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Medicare Finalises Coverage for Molecular Risk-Stratification Testing of Indeterminate Lung Nodules

 
LungLi fe AI  (AI M: LLAI ), a  developer of cl inical  diagnos�c solu�ons for lung