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Polarean Imaging (POLX.L): Acceptance of NDA by the US FDA

Share price: 75p; Market capitalisation: £121.4m

Polarean Imaging, the developer of a drug-device combination for lung imaging, announced that the US Food and Drug
Administration (FDA) has accepted the Group’s New Drug Application (NDA) for its drug-device system.

The NDA concerns marketing approval for the clinical use of hyperpolarised 129Xenon gas to evaluate pulmonary function
and to visualise the lung using MRI.

The NDA will progress under the FDA standard review timeline with a targeted PDUFA action date of 5 October 2021.

The Group also notes the planned retirement of Ken West, current Chief Operating Officer of the Company.

Mr West will transition to a Non-Executive Director position and will continue to be involved with the Company as a
consultant.

The acceptance of the NDA marks a further milestone towards the regulatory approval of the Group’s platform for clinical
use. Polarean submitted an NDA and request for Priority Review in October 2020 after the technology successfully met the primary
endpoints in Phase 3 trials which read out earlier in the year. Although the Group’s request for Priority Review was not accepted, the
Company is continuing its commercialisation plans as per its original timelines. With a regulatory approval decision expected by 5
October 2021, the Group has just over 9 months to finalise its commercialisation plans prior to the platform’s anticipated launch.
Within this period we expect the Group to continue to expand its installed base of polarisers for research use only. This should
increase awareness within the medical community regarding the use of the technology and support a successful clinical launch.

*SP Angel acts as Nomad and Broker to Polarean. One of the authoring analysts has an interest in Polarean shares 
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Disclaimer: Non-Independent Research

This note has been issued by SP Angel Corporate Finance LLP ("SP Angel") in order to promote its investment services and is a
marketing communication for the purposes of the European Markets in Financial Instruments Directive (MiFID) and FCA's Rules. It
has not been prepared in accordance with the legal requirements designed to promote the independence or objectivity of investment
research and is not subject to any prohibition on dealing ahead of its dissemination.



SP Angel considers this note to be an acceptable minor non-monetary benefit as defined by the FCA which may be received without
charge.  In summary, this is because the content is either considered to be commissioned by SP Angel's clients as part our advisory
services to them or is short-term market commentary.  Commissioned research may from time to time include thematic and macro
pieces.  For further information on this and other important disclosures please the Legal and Regulatory Notices section of our
website Legal and Regulatory Notices  

While prepared in good faith and based upon sources believed to be reliable SP Angel does not make any guarantee,
representation or warranty, (either express or implied), as to the factual accuracy, completeness, or sufficiency of information
contained herein.

The value of investments referenced herein may go up or down and past performance is not necessarily a guide to future
performance. Where investment is made in currencies other than the base currency of the investment, movements in exchange
rates will have an effect on the value, either favourable or unfavourable. Securities issued in emerging markets are typically subject
to greater volatility and risk of loss.

The investments discussed in this note may not be suitable for all investors and the note does not take into account the investment
objectives and policies, financial position or portfolio composition of any recipient. Investors must make their own investment
decisions based upon their own financial objectives, resources and appetite for risk.  

This note is confidential and is being supplied to you solely for your information. It may not be reproduced, redistributed or passed
on, directly or indirectly, to any other person or published in whole or in part, for any purpose. If this note has been sent to you by a
party other than SPA the original contents may have been altered or comments may have been added.  SP Angel is not responsible
for any such amendments. 

Neither the information nor the opinions expressed herein constitute, or are to be construed as, an offer or invitation or other
solicitation or recommendation to buy or sell investments. Opinions and estimates included in this note are subject to change
without notice. This information is for the sole use of Eligible Counterparties and Professional Customers and is not intended for
Retail Clients, as defined by the rules of the Financial Conduct Authority ("FCA").

Publication of this note does not imply future production of notes covering the same issuer(s) or subject matter.

SP Angel, its partners, officers and or employees may own or have positions in any investment(s) mentioned herein or related
thereto and may, from time to time add to, or dispose of, any such investment(s).

SPA has put in place a number of measures to avoid or manage conflicts of interest with regard to the preparation and distribution of
research. These include (i) physical, virtual and procedural information barriers (ii) a prohibition on personal account dealing by
analysts and (iii) measures to ensure that recipients and persons wishing to access the research receive/are able to access the
research at the same time.

SP Angel Corporate Finance LLP is a company registered in England and Wales with company number OC317049 and whose
registered office address is Prince Frederick House, 35-39 Maddox Street, London W1S 2PP.  SP Angel Corporate Finance LLP is
authorised and regulated by the Financial Conduct Authority whose address is 12 Endeavour Square, London E20 1JN.

Recommendations are based on a 12-month time horizon as follows:

Buy - Expected return >15%

Hold - Expected return range -15% to +15%

Sell - Expected return < 15%
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