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Support for accelerated USFDA approval of TechnegasTM  

to lower risk of Covid-19 spread within frontline US healthcare workers 
 
 

Cyclopharm Limited (ASX: CYC) (“Cyclopharm” or “the Company”) notes the publication by 
the US based Society of Nuclear Medicine and Molecular Imaging (SNMMI) of a letter to the 
US Food and Drug Administration, dated 18 January 2021 and published on their website on 
21 January 2021.  

With over 16,000 members, the SNMMI is the peak scientific and professional organization 
located in the United States that promotes the science, technology and practical application 
of nuclear medicine and molecular imaging. The letter requests a fast tracked (expedited) 
approval of TechnegasTM for use in the USA, in order to reduce the risk of SARS-CoV-2 
transmission from patients to frontline healthcare workers.  

A copy of this letter is attached. 

This letter follows the Company’s announcement dated 15 September 2020 that its clinical 
trial of TechnegasTM for the purpose of supporting its New Drug Application with the USFDA 
had successfully met it primary endpoint.  As a result of this announcement, the Company 
was in a position to move to final approval for sales of TechnegasTM into the US market, subject 
to any final information requests and site inspections required by the USFDA.  

The letter, authored by Alan Packard, SNMMI President and Tina Buehner, SNMMI-TS 
President, notes that when compared to currently available radioactive xenon and radioactive 
aerosolized particles, TechnegasTM is safer to utilize by nuclear medicine and molecular 
imaging technologists during the COVID-19 pandemic. 

In response to this letter, and consistent with announcements it has previously made, 
Cyclopharm confirms the Company has received a USFDA’s Approval to File Determination 
that includes the standard review period.  Further, the USFDA has confirmed they will conduct 
an onsite pre-approval audit of the Company’s manufacturing facility during the week 
commencing 29 March 2021.   

Cyclopharm Managing Director and CEO Mr. James McBrayer said “The Company remains in 
active and co-operative dialogue with the USFDA regarding its approval processes and we are 
grateful for the support we have received from the US nuclear medicine and molecular 
imaging community as we work towards approval to bring TechnegasTM to the US market. We 



 

understand the urgency behind the SNMMI’s request for an expedited approval of the use of 
TechnegasTM in the USA and will continue to work proactively with the USFDA.”    

Should circumstances arise that allow for an accelerated entry of TechnegasTM into the USA 
market the Company will inform the market in accordance with its disclosure obligations.  

Notwithstanding, Cyclopharm believes the SNMMI letter supports its expectation that 
TechnegasTM will be rapidly adopted within the USA market following its approval to enter 
that market. 

[ENDS] 

 
This ASX announcement was approved and authorised for release by James McBrayer, Managing 
Director, CEO and Company Secretary. 
 
For more information, please refer to our website at www.cyclopharm.com or contact:  
Mr James McBrayer  
Managing Director, CEO and Company Secretary  
Cyclopharm Limited  
T: +61 (02) 9541 0411  
 
Cyclopharm Limited  
Cyclopharm is an ASX Listed radiopharmaceutical company servicing the global medical community. The Company’s mission is to 
provide nuclear medicine and other clinicians with the ability to improve patient care outcomes. Cyclopharm achieves this 
objective primarily through the provision of its core radiopharmaceutical product, TechnegasTM used in functional lung ventilation 
imaging.  
 
TechnegasTM  
The TechnegasTM technology is a structured ultra-fine dispersion of radioactive labelled carbon, produced by using dried 
Technetium-99m in a carbon crucible, micro furnaced for a few seconds at around 2,700o C. The resultant gas like substance is 
inhaled by the patient (lung ventilation) via a breathing apparatus, which then allows multiple views and tomography imaging 
under a gamma or single photon emission computed tomography (SPECT) camera for evaluating functional ventilation imaging. 
Historically used in the diagnosis of pulmonary embolism, TechnegasTM, together with advancements in complementary 
technology to multimodality imaging and analytical software, is being used in other disease states to include COPD, asthma, 
pulmonary hypertension and certain interventional applications to include lobectomies in lung cancer and lung volume reduction 
surgery.  
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