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Cizzle Biotechnology Holdings plc

 

("Cizzle", "Cizzle Biotechnology", or the "Company")

 

Execution of Strategic Licensing and Partnership Agreement for North America

Receipt of initial upfront US 300,000 Royalty Payment

Cizzle Biotechnology, the UK  based diagnos!cs  developer, i s  pleased to announce that i t has  today s igned an exclus ive

l icens ing and partnership agreement for i ts  proprietary C I Z1B biomarker test to help detect early-stage lung cancer,

throughout the USA and Canada ("North America") (the "Agreement"). This  i s  the cri!cal  first step in the Company's  global

l icens ing and partnership strategy to bring C izzle's  non-invas ive, cost effec!ve C I Z1B biomarker lung cancer blood test to

market next year.

 

Execu!on of the Agreement fol lows the Company entering into a  Memorandum of Understanding ("M O U") on 2 Apri l  2024

with an independently funded USA based corpora!on, C izzle Bio I nc ("B I O "). The Agreement meets  an important planned

milestone in the Company's  l icens ing and partnership strategy to launch the C I Z1B biomarker test in North America, one of

world's  largest markets .

 

B I O  brings  a  US based, highly experienced management team with extens ive cl inical  exper!se, who are incen!vised

through fixed mi lestone payments  to accelerate the deployment of the test into the North American market. The Agreement

al igns  both par!es ' s trategic goals  through a royalty payment structure, including an ini!al  payment to the Company of US

300,000 and equity participation where the Company can share in any future value of BIO.

 

Key Highlights

·    Exclusive N orth American L icense: The agreement grants  B I O  exclus ive rights  to the C I Z1B biomarker technology for

early lung cancer detection in North America.

·    Ini'al Payment: C izzle has  received an upfront royalty payment of US 300,000 as  part of a  10% royalty on gross

sales  after tax, with guaranteed minimum royalty payments  total l ing US 2 mi l l ion over the next 30 months.

·    BIO 's Funding: B I O  wi l l  cover a l l  costs  for cl inical  evalua!ons, accredita!on, and marke!ng of C I Z1B diagnos!c

tests  in North America.

·    Equity Stake: C izzle is  en!tled to receive capital  s tock in B I O  pursuant to a  s imple agreement for future equity

("SAFE"), for no cash cons ideration, or a  non-di luted cash bonus on a sale of BIO.

·    Global Benefits: C izzle retains  rights  to improvements  and evidence of C I Z1B u!l i ty, to support sales  in the rest of

the world.

·    Revenue Streams for Growth: C izzle now has  establ ished revenue streams, pos i!oning the Company to pursue i ts

next strategic mi lestones. This  includes  expanding into new regions  and advancing the development of a  point-of-

care ("POC") test.

·    Value-Creating Partnership: The Agreement a l igns  the interests  of both par!es  to create long-term value, ensuring

Cizzle shares  in BIO's  success  as  they expand.

·    Collabora'on with Moffi5 Cancer Center: B I O  has  a lready secured partnerships  with leading US cancer centres ,

resul!ng in the Company announcing a  col labora!on with the Moffi< Cancer Center, the top cancer faci l i ty in

Florida and the Southeast US.

·    Upcoming Laboratory Contract: BIO expects  to announce i ts  fi rst cl inical  lab contract soon.

·    Accredita'on and L aunch Timeline: B I O  aims to achieve C LI A accredita!on for the C I Z1B biomarker test before the

end of 2024, with a  ful l  market launch with approved reimbursement codes  planned for Apri l  2025.

 



 

The management team of B I O  have already made s ignificant progress  in establ ishing rela!onships  with cl inicians,

hospitals  and US cancer centres  of excel lence which resulted in the Company announcing on 9 September 2024 a major

cl inical  evalua!on with the Moffi< Cancer Center, the number one cancer centre in the South East USA. This  i s  a  s ignificant

development because the project wi l l  be carried out in the real -world seAng of a  busy comprehensive cancer centre with a

large lung cancer prac!ce and a high volume, wel l -organised cl inical  thoracic research programme. W hi le the blood

sample tests  for the Moffi< study wi l l  be conducted in C izzle Biotechnology founder, P rofessor Dawn Coverley's , laboratory

at the Univers i ty of York, i t i s  envisaged that future cl inical  evalua!ons in the USA wi l l  be conducted in B I O 's  planned

network of CAP and CLIA accredited laboratories .

