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Polarean Imaging Plc

("Polarean" or the "Company")

 
2024 Polarean Strategy Update

 

Polarean I maging plc (AI M: P O LX ), a  commercial -stage medical  device leader in advanced magne!c resonance imaging

("MRI") of the lungs, provides  an update on the Company's  plans  for 2024.

 

Company Update

·    The Company con!nues to make substan!al  progress  toward the implementa!on of the five-pi l lar growth strategy

outl ined in i ts  hal f-year report.

o  Drive u�lisa�on: W hen new medical  devices  are introduced, hospital  phys icians  need to be educated on

their benefits  in order to drive u!l isa!on. The Polarean commercial  team has  been regularly vis i!ng the

Company's  ini!al  two cl inical  s i tes , C incinna! Chi ldren's  Hospital  Medical  Center and the Univers i ty of

Missouri  Health Care, educa!ng pulmonologists  and radiologists  on the benefits  of the X ENOVI EW ™

technology. The number of scans  at these s i tes  has  been steadi ly increas ing.

o  Grow user base: Hospital  acquis i!on of capital  equipment is  a  notorious ly lengthy process , with an

average !me from introduc!on to sales  clos ing of between 18 to 24 months. The Company has  been

ac!vely naviga!ng obstacles  to trans i!on mul!ple research s i tes  to cl inical  s tatus , a longs ide

engagement of new s i tes  to introduce the Polarean pulmonary func!onal  M R I  technology as  a  solu!on to

their unmet diagnos!c needs. Both exis!ng customers  and poten!al  cl ients  are becoming increas ingly

aware of the technology's  value in lung ven!la!on diagnos!cs  as  wel l  as  i ts  s ignificant future growth

opportunities  in gas  exchange and cardiopulmonary appl ications.

o  Broaden reimbursement coverage: I n adop!ng new diagnos!c technologies , US-based hospitals  look

careful ly at the return on investment, driven by the reimbursement rates  of private and government

insurers . Fol lowing the Centers  for Medicare & Medicaid Services  issuance of the reimbursement code for

X ENOVI EW  scans  and the associated reimbursement rate of between $1,201 and $1,300 in O ctober 2023,

hospitals  are steadi ly recognis ing the economic benefits  of integra!ng the X ENOVI EW  technology into the

cl inical  care pathway for pa!ents  with lung disease. Medicare (the U.S. government-funded health

insurance for people aged 65 and older) coverage is  important in the elderly popula!on suffering from

chronic lung diseases  that X ENOVI EW  is  ta i lored to address . Polarean has  further confirmed evidence

that the ini!al  cl inical  s i tes  have aCained reimbursement by both private insurers  and Medicaid (the U.S.

government-funded programme providing health coverage to low-income individuals  and fami l ies). The

Company is  working to broaden reimbursement coverage with addi!onal  private U.S. health insurers  to

strengthen the value proposition for the adoption of XENOVIEW.

o  Expand total addressable market: I n i ts  ini!al  regulatory approval , the F DA outl ined specific requirements

to expand the approved pa!ent age range for X ENOVI EW  from twelve to s ix years  old, marking a

s ignificant mi lestone in the product's  access ibi l i ty to younger pa!ents .  The Company has  made notable

progress  in meeting these FDA requirements . Additional ly, the Company is  incorporating ins ights  gathered

from the O ctober 2023 F DA mee!ng to support a  development plan for the approval  of new indica!ons to

include gas  exchange and cardiopulmonary appl ica!ons. W ith X ENOVI EW 's  safety demonstrated in the

prior P hase 3 cl inical  tria ls  combined with over a  decade of research and publ ica!ons on gas  exchange

and cardiopulmonary appl ica!ons, the Company is  confident that a  forthcoming cl inical  tria l  required to

expand the indications  for XENOVIEW has  been cons iderably de-risked.

o  Further develop partnerships: The Company's  exis!ng strategic partners  P hi l ips  (a  leading M R I  company),

VI DA (a  leading cl inical  lung imaging intel l igence company), and NUK EM I sotopes  (a  leading medical

stable isotope suppl ier), remain involved and instrumental  in helping advance the X ENOVI EW  technology.

Addi!onal ly, Polarean has  been ac!vely engaging mul!ple pharmaceu!cal  ("P harma") and medical



technology ("MedTech") companies  to increase awareness  and adop!on of the Polarean technology.

Currently, cl inical tria ls .gov l i s ts  numerous cl inical  tria ls  underway that u!l ize Xenon M R I  technology to

evaluate the effec!veness  of exis!ng and new pharmaceu!cal  treatments .  I n January 2024, the Company

par!cipated in the annual  Xenon-129 M R I  C l inical  Tria ls  Consor!um Mee!ng.  This  mee!ng also brought

together other representa!ves  from the P harma and MedTech sectors , l ike GE HealthCare, Genentech,

Phi l ips , and Siemens, to share ins ights  and advancements  of Xenon MRI.

