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Key highlights

-      Given the strong data seen in Phase 1 and con�nuing in Phase 2 of Faron's BEXMAB trial, the FDA has
granted Fast Track Designation (FTD) for bexmarilimab for the treatment of r/r MDS

-      FTD further strengthens the bexmarilimab program by offering clinical development and
commercialization benefits

 
TURKU, Finland - Faron P harmaceu�cals  Ltd. (AI M: FAR N, F i rst North: FARO N), a  cl inical -stage biopharmaceu�cal  company
pursuing a  C LEVER-1 receptor targe�ng approach to reprogramming myeloid cel ls  to ac�vate an�-tumor immunity in
hematological  and sol id tumors, today announces  that their lead candidate bexmarilimab has  been granted Fast Track
Designa�on for the treatment of relapsed or refractory myelodysplas�c syndrome  (r/r M D S) in combina�on with
azacitidine by the USA Food and Drug Administration (the FDA).
 
Fast Track Des igna�on is  granted by the F DA for products  that are intended for the treatment of serious  or l i fe-threatening
disease or condi�ons, which demonstrate the poten�al  to address  an unmet medical  need. The des igna�on offers  the
opportunity for frequent interac�ons with the F DA to discuss  the drug's  development plan and ensure col lec�on of
appropriate data needed to support drug approval , as  wel l  as  el igibi l i ty for rol l ing submiss ion of a  New Drug Appl ication.
 
Given the previous ly reported promis ing results  in both P hase 1 and 2 of Faron's  BEX M AB tria l  when trea�ng r/r M D S
pa�ents  us ing a  combina�on of bexmari l imab and azaci�dine to overcome primary or developed res istance to azaci�dine,
bexmarilimab has  been granted Fast Track Des igna�on subsequent to the accelerated development plan proposed by the
F DA in July 2024. "This  news highl ights  the urgency for new treatment op�ons bes ides  H M As for the treatment of higher-risk
M D S and sol idifies  our case that bexmarilimab can overcome res istance to H M As", says  Dr. Juho Jalkanen C EO  of Faron.
Relapsed or refractory myelodysplas�c syndrome is  an aggress ive and deadly form of blood cancer, for which there is  very
l imited treatment op�on and a median survival  of only 5-6 months. The standard of care for higher-risk M D S is  azaci�dine
or another hypomethyla�ng agent (H M A). Unfortunately, the majori ty of pa�ents  eventual ly relapse or are non-responsive
to HMAs, which then leads  to r/r MDS. Currently around 180,000 - 510,000 people global ly l ive with an MDS diagnosis .
 
"r/r M D S is  a  serious  l i fe-threatening condi�on with l imited treatment op�ons and therefore highly s ignificant unmet
medical  need. O ur tria l  results  to date in hypomethyla�ng agent (H M A)-fai led M D S have shown bexmarilimab's efficacy to
induce deep, cl inical ly meaningful  responses  for these pa�ents . This  F DA Fast Track Des igna�on s ignificantly strengthens
bexmarilimab's pos i�on to become a new cornerstone treatment of r/r M D S and wi l l  faci l i tate the development of
bexmarilimab for ful l  market approval  in r/r M D S. I t a lso represents  a  s ignificant addi�onal  recogni�on of the poten�al  of
myeloid cel l  reprogramming in overcoming res istance and ac�va�ng immune system in the treatment of various
hematological  and sol id tumors" says  Dr. Bono, the CMO of Faron.
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About BEXMAB
The BEX M AB study is  an open-label  P hase 1/2 cl inical  tria l  inves�ga�ng bexmarilimab in combina�on with standard of
care (SoC) in the aggress ive hematological  mal ignancies  of acute myeloid leukemia (AM L) and myelodysplas�c syndrome
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care (SoC) in the aggress ive hematological  mal ignancies  of acute myeloid leukemia (AM L) and myelodysplas�c syndrome
(M D S). The primary objec�ve is  to determine the safety and tolerabi l i ty of bexmari l imab in combina�on with SoC
(azaci�dine) treatment. D irectly targe�ng C lever-1 could l imit the repl ica�on capacity of cancer cel ls , increase an�gen
presenta�on, ignite an immune response, and al low current treatments  to be more effec�ve. C lever-1 is  highly expressed in
both AML and MDS and associated with therapy res istance, l imited T cel l  activation and poor outcomes.
 
