
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DISCLAIMER 

Important information  

Redeye AB ("Redeye" or "the Company") is a specialist financial advisory boutique that focuses on small and mid-cap growth companies in the Nordic 

region. We focus on the technology and life science sectors. We provide services within Corporate Broking, Corporate Finance, equity research and 

investor relations. Our strengths are our award-winning research department, experienced advisers, a unique investor network, and the powerful 

distribution channel redeye.se. Redeye was founded in 1999 and since 2007 has been subject to the supervision of the Swedish Financial Supervisory 

Authority. 

Redeye is licensed to; receive and transmit orders in financial instruments, provide investment advice to clients regarding financial instruments, prepare 
and disseminate financial analyses/recommendations for trading in financial instruments, execute orders in financial instruments on behalf of clients, 

place financial instruments without position taking, provide corporate advice and services within mergers and acquisition, provide services in conjunction 

with the provision of guarantees regarding financial instruments and to operate as a Certified Advisory business (ancillary authorization). 

Limitation of liability  

This document was prepared for information purposes for general distribution and is not intended to be advisory. The information contained in this 

analysis is based on sources deemed reliable by Redeye. However, Redeye cannot guarantee the accuracy of the information. The forward-looking 

information in the analysis is based on subjective assessments about the future, which constitutes a factor of uncertainty. Redeye cannot guarantee that 
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Rating Management Ownership Profit 
outlook 
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