·    The Company remains  commiCed to for!fying i ts  intel lectual  property porJol io to further consol idate i ts  pos i!on

as  a  market leader. Alongs ide exis!ng patents  preda!ng 2023, the Company has  recently secured two new patents ,

one in the US and the other in Japan. This  development ensures  the extens ion of Polarean's  patent protec!on from

2032 and beyond, bolstering i ts  compe!!ve advantage. Moreover, the Company currently has  over 15+ patent

appl ications  pending, underl ining i ts  dedication to innovation and future growth.

·    I n August 2023, the Company implemented strict cost control  measures. These measures  resulted in a  cash balance

of $6.1m on 31 December 2023 (unaudited), extending the cash runway into October 2024 (previous ly June 2024).

·    For the Company to con!nue to make commercial  and strategic progress , addi!onal  financing wi l l  be required as

set forth below.

 

Commercial and Strategy Update

 

Financing Plan

·    To achieve the commercial  targets  below, the Company wi l l  need access  to additional  capital .

·    The Company is  exploring the appropriate financing options, with an anticipated launch in Q2-2024

o  Assuming a minimum financing of $10m, NUK EM I sotopes  intends to commit $2.5m and Bracco intends to

commit $2.0m to a  prospective fundraise in the future

o  The Company has  obtained advanced assurance from His  Majesty's  Revenue & Customs (H M RC) to confirm

£2.5m ($3.1m) of Enterprise Investment Scheme avai labi l i ty

·    A minimum of $10m in financing would al low the Company to:

o  Expand and develop the sales  team to achieve meaningful  commercial  traction

o  Final ise the FDA plan for the anticipated gas  exchange tria l

o  Further develop strategic relationships

o  Fund the Company into Q1-2026

·    The Company is  s!l l  in discuss ions  with NUK EM I sotopes  and Bracco about the terms and condi!ons of this

poten!al  financing opportunity. There can be no certainty that a  financing wi l l  take place this  year nor as  to the

terms and conditions  of any such financing. A further announcement wi l l  be made in due course.

·    Any financing agreement with NUKEM Isotopes  would consti tute a  related party transaction.

·    Future financing and/or strategic rela!onships  are needed to fund the future F DA cl inical  tria l  and grow the

Company to profi tabi l i ty

o  Profi tabi l i ty projected for late 2027, post-gas  exchange FDA approval

o  Total  of $30m to $35m, inclus ive of money raised in the an!cipated 2024 financing, from investment and

strategic deals  needed to fund the Company to profi tabi l i ty, investment focused on:

§ Resources  to enhance and accelerate commercial isation efforts

§ P roduct development, including the F DA P hase I I I  cl inical  tria l  to drive the commercial isa!on of the

gas  exchange label  expansion and continuous improvement of the system

 

Commercial Plan

·    Given the progress  on the five-pi l lar growth strategy outl ined above, the Company is  poised to achieve the fol lowing

commercial  targets :

o  End of 2024

§ Total  instal led cl inical  base of five to seven systems

§ Sites  performing three to four scans  per week, which poten!al ly enables  s i tes  to earn a pos i!ve

return on investment on the Polarean technology

§ Revenue of $2m to $3m, as  compared to less  than $1m (unaudited) in 2023

o  End of 2025 

§ Total  instal led cl inical  base of 12 to 14 systems

§ Sites  performing five to s ix scans  per week

§ Revenue of $5m to $6m

o  2026 through 2028

§ Profi table at $25m to $30m revenue (post-gas  exchange FDA approval )

§ 2028 projected revenue of $35m to $40m

§ Total  instal led cl inical  base of 60 to 70 systems at end of 2028



§ Sites  performing over 10 scans  per week in 2028

 

Christopher von Jako, Ph.D., C EO  of Polarean, said: "We have made important headway in 2023, and we an�cipate this

posi�ve momentum to con�nue into 2024 and beyond. C linicians and healthcare providers in the U.S . are increasingly

recognising the poten�al of our technology in aiding disease characterisa�on, providing visual and quan�ta�ve assessments of

response to therapy, and guiding interven�ons for various challenging lung diseases . We are confident in our abili�es to

execute this plan, and additional financing will enable us to meet our milestones effectively.

 

"I extend my gra�tude to our strategic investors, loyal customers, and the outstanding Polarean team for their unwavering

support. Together, we look forward to a positive 2024."