 

The Moffi< study highl ights  that of the low number of lung cancer pa!ents  surviving long term, most are early-stage

pa!ents  who had surgical  resec!on.  Unfortunately, with current screening us ing low dose chest C T scans  ("LD C T"), only

17%* are found with local ised, poten!al ly curable disease. Although LD C T is  an effec!ve tool  in high-risk popula!ons, only

3.9%* of el igible people obtain a  scan. Moffi< bel ieve that developing a  high sens i!vity and specificity blood-based

biomarker would greatly faci l i tate the evalua!on of the 1.6 mi l l ion new lung nodules  found yearly on C T scans  in the USA,

differen!a!ng mal ignant from benign nodules . The study also recognises  that a  highly sens i!ve and specific biomarker

could be employed for ini!al  lung cancer screening with just a  blood test at the primary care phys icians ' office. I f pos i!ve,

then this  result would strongly argue for recommending a subsequent LDCT.

 

The Agreement with B I O  addresses  the funding and need for a  US-based commercial  and cl inical  team to del iver the C I Z1B

test at scale, both in the laboratory and eventual ly as  a  point of care test in the US without requiring further C izzle

shareholder equity. W ith establ ished revenue streams in place, C izzle is  now wel l -pos i!oned to pursue i ts  next strategic

mi lestones, including expanding into new markets  and advancing the development of a  POC test in other regions.

 

B I O  expects  to shortly announce i ts  first contract with a  C AP  (Col lege of American Pathologists) accredited laboratory

partner and to register the C I Z1B biomarker as  a  C LI A (C l inical  Laboratory I mprovement Amendments) LDT (Laboratory

Developed Test) with the F DA (US Food and Drug Administra!on). The aim is  to achieve C LI A Cer!fica!on in before the end

of 2024 with the ful l  product launch, with insurer reimbursement, planned in Apri l  2025. B I O  is  a lso in discuss ions  to

further extend cl inical  evaluations  at a  number of other cancer centre's  of excel lence across  the US.

 

Partnering with B I O  and choosing the name Cizzle Bio strengthens the "Cizzle" brand and brings  s ignificant US funding to

faci l i tate rapidly bui lding the market in North America. I n addi!on, this  provides  the Company an equity pos i!on in B I O,

post the comple!on of i ts  ini!al  funding round for no cash cons idera!on. B I O  has  a lready paid a  non-refundable upfront

fee of US 100,000 for i ts  120-day exclus ivi ty period during the M O U, in addi!on to the US 300,000 upfront royalty payment

now received.

 

*Source:

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9768892/#:~:text=As%20of%202020%2C%20LCS%2DLDCT,only%201.0%25%20%5B6%5D

 

Further Information

 

Cizzle's  vis ion is  to meet the chal lenges  of early lung cancer detec!on, reduce premature cancer deaths, improve survival

rates  and increase qual i ty of l i fe for cancer pa!ents  by helping detect cancer as  early as  poss ible through a s imple blood

test.

 

I t i s  widely cons idered that to beat cancer,early detec!on and diagnosis isarguablythe s ingle most important and

impacMul  objec!ve, withpa!ents  diagnosed early having the best chance of cura!ve treatment and long-term survival ,

reducing patient stress  and improving healthcare economic performance.

 

By focuss ing on the systema!c development and commercial isa!on of novel  and proprietary cl inical  diagnos!c tests  for

the early detec!on of cancer, par!cularly where there is  an unmet cl inical  need, the Company now has  a  plaMorm

technology based on the abi l i ty to detect a  stable plasma biomarker, a  variant of C I Z1 known as  C I Z1B. C I Z1 is  a  natural ly

occurring cel l  nuclear protein involved in D NA repl ica!on, and the targeted C I Z1B variant i s  highly correlated with early-

stage lung cancer.

