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Presentation disclaimer
• The information contained in these slides (the "Presentation") does not constitute or form part of any offer, invitation, inducement or

commitment to, sell, issue, or any solicitation of any such offer or invitation to subscribe for, underwrite or buy, any shares in the Company

or any of its affiliates to any person in any jurisdiction, nor shall it nor any part of it, nor the fact of its distribution form the basis of, or be

relied on in connection with, or act as any inducement to enter into any contract or investment decision in relation thereto. It is for

information purposes only and merely provides an update on the Company.

• Accordingly, it has not been approved by an authorised person within the meaning of the Financial Services and Markets Act 2000 ("FSMA"). If any

person is in any doubt as to the contents of this Presentation, they should seek independent advice from a person who is authorised for the purposes of

FSMA and who specialises in advising in investments of this kind. The information contained in this document does not purport to cover all matters that

may be relevant for the purposes of considering whether or not to make any prospective investment and is not intended to provide, and should not be

relied upon, for accounting, legal or tax advice.

• The information contained in this Presentation has been prepared by and is the sole responsibility of the directors of Synairgen plc (the "Company").

• No reliance may be placed for any purpose whatsoever on the information contained in the Presentation or any assumptions made as to its

completeness, accuracy or fairness thereof, nor does the Company, or any of its existing or proposed members, directors, officers, employees, agents,

affiliates, representatives or advisers or any other person accept any obligation or responsibility to update, correct any inaccuracies in, or keep current

the information contained in this document. The information contained in the Presentation, which has not been independently verified, and may be

subject to further updating, revision and amendment and completion without notice.

• Certain statements in the Presentation are forward-looking statements, and the Presentation itself has been based upon a number of assumptions,

forecasts and projections of the Company which by their nature are forward looking. Forward-looking statements are typically identified by the use of

forward-looking terminology such as "believes", "expects", "may", "will", "could", "should", "intends", "estimates", "potential", "anticipate", "plans" or

"assumes" or similar expressions, or by discussions of strategy that involve risk and uncertainties. By their nature, forward-looking statements,

assumptions, forecasts and projections involve a number of risks and uncertainties, and in some cases are based on estimates and incomplete

information, that could cause actual results or events to differ materially from those expressed or implied by the forward-looking statements or by the

Presentation as a whole. These risks and uncertainties, and the impact they have on the assumptions, forecasts and projections contained in the

Presentation, could adversely affect the outcome and financial effects of the plans and events described herein.

• No undertaking, assurance, representation or warranty, express or implied, is made or given by or on behalf of the Company or any of its existing or

proposed members, agents, affiliates, representatives, advisers, employees or directors or any other person as to the accuracy, completeness or

fairness of the information or opinions contained in this document and no responsibility or liability is accepted by any such person for any loss however

arising from any use of, or reliance on, or in connection with, this Presentation or its contents or otherwise arising in connection therewith.

Notwithstanding this, nothing in this paragraph shall exclude liability for any such undertaking, assurance, representation or warranty made fraudulently.
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SNG001 being progressed rapidly as a 
potential treatment for COVID-19 patients
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• SNG001 is an inhaled, broad-spectrum antiviral IFN-β1a formulation which is 

delivered directly to the lower respiratory tract, stimulating the lungs’ immune 

defences

• Stage of development:
– Phase III (SPRINTER) being conducted by Synairgen

• Approaching 80% enrolled

• Topline data expected in early 2022

– Phase II (ACTIV-2) in the home setting being conducted by the US NIH

• Potential availability in 2022 conditional upon:
– Positive data from SPRINTER

– COVID-19 hospitalisation rate remaining a concern 

– Regulatory approval, potentially under an EUA in the US, BLA and MAAs to follow

• Synairgen scaling up manufacturing capability and ‘in-market’ infrastructure
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Multiple potential applications for 
SNG001

• COVID-19 patients recently admitted to hospital

– >10,000 patients/day being hospitalised per day due to COVID-19 in the US 

alone

• Pandemic preparedness

• As a broad-spectrum antiviral for any patient admitted to hospital due to a 

severe viral lung infection 

– Year round usage (mostly winters)

– Multiple patient types

– Multiple causative viruses
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Production of IFN-β by cells drives antiviral 
activity, preventing infection and virus 

replication
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Proteins made by viruses can lead to a 
suppression of IFN-β production 
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Inhaled IFN-β designed to restore or boost 
antiviral activity in the lungs
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Growing body of evidence supporting rationale to 
assess SNG001 in COVID-19 patients
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Growing body of evidence supporting rationale to 
assess SNG001 in COVID-19 patients
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Antiviral activity of SNG001 against SARS-
CoV-2 variants in a cell-based assay

– SNG001 demonstrates similar antiviral potency 

against different SARS-CoV-2 variants  
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Clinical trial progress in 
COVID-19 and 
preparations for success
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A randomised, double-blind, placebo-controlled, Phase III trial to determine the 

efficacy and safety of inhaled SNG001 for the treatment of patients hospitalised 

due to a confirmed SARS-CoV-2 infection

• 610 patients to be recruited (approaching 80% enrolment)