 

Daniel P lumpe, Managing Director of N UKEM Isotopes,said: "We are very excited to see such a posi�ve update from Polarean.

O ur faith in the Polarean team is evident as we recently increased our investment to over 10%, making us the largest

shareholder in the Company. We have a long-standing rela�onship with Polarean as a provider of their xenon-129 gas, a

cri�cal component of the Company's pulmonary func�onal M R I product, and we look forward to seeing con�nued progress as

they look to increase their number of sites."

 

Fulvio Renoldi Bracco, Bracco Imaging CEO said: "A s a significant shareholder in Polarean, it is encouraging to see the work that

has been done to date, and the focus the Company has had and con�nues to have on delivering value. We remain a strong

supporter of the business and truly believe in the technology and the value it brings to patients."

 

This announcement contains inside informa�on for the purposes of A r�cle 7 of Regula�on (EU) 596/2014, as it forms part of

domestic law by virtue of the European Union (Withdrawal) Act 2018.
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About Polarean
 
Polarean is  a  revenue-genera!ng medical  imaging technology company revolu!onizing pulmonary medicine through direct

visual iza!on of lung func!on by introducing the power and safety of M R I  to the respiratory healthcare community. This

community is  in desperate need of modern solu!ons to accurately assess  lung func!on. The Company strives  to op!mize

lung health and prevent avoidable loss  by i l lumina!ng hidden disease, address ing the global  unmet medical  needs  of more

than 500 mi l l ion pa!ents  worldwide suffering from chronic respiratory disease. Polarean is  a  leader in the field of

hyperpolariza!on science and has  successful ly developed the first and only hyperpolarized Xenon M R I  inhaled contrast

agent, X ENOVI EW ™, which is  now F DA-approved in the United States . Polarean is  dedicated to researching, developing, and

commercial is ing innova!ve imaging solu!ons with i ts  non-invas ive and radia!on-free pulmonary func!onal  M R I

plaJorm. This  comprehensive drug-device plaJorm encompasses  the proprietary Xenon gas  blend, gas  hyperpolariza!on

system, as  wel l  as  soRware and accessories , faci l i ta!ng ful ly integrated modern respiratory imaging opera!ons. Founded

in 2012, with offices in Durham, NC, and London, United K ingdom, Polarean is  commiCed to increas ing global  awareness  of

and broad access  to i ts  X ENOVI EW  M R I  technology plaJorm. For the latest news and informa!on about Polarean, please

vis i t www.polarean.com.

 

XENOVIEW IMPORTANT SAFETY INFORMATION
 
Indication

X ENOVI EW ™, prepared from the Xenon Xe 129 Gas  Blend, i s  a  hyperpolarized contrast agent indicated for use with

magne!c resonance imaging (M R I ) for evalua!on of lung ven!la!on in adults  and pediatric pa!ents  aged 12 years  and

older.

 

Limitations of Use

XENOVIEW has  not been evaluated for use with lung perfus ion imaging.

 

http://www.polarean-ir.com
http://www.polarean.com


 

CONTRAINDICATIONS

None.

 

Warnings and Precautions

Risk of Decreased I mage Q ual i ty from Supplemental  Oxygen: Supplemental  oxygen administered s imultaneously with

X ENOVI EW  inhala!on can cause degrada!on of image qual i ty. For pa!ents  on supplemental  oxygen, withhold oxygen

inhala!on for two breaths  prior to X ENOVI EW  inhala!on, and resume oxygen inhala!on immediately fol lowing the

imaging breath hold.

 

Risk of Trans ient Hypoxia: I nhala!on of an anoxic gas  such as  X ENOVI EW  may cause trans ient hypoxemia in suscep!ble

patients . Monitor a l l  patients  for oxygen desaturation and symptoms of hypoxemia and treat as  cl inical ly indicated.

 

Adverse Reactions

Adverse Reac!ons in Adult Pa!ents: The adverse reac!ons (> one pa!ent) in efficacy tria ls  were oropharyngeal  pain,

headache, and dizziness .  Adverse Reac!ons in Pediatric and Adolescent Pa!ents: I n publ ished l i terature in pediatric

pa!ents  aged 6 to 18, trans ient adverse reac!ons were reported: blood oxygen desatura!on, heart rate eleva!on,

numbness, !ngl ing, dizziness , and euphoria. I n at least one publ ished study of pediatric pa!ents  aged 6 to 18 years ,

trans ient decrease in SpO 2% and trans ient increase in heart rate was  reported fol lowing hyperpolarized xenon Xe 129

administration. XENOVIEW is  not approved for use in pediatric patients  less  than 12 years  of age.

 
Please see full prescribing information at www.xenoview.net
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