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Key highlights

-       Faron had a formal  mee�ng with the F DA to discuss  the registra�onal  cl inical  development plan for bexmarilimab in

the treatment myelodysplastic syndrome (MDS).

-       The F DA acknowledged the difficul�es  of running a  randomized study with a  comparator in the relapsed / refractory
se'ng (r/r) and instead proposed that Faron conduct a  confirmatory P hase I I I  s tudy in frontl ine high-risk M D S (H R
MDS), that would not require a  separate Phase III  in r/r MDS.

-      This  F DA guidance is  part of P roject Frontrunner, an ini�a�ve intended to bring promis ing new cancer treatments  as
early as  poss ible to a  broader patient population.

-       The P hase I I I  suggested by the F DA targets  a  s ignificantly larger pa�ent popula�on with poten�al  for faster approval
earl ier than anticipated, speeding up and increas ing our sales  forecast for bexmarilimab.

 
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 tumor microenvironments , today provides  informa�on on the result of i ts  formal  Type D Scien�fic
Advice Mee�ng with the USA Food and Drug Administra�on (the F DA) regarding the registra�onal  study plan for i ts  drug
candidate bexmarilimab in relapsed and refractory high risk MDS (r/r MDS).
 
Given the previous ly reported promis ing results  of trea�ng r/r M D S us ing a  combina�on of bexmarilimab + azaci�dine to
overcome primary or developed res istance to azaci�dine, Faron had proposed to move into a  randomized registra�onal
P hase I I I  s tudy for the treatment of r/r M D S us ing bexmarilimab + azaci�dine against the inves�gator's  choice of a
hypomethyla�ng agent (H M A). I nstead, given the encouraging efficacy already seen in both frontl ine and r/r H R M D S and
the wel l -establ ished safety profile of bexmarilimab, the F DA proposed that a<er the ongoing P hase I I  BEX M AB study in r/r
M D S, Faron should move directly into a  registra�onal  bl inded randomized frontl ine H R M D S study inves�ga�ng
bexmarilimab + azaci�dine against placebo + azaci�dine. The F DA noted that given the rela�vely modest efficacy of s ingle
agent azaci�dine and the current response rates  with bexmarilimab that the s ize of such a frontl ine study may not have to
be substantia l ly larger than the proposed study in the r/r setting.

Further, the F DA suggested such a frontl ine study could be seen in the context of F DA's  P roject Frontrunner. Project

FrontRunner is  an F DA O ncology Center of Excel lence (O C E) ini�a�ve to encourage drug sponsors  to develop and seek

approval  of promis ing new cancer drugs  for advanced diseases  in an earl ier cl inical  se'ng, rather than the usual

approach to develop and seek approval  of a  new drug for treatment of pa�ents  who have received numerous prior l ines  of

therapies  or have exhausted avai lable treatment op�ons. The F DA guidel ines  give different poss ible approval  strategies  to

sponsors , including the conduct of a  frontl ine tria l  suppor�ng an accelerated approval  in the r/r se'ngs.  Project
FrontRunner | FDA

Subject to con�nued pos i�ve results , the F DA's  feedback means that a  separate P hase I I I  in r/r M D S would not be required
and Faron's  ongoing BEXMAB Phase II  s tudy could be the registrational  tria l  for patients  with r/r MDS, given that the benefi t
of bexmarilimab + azaci�dine against azaci�dine alone wi l l  be confirmed in an interim read-out of the response rate from a
P hase I I I  in frontl ine H R M D S study. Accelerated approval  for frontl ine H R M D S would come from the response rate of this
s ingle Phase III  s tudy and the ful l  approval  from the survival  read-out of the same study.
 
"Faron is  now adjusting i ts  development plan accordingly", says  Dr. Juho Jalkanen, Chief Executive Officer of Faron. "This  i s
very pos i�ve feedback and exceeds our expecta�ons. The F DA's  proposal  s ignificantly reduces  development costs  and
�mel ines  to bring bexmarilimab therapy to a l l  H R M D S pa�ents . This  feedback underl ines  that the F DA sees  the high unmet
need in H R M D S, a  condi�on for which new treatment op�ons are urgently needed. The F DA's  proposal  has  provided Faron
with clear guidance on the path to approval  that wi l l  confirm the highly encouraging results  bexmarilimab has  a lready
obtained in overcoming res istance to azaci�dine. We are extremely grateful  for this  feedback and wi l l  work hard to del iver
on this  recommendation."
 
"The suggested P hase I I I  targets  a  s ignificantly bigger pa�ent popula�on sooner than an�cipated, speeding up and
increas ing our sales  forecast for bexmarilimab. This  does  not s ignificantly impact our ongoing ac�vi�es  and cash runway,
as  the P hase I I  in r/r M D S con�nues as  planned. I n addi�on, we wi l l  enrol l  more frontl ine H R M D S pa�ents  into the P hase I
part of BEX M AB to beCer understand the effect s ize, which wi l l  enable us  to successful ly power and des ign the proposed
frontl ine P hase I I I  s tudy. We bel ieve we can offset this  addi�onal  cl inical  investment through other savings , so that i t wi l l
not have a s ignificant impact on our cash runway. The only devia�on from the original  plan is  that instead of a  P hase I I I  in
r/r M D S, we wi l l  s tart prepara�ons for a  P hase I I I  in frontl ine H R M D S, which is  a  remarkable achievement.", con�nues Dr.
Ja lkanen.
 
Faron wi l l  be hos�ng a vi rtual  webinar to discuss  the F DA feedback and updated cl inical  development plans  July 15th, at
15.00 EEST / 13.00 BST.
 

https://www.fda.gov/about-fda/oncology-center-excellence/project-frontrunner


To register for the event vis i t: https://faron.videosync.fi/fda-feedback-update or contact the IR team for more information at
investor.relations@faron.com.
 
For the purposes of MA R and UK MA R, the person responsible for arranging for the release of this announcement on behalf
of Faron is Juho Jalkanen, Chief Executive Officer.
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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
(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 aCack 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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