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  Shield Therapeutics plc
("Shield" or the "Company" or the "Group")

 
Business Update

Recruitment completed of the Phase 3 confirmatory Study in China in adult patients
with inflammatory bowel disease (IBD) and Iron Deficiency Anemia (IDA)

 
Progress towards the provision of 10 million of new equity by AOP Health by the end of 2024

 
Strong sales of ACCRUFeR® in the month of October 2024,

guidance reiterated to meet the Group revenue covenant target of 31.5 million for the full year 2024
 

 
L ondon, UK, 21 N ovember 2024: Shield Therapeu�cs  plc (LS E: STX ), the commercial  s tage pharmaceu�cal  company
special is ing in i ron deficiency, provides  an update covering recent activi ties .
 
Clinical Program in China
The P hase 3 confirmatory study in China is  jointly sponsored by Shield and i ts  partner Jiangsu Aosaikang P harmaceu�cal
Co. Ltd. (ASK), the exclus ive l icense holder for the development and commercial isa�on of AC C R UFeR®/ FeR AC C R U® in China,
Hong Kong, Macau and Taiwan. This  tria l  i s  the final  study required to support the fil ing of an NDA in China for the
commercial isa�on of Feraccru®/Accrufer and recruitment has  recently been completed of adult pa�ents  with I BD and I DA.
The Company expects  the NDA to be filed with the Chinese Na�onal  Medical  P roducts  Administra�on (NM PA) in 2025.
Further detai ls  wi l l  be announced in due course.
 
AOP Health subscription
O n 29 O ctober 2024 the Company announced that i t had entered into a  non-binding term sheet with AO P  Health
I nterna�onal  Management AG ("AO P  Health") for the poten�al  provis ion of 10 mi l l ion of new equity. The Company is
engaged with The Panel  on Takeovers  and Mergers  (the "Takeover Panel") to seek a  waiver from the obl iga�on of AO P
Health to make an offer under Rule 9 of the Takeover Code and expects  to convene a mee�ng of Shield's  shareholders  (the
"General  Meeting") before the end of 2024.
 
ACCRUFeR® sales performance
Based on strong sales  of AC C R UFeR® in O ctober 2024, driven primari ly by an increase in Net Sel l ing P rice to more than 225
per prescrip�on compared to 167 per prescrip�on in Q 3 2024, the Company remains  on track to meet the total  Group
revenue covenant target of 31.5 mi l l ion for ful l  year 2024 under the debt faci l i ty agreement with SWK Funding LLC.
 
Anders L undstrom, interim C EO  commented: "We are delighted that our partner, A S K , has completed recruitment into the
confirmatory P hase 3 study that will support the filing in China to commericalise AC C R UFeR®/FeR AC R R U®, s ignificantly
increas ing the global  avai labi l i ty of a welcome addi5onal well-tolerated and effec5ve therapeu5c op5on for the treatment of
IDA . In addi5on, solid growth of AC C R UFeR® revenues in O ctober give us a promising outlook for the rest of the fourth quarter,
leaving us on track to meet our 2024 Group revenue covenant target and market expectations for the year."
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About Iron Deficiency and ACCRUFeR®/FeRACCRU®
Cl inical ly low i ron levels  (aka i ron deficiency, I D) can cause serious  health problems for adults  of a l l  ages, across  mul�ple
therapeu�c areas. Together, I D  and I D with anemia (I DA) affect about 20 mi l l ion people in the US and represent a  2.3B
market opportunity. As  the first and only F DA approved oral  i ron to treat I D/I DA, AC C R UFeR® has  the poten�al  to meet an
important unmet medical  need for both phys icians  and patients .
                                                                                                       
AC C R UFeR®/FeR AC C R U® (ferric maltol ) i s  a  novel , s table, non-salt-based oral  therapy for adults  with I D/I DA. The drug has a
novel  mechanism of absorp�on compared to other oral  i ron therapies  and has  been shown to be an efficacious  and wel l -
tolerated therapy in a  range of cl inical  tria ls . More informa�on about AC C R UFeR®/FeRACCRU®, including the product label ,
can be found at: www.accrufer.com and www.feraccru.com.
 
About Shield Therapeutics plc
Shield is  a  commercial  s tage special ty pharmaceu�cal  company that del ivers  AC C R UFeR®/FeR AC C R U® (ferric maltol ), an
innova�ve and differen�ated pharmaceu�cal  product, to address  a  s ignificant unmet need for pa�ents  suffering from iron

http://www.shieldtherapeutics.com/
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innova�ve and differen�ated pharmaceu�cal  product, to address  a  s ignificant unmet need for pa�ents  suffering from iron
deficiency, with or without anemia.  The Company has  launched AC C R UFeR® in the U.S. with an exclus ive, mul�-year
col labora�on agreement with Viatris . O uts ide of the U.S., the Company has  l icensed the rights  to four specia l ty
pharmaceu�cal  companies . FeR AC C R U® is  commercial ized in the UK  and European Union by Norgine B.V., which also has
marke�ng rights  in Austral ia  and New Zealand. Shield a lso has  an exclus ive l icense agreement with Bei j ing Aosaikang
P harmaceu�cal  Co., Ltd., for the development and commercial iza�on of AC C R UFeR®/ FeR AC C R U® in China, Hong Kong,
Macau and Taiwan, with Korea Pharma Co., Ltd. for the Republ ic of Korea, and with KYE Pharmaceuticals  Inc. for Canada.
 
ACCRUFeR®/FeRACCRU® has  patent coverage unti l  the mid-2030s.
ACCRUFeR®/FeRACCRU® are registered trademarks  of Shield Therapeutics .
 
Forward-Looking Statements
This  press  release contains  forward-looking statements . Al l  s tatements  contained in this  press  release that do not relate to
maPers  of historical  fact should be cons idered forward-looking statements .  These forward-looking statements  are based
on management's  current expecta�ons and include statements  related to the commercial  s trategy for
AC C R UFeR®/FeR AC C R U®. These statements  are neither promises  nor guarantees, but involve known and unknown risks  and
uncertain�es, many of which are beyond our control , that may cause actual  results  and performance or achievements  to be
materia l ly different from management's  expecta�ons expressed or impl ied by the forward-looking statements , including,
but not l imited to, risks  associated with the Company's  bus iness  and results  of opera�ons, compe��on and other market
factors .  The forward-looking statements  made in this  press  release represent management's  expecta�ons as  of the date of
this  press  release, and except as  required by law, the Company discla ims any obl iga�on to update any forward-looking
statements  contained in this  release, even i f subsequent events  cause i ts  views to change.
 
Details of the ASKC109-LC-1 Phase 3 study 
This  study was based on the des ign of the Phase 3 study that supported the approval  of ACCRUFeR®/FeRACCRU® in the EU,
USA, and other countries .  It i s  a  multicenter, randomized, double-bl ind and placebo control led 12 week study confi rming
the safety and efficacy of ferric maltol  capsules  (30mg elemental  i ron) as  a  twice-dai ly treatment of IDA in subjects  with
IBD (Ulcerative Col i tis  (UC) or Crohn's  disease (CD)) where oral  ferrous  preparations  have fa i led or cannot be used.   
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