 

The Company bel ieves  this  pivotal  phase to accelerate the development, regulatory approval  and launch of i ts  biomarker

diagnos!c tests  in North America through the establ ishment of an independently financed and local ly managed bus iness  is

the appropriate route to take. 

 

B I O, guided by Bi l l  Behnke, a  veteran healthcare execu!ve, ac!vely cul!vates  strategic partnerships  across  the healthcare

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9768892/#:~:text=As of 2020%2C LCS-LDCT,only 1.0%25 %5B6%5D


BI O, guided by Bi l l  Behnke, a  veteran healthcare execu!ve, ac!vely cul!vates  strategic partnerships  across  the healthcare

spectrum-from cancer centers  to insurance companies . These rela!onships  enhance the reach and effec!veness  of our

diagnostic solutions, ensuring they benefi t a  wide and diverse patient population.

 

Commenting, Allan Syms, Executive Chairman of Cizzle Biotechnology, said:

 
"The A greement with C izzle Bio is the cri�cal first step in the Company's global licensing and partnership strategy to bring our

non-invasive, cost effec�ve, C IZ1B biomarker lung cancer blood test to market in 2025. The structure of the A greement aligns

both par�es to create value for all the stakeholders and fulfils the Company's overarching vision to saving lives. We are

delighted to have teamed up with a highly experienced team bringing clinical excellence and capability, as well as financial

capacity to build a material business in North A merica. Working with the B IO  team will secure significant guaranteed minimum

and ongoing licensing revenue for the Company as well as free equity par�cipa�on in B IO, allowing the Company to fund

expansion in other regions using the same partnership model and focus on the development plans for a point of care test

further enhancing the Company's value."

 

Bill Behnke, CEO of BIO, commented:

"Another very important milestone achieved in our �reless efforts to screen pa�ents early and save
lives.  Cizzle Bio Inc is excited about commercializing all the wonderful research work that our UK
partners have progressed over the years in lung cancer. Cizzle Bio, through our vast network in the USA
is in discussions with mul�ple hospitals, cancer centers, advocacy associa�ons, pulmonary cri�cal care
and primary care physician groups and screening programs. Our mission is clear, to screen as many
pa�ents as we can out of the 14.2 million recommended by the US Preventa�ve Services Task Force
that should be tested for lung cancer each year, resul�ng in saving millions of lives and increasing the
5.5% of people currently being test to a much more robust number."
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About Cizzle Biotechnology

Cizzle is  developing a  blood test to help in the early detec!on of lung cancer. Based on the pioneering work of P rofessor

Coverley and col leagues, at the Univers i ty of York, on a natural ly occurring cel l  nuclear protein involved in D NA repl ica!on

cal led C I Z1, they discovered that a  variant cal led C I Z1B is  highly associated with the presence of early-stage cancer. The

company has  now entered into commercial  royalty bearing l icens ing agreements  and col labora!ons with leading centres

of excel lence in cancer for the use of i ts  proprietary technology as  part of i ts  strategy to bring i ts  non-intrus ive, cost-

effective blood test to market. Cizzle was  admitted to the Standard segment of the main market of the London Stock Exchange

in May 2021. 

 
For more information, please see https://cizzlebiotechnology.com

You can also fol low the Company through i ts  twitter account @CizzlePlc and on LinkedIn.

About Cizzle Bio Inc

Cizzle Bio I nc, a  company registered in Texas  USA, stands  at the forefront of biotechnological  innova!on, dedicated to

revolu!onizing the detec!on of lung cancer through groundbreaking diagnos!c tools . W ith exclus ive rights  to detect the

C I Z1B Biomarker in the USA and Canada, we are driven by a  commitment to improve early cancer detec!on and enhance

patient outcomes.

 

https://cizzlebiotechnology.com
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