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A smart approach to stem cell transplantation 

Kiadis Pharma is developing T cell-based therapies to address the issues 

associated with haematopoietic stem cell transplantation (HSCT). The 

company is leveraging its Theralux technology to develop ATIR101 and 

ATIR201 as adjunct therapies to HSCT in leukaemia and thalassemia, 

respectively. On the back of Phase II data, Kiadis is aiming for accelerated 

filing of ATIR101 with the European Medicines Agency (EMA) in Q117. A 

Phase III trial will start in H216. ATIR201 will start a Phase I/II trial in H216. 

Cash at end June 2016 was €23.7m, sufficient to fund operations until early 

2018. We value the company at €327.3m or €27.1/share. 

Looking to a fast path to market 

Following ATIR101 Phase II data, Kiadis has decided to file for conditional approval 
with the EMA in Q117, setting a potential approval date in Q118. We believe it is 
possible that Kiadis may get approval given the precedent set by MolMed, which 
recently received Conditional Marketing Authorisation (CMA) from the European 
Commission on data from a small Phase II study that showed a one-year survival 
rate of 49% vs 37% for historical control. The regulatory pathway is also clear in the 
US; the Phase III primary endpoint and active comparator arm have been defined 
after an end of Phase II meeting with the FDA. This Phase III trial is needed for full 
approval in both the US and EU. 

A smart approach in a rapidly growing market 

Kiadis’s Theralux platform is a photodynamic system that removes donor cells that 
are reactive to the host’s immune cells and may cause complications after HSCT, 
thereby providing immunological support post-transplantation without increasing the 
risk of graft vs host disease (GVHD). This allows for a better response to tumour 
(graft vs leukaemia effect), reduces opportunistic infections, diminishes treatment-
related mortality (TRM) and prolongs survival. The EMA has granted orphan drug 
designation expansion to ATIR101 for its use in HSCT regardless of the underlying 
cause of disease, expanding its market potential. 

Valuation: Starting with an rNPV of €327.3m   

We estimate a risk-adjusted value of €27.1/share, using a 12.5% discount rate. We 
assume ATIR101 will be approved in the EU in Q118 and sales will ramp up quickly 
to combined peak sales of $501m. We estimate a 70% probability to reach the 
market in the EU and 50% in the US, where a full Phase III study is needed for 
approval. Our valuation includes net cash of €7.7m at end of June 2016. 
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Business description  

Kiadis Pharma is a Dutch biotech company focused 

on cell-based immunotherapies to overcome 

complications associated with stem-cell transplants in 

blood diseases. Lead product ATIR101 for leukaemia 

is undergoing a Phase II trial and will file for EU 

approval in Q117. ATIR201 is in preclinical stage and 

has potential for thalassemia. A Phase I/II study will 

start in H216. 

 

Bull 

 Conditional EMA approval for ATIR101 in 
leukaemia possible in Q118. 

 Theralux platform could have broader use in 
HSCT despite underlying cause of disease. 

 Sufficient cash to fund operations until early 2018. 
 

Bear 

 Full Phase III study needed in US for ATIR101 
approval. 

 Cash burn to increase significantly over 2017 and 
2018. 

 ATIR201 still at the preclinical stage. 
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Edison estimates 

Year 
end 

Revenue 
(€m) 

PBT* 
(€m) 

EPS* 
(€) 

DPS 
(€) 

P/E 
(x) 

Yield 
(%) 

12/14 0.00 (7.21) (0.07) 0.0 N/A N/A 

12/15 0.00 (17.35) (0.14) 0.0 N/A N/A 

12/16e 0.00 (9.99) (0.08) 0.0 N/A N/A 

12/17e 0.00 (13.47) (0.11) 0.0 N/A N/A 

Source: Company data, Edison Investment Research 

Kiadis Pharma is a client of 

Edison Investment Research 
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