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Polarean Imaging Plc
("Polarean" or the "Company")

 
FDA submission to expand minimum age for XENOVIEW™

 
Polarean I maging plc (AI M: P O LX ), a  commercial -stage medical  device leader in advanced Magne"c Resonance I maging
("M R I ") of lung func"on, announces  that i t has  submi'ed a New Drug Appl ica"on ("NDA") supplement to the US Food and
Drug Administra"on ("F DA"), to a l low the administra"on of X ENOVI EW ™ to paediatric pa"ents  aged s ix years  and older.
This  supplement includes  updates to the H PX  Polarisa"on Measurement Sta"on and new X ENOVI EW™ Dose Del ivery Bag
s izes .
 
Currently X ENOVI EW ™, prepared from the Xenon Xe 129 Gas  Blend, i s  a  hyperpolarised contrast agent indicated for use
with magne"c resonance imaging (M R I ) for evalua"on of lung ven"la"on in adults  and paediatric pa"ents  aged 12 years
and older.
 
Christopher von Jako, Ph.D, Chief Execu&ve O fficer of Polarean, said: "I am pleased to have submi�ed our NDA  supplement to
the F DA  to expand the minimum age of X ENOVIEW™ to paediatric pa#ents six years and older. If granted, this will allow our
technology to help even more children with chronic lung condi#ons and their clinicians, allowing for be�er management of
their disease. I look forward to further updating the market in due course."
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About Polarean
 
Polarean is  a  revenue-genera"ng medical  imaging technology company revolu"onis ing pulmonary medicine through direct
visual isa"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"mise
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
hyperpolarisa"on science and has  successful ly developed the first and only hyperpolarised 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  hyperpolarisa"on
system, as  wel l  as  soKware 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  commi'ed 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.
 
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 
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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 ful l  prescribing information at www.XENOVIEW.net
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