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CRISM Therapeutics Corporation

("CRISM", "CRISM Therapeutics" or the "Company")
 

Clinical Trial Update
 
C R I S M Therapeu�cs  Corpora�on (AI M: C RTX ), the innova�ve UK  drug del ivery company focused on the local ised del ivery of
chemotherapy drugs, provides  a  pos i�ve update regarding i ts  cl inical  tria l  authorisa�on ("C TA") appl ica�on to evaluate
irinotecan ChemoSeed ("ChemoSeed") in pa�ents  with  high grade gl ioma.  C R I S M has  been working with the Medicines  and
Healthcare products  Regulatory Agency ("M H R A") to final ise the des ign of the first in-human tria l  of ChemoSeed and is
pleased to confirm i t has  received pos i�ve  wri1en scien�fic advice from the M H R A on the development, cl inical  tria l
programme and potentia l  Market Authorisation Appl ication for the commercial isation of ChemoSeed.

The wri1en advice confirms that further precl inical  toxicology studies  wi l l  not be required, which wi l l  s ignificantly reduce
the cost and �me of the development work. The Company had previous ly es�mated a cost of approximately £400,000 to
conduct the toxicology studies . 

I n addi�on, the M H R A agreed that there is  a  biological  bas is  suppor�ng the benefits  of  ChemoSeed  and that  more drugs
and methods of del ivery are needed for this  disease.  M H R A was suppor�ve of C R I S M's  novel  dose escala�on study for
ChemoSeed, confirming that the tria l  des ign was appropriate for a  P hase 2 cl inical  tria l .  The M H R A  provided
recommenda�ons to improve aspects  of the cl inical  tria l  to make i t more suited to achieving poten�al  market
authorisa�on. The Company is  now progress ing these recommenda�ons, with support and advice from i ts  contract
research organisa�on, Aixia l , and i ts  medical  advisers .  The Company expects  to final ise i ts  C TA appl ica�on for
submiss ion in H1 2025 and to begin cl inical  tria ls  of ChemoSeed in Q 4 2025, subject to M H R A and other external
regulatory organisations  meeting expected review times. 

The Company has  a lso appointed Ryan LLC, which has  a  specia l isa�on in access ing grant funding, to ass ist C R I S M secure
grant funding specifical ly for this  cl inical  tria l .  Ryan has  an excel lent track record in achieving successful  grant
appl ications  and has  a lready identi fied opportunities  for which ChemoSeed is  l ikely to qual i fy. 

Commen�ng on the MHRA guidance, C RISM C EO  Andrew Webb said: "We are pleased that the M H R A  has confirmed that our
trial design is appropriate for a P hase 2 clinical trial in pa0ents with  high grade glioma without the need for further toxicology
studies. The M H R A  confirmed the need for more drugs and methods of delivery in this disease where there remains a significant
lack of treatment op0ons. The wri3en advice from the M H R A  is well received, and we are working through the recommenda0ons
on ways to improve the trial design with our medical advisers and A ixial ahead of submi4ng our C TA .  A ddi0onally, we look
forward to working with Ryan in order to secure grant funding for this trial." 

 

Dr. Valen�na Zhukova-Harrill, Chief Medical O fficer at A ixial, added: "We are proud to see A ixial's exper0se playing a pivotal
role in advancing the clinical strategy for ChemoSeed. This collabora0on marks a cri0cal step forward in addressing a significant
unmet medical need, and we look forward to contributing to the upcoming Phase 2 study."
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About CRISM Therapeutics Corporation
CRISM Therapeutics  Corporation has  developed an innovative drug del ivery technology to improve the cl inical  performance
of cancer treatments  for sol id tumours  through the local  del ivery of chemotherapy drugs.

ChemoSeed, C R I S M's  lead product, can be implanted directly into the tumour or the resec�on margin fol lowing the removal
of a  tumour. This  directs  that therapeu�c concentra�ons of chemotherapy drugs  reach the deep-seated tumour �ssue or
cover the en�re resec�on margin. I n the case of trea�ng high-grade gl ioma, ChemoSeeds can be implanted during surgery
thereby bypass ing the blood brain barrier, which prevents  other treatments  from being able to reach the tumour and be
effective.



CRISM is  expects  to submit a  cl inical  tria l  appl ication for ChemoSeed in high-grade gl ioma in H2 2025.

For more information please vis i t: https://www.crismtherapeutics .com/

For more information about Aixia l , please vis i t: https://www.aixia lgroup.com/

For more information about Ryan, please vis i t: https://ryan.com/europe/practice-areas/innovation-funding/
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