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Ox-1 Patent Grant and Positive Development Programme Update

 
Alderley Park, 4 September 2025 - Thera Cryf plc (AI M: TC F), the cl inical  s tage drug development company focuss ing on
brain disorders , provides  an update on key activi ty in i ts  Ox-1 development programme.
 
Korean Patent Grant for Ox-1
The Company received a no(fica(on of a  Decis ion to Grant a  Patent for i ts  O rexin-1R antagonist in addic(on from the
Korean I ntel lectual  P roperty O ffice (K I P O ). This  grant complements  Thera Cryf's  a l ready broad coverage across  the major
commercial  markets  including US, EU and other As ian terri tories . The patent cover for this  programme is  composi(on of
matter (CoM), the strongest form of patent cover avai lable.
 
Addi(onal ly, the Company is  pleased to report on s ignificant development progress  on the O rexin programme. The
manufacturing campaign con(nues on-track and to-plan to produce mul( ki logram quan((es.  An op(mal  formula(on of
the lead compound has  recently been iden(fied and, based on new data, the non-rodent species  has  been selected for the
28-day toxici ty studies  that wi l l  commence in early 2026.
  
Formulation
A number of poten(al  Amorphous Sol id Dispers ions  (AS D) of the lead compound were screened in vitro and the op(mal
formula(on taken forward into an in vivo pharmacokine(cs  (P K ) study. The chosen formula(on has  op(mal  features
al lowing for the u(l isa(on of a  straigh:orward drug-in-capsule drug del ivery approach for first-in-human studies , and
provides  enhanced oral  absorp(on and exposure, meaning less  product wi l l  be required to achieve the blood levels  needed
for potentia l  effectiveness .
 
Second preclinical species selection
The lead compound was tested in vivo in an al terna(ve non-rodent species  for the first (me, where i t exhibited highly
favourable handl ing proper(es. This  has  enabled the confirma(on of this  species , which has  comparabi l i ty with human
metabol ism and is  accepted by major regulatory agencies , for the 28-day repeated dose toxici ty studies , data from which
wi l l  form an essentia l  element of the cl inical  tria l  appl ication next year.   
 
Dr Helen Kuhlman, COO of TheraCryf commented:
"O ur Intellectual P roperty cover for all major territories for our lead programme in addic�on is very nearly complete. We are also
pleased that the key pre-clinical ac�vi�es needed in our Ox-1 development programme before first-in-human trials can be
initiated are progressing on-time and to-plan.
 
"We now have a tractable formulation for both animal and human use and our second toxicology species, as required by
regulatory authorities, has been confirmed by new data showing appropriate handling of our Ox-1 lead compound in blood
following oral administration.

"We anticipate updating the market over the coming weeks and months on further substantial progress. This will include
completion of the 0.5 and 10kg scale manufacturing campaigns, further dose range finding studies to enable the initiation of
the toxicology studies and the start and finish of the regulatory standard 28-day toxicology studies. We will also provide
updates on the manufacture of bulk and capsule material to a standard acceptable for human administration, along with our
interactions with appropriate regulatory agencies in preparation for our clinical trial application.  

"In short, with this substantial recent progress we remain confident that we are on target to achieve the data required to support
a clinical trial submission for this exciting programme according to the plan we have outlined."
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About TheraCryf plc

TheraCryf i s  the cl inical  s tage drug development company focuss ing on brain disorders . The Company has  a  broad cl inical
and precl inical  pipel ine in indications  including addiction, anxiety, fatigue, narcolepsy, gl ioblastoma* and
neurodevelopmental  disorders  [*orphan indication].



neurodevelopmental  disorders  [*orphan indication].
 
The Company's  strategy is  to generate compel l ing data sets  to precl inical  and/or cl inical  proof of concept and partner i ts
cl inical  programmes with mid-s ize to large pharma for larger tria ls  and commercial isation. It a lso has  a  number of
industry partnerships  with companies , including Stal icla  SA, in neurodevelopmental  disorders .  The Company has  sourced
know-how for programmes from companies  such as  Shire (now Takeda).
 
TheraCryf has  worked with and has  ongoing col laborations  with major univers i ties  and hospitals  such as  the Univers i ty
of Manchester, La Sapienza (Univers i tà  di  Roma), the Erasmus Medical  Centre, Rotterdam, Kings  Col lege London and the
Univers i ty of Michigan.
 
The Company has  i ts  headquarters  and registered office at Alderley Park, Cheshire. It i s  quoted on AIM in London and
trades  under the ticker symbol  TCF. 
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