• 17 countries, >100 sites with new sites being added

• Core baseline data suggests similar to Phase II trial:

– Mean and median age ~51 years

– Mean and median duration of symptoms prior to initiation of treatment ~8 days

– Vaccination status 

• Amendment made in May to allow inclusion of vaccinated patients

• Since then (where approved) 25-30% of patients entering the trial are vaccinated

SPRINTER Phase III trial
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Preparations in 
anticipation of a 
successful outcome of 
SPRINTER trial
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EUA preparedness

• Expand Synairgen team

• Assuming a positive outcome from SPRINTER

– File for EUA in US (followed by BLA/MAA)

– Action in-market support services from 3rd party COVID-experienced vendors 

who will provide:

• Medical information for healthcare professionals

• Patient support services

• Pharmacovigilance/safety monitoring

• Distribution
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Increasing manufacturing capacity

• This will provide tens of thousands of treatment courses should an EUA be 

granted

• Multiple commercial scale drug substance batches have been completed by 

Akron 

• Multiple commercial scale batches of prefilled glass syringes have been 

filled by Catalent

• Commercial scale blow fill seal run with Woodstock Sterile Solutions is 

underway (formerly a Catalent site)

• Potential to increase capacity to ~100,000 treatment courses per month.

– Government support required to accomplish this larger scale of manufacturing 

operation
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ACTIV-2 trial update

• ACTIV-2 is being conducted in the home setting

• US Government sponsored trial (conducted by the NIH) includes ~110 

COVID-19 patients dosed with SNG001 in the first part of the trial

• Data being reviewed, decision to progress into larger second part of trial 

awaited
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Relevant supporting 
clinical data generated 
in 2021
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Combined Hospital and Home cohorts from 
SG016 (placebo patients): 

Recovery to level 1 ‘no limitation of activities’ on the WHO Ordinal Scale 
is delayed in patients with marked or severe breathlessness
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Breathlessness score:

How much difficulty did you have breathing 

today? 

0 = None – unaware of any difficulty 

1 = Mild – noticeable when performing strenuous 

activity (e.g. running) 

2 = Moderate – noticeable even when performing 

light activity (e.g. bedmaking or carrying groceries) 

3 = Marked – noticeable when washing or dressing 

4 = Severe – almost constant, present even when 

resting 
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Combined Hospital and Home 
cohorts from SG016:  

Recovery to Level 1 on the WHO Ordinal Scale in patients with or without 
marked/severe breathlessness at start of treatment

Breathlessness score:

How much difficulty did you have breathing today? 

0 = None – unaware of any difficulty 

1 = Mild – noticeable when performing strenuous activity (e.g. running) 

2 = Moderate – noticeable even when performing light activity (e.g. 

bedmaking or carrying groceries) 

3 = Marked – noticeable when washing or dressing 

4 = Severe – almost constant, present even when resting 

Markedly or Severely breathless patients 

should be targeted for treatment with 

SNG001

Breathless patients scoring 3 or 4 receiving SNG001 

are more than 3 times as likely to recover than 

patients taking placebo. 

No significant difference in recovery rate between 

SNG001 and placebo in patients with 

breathlessness score of 0, 1, or 2.
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HR 3.41

(95% CI: 

1.47,7.94) p=0.004 

Recovery to level 1 on the WHO Ordinal Scale for 

patients with breathlessness <3 at start of treatment 
Recovery to level 1 on the WHO Ordinal Scale for 

patients with breathlessness ≥3 at start of treatment 
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Financial Summary



Financial highlights for the 6 months ended 
30 June 2021

• Loss before tax of £38.89 million (H1 2020: £5.07m loss)

– R&D expenditure of £36.91 million (HY 2020: £4.47m) as Synairgen advanced its 

Phase III clinical trial and scaled up its manufacturing activities

– Administrative expenses of £1.99 million (H1 2020: £0.60m) as Synairgen built 

up its management infrastructure and invested in pre-commercialisation activities

• R&D tax credits increased to £5.97 million from £1.11 million due to a scale 

up of qualifying activities

• Cash of £46.21 million (H1 2020: £10.88m)
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Conclusions

• Urgent need for a broad-spectrum antiviral to treat severe viral lung infections

– >10,000 hospitalisations per day in the US alone

• Increasing evidence underpinning the rationale to assess inhaled IFN-β for the 

treatment of COVID-19 patients

• Phase III SPRINTER trial expected to complete recruitment in November with 

topline data available early in 2022

• Positive data from SPRINTER to trigger:

– EUA submission in the US

– Distribution arrangements

– ‘In-market’ support for health care workers and patients provided by COVID-experienced 

suppliers

• Potential beyond COVID-19 for:

– Pandemic preparedness

– Broad-spectrum antiviral for patients hospitalised due to severe viral lung infections
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