About Bexmarilimab
Bexmarilimab i s  Faron's  whol ly owned, inves�ga�onal  immunotherapy des igned to overcome res istance to exis�ng
treatments  and op�mize cl inical  outcomes, by targe�ng myeloid cel l  func�on and igni�ng the immune system.
Bexmarilimab binds  to C lever-1, an immunosuppress ive receptor found on macrophages  leading to tumor growth and
metastases  (i .e. helps  cancer evade the immune system). By targe�ng the C lever-1 receptor on macrophages, bexmarilimab
alters  the tumor microenvironment, reprogramming macrophages  from an immunosuppress ive (M2) state to an
immunos�mulatory (M1) one, upregula�ng interferon produc�on and priming the immune system to aLack tumors  and
sensitizing cancer cel ls  to standard of care.
 
About Faron Pharmaceuticals Ltd.
Faron (AI M: FAR N, F i rst North: FARO N) is  a  global , cl inical -stage biopharmaceu�cal  company, focused on tackl ing cancers
via  novel  immunotherapies . I ts  miss ion is  to bring the promise of immunotherapy to a  broader popula�on by uncovering
novel  ways  to control  and harness  the power of the immune system. The Company's  lead asset i s  bexmarilimab, a  novel
an�-Clever-1 humanized an�body, with the poten�al  to remove immunosuppress ion of cancers  through reprogramming
myeloid cel l  function. Bexmarilimab i s  being investigated in Phase I/II  cl inical  tria ls  as  a  potentia l  therapy for patients  with
hematological  cancers  in combination with other standard treatments . Further information is  avai lable at www.faron.com.
 
Forward-Looking Statements
Certain statements  in this  announcement are, or may be deemed to be, forward-looking statements . Forward looking
statements  are iden�fied by their use of terms and phrases  such as  ''bel ieve'', ''could'', "should", "expect", "hope", "seek",
''envisage'', ''es�mate'', ''intend'', ''may'', ''plan'', ''poten�al ly'', ''wi l l '' or the nega�ve of those, varia�ons or comparable
express ions, including references  to assump�ons. These forward-looking statements  are not based on historical  facts  but
rather on the Directors ' current expecta�ons and assump�ons regarding the Company's  future growth, results  of
opera�ons, performance, future capital  and other expenditures  (including the amount, nature and sources  of funding
thereof), compe��ve advantages, bus iness  prospects  and opportuni�es. Such forward-looking statements  reflect the
Directors ' current bel iefs  and assumptions  and are based on information currently avai lable to the Directors .
 
A number of factors  could cause actual  results  to differ materia l ly from the results  and expecta�ons discussed in the
forward-looking statements , many of which are beyond the control  of the Company. I n addi�on, other factors  which could
cause actual  results  to differ materia l ly include the abi l i ty of the Company to successful ly l icense i ts  programs within the
an�cipated �meframe or at a l l , ri sks  associated with vulnerabi l i ty to general  economic and bus iness  condi�ons,
compe��on, environmental  and other regulatory changes, ac�ons by governmental  authori�es, the avai labi l i ty of capital
markets  or other sources  of funding, rel iance on key personnel , uninsured and underinsured losses  and other factors .
Although any forward-looking statements  contained in this  announcement are based upon what the Directors  bel ieve to be
reasonable assump�ons, the Company cannot assure investors  that actual  results  wi l l  be cons istent with such forward-
looking statements . Accordingly, readers  are cau�oned not to place undue rel iance on forward-looking statements . Subject
to any con�nuing obl iga�ons under appl icable law or any relevant AI M Rule requirements , in providing this  informa�on
the Company does  not undertake any obl iga�on to publ icly update or revise any of the forward-looking statements  or to
advise of any change in events , conditions  or ci rcumstances  on which any such statement is  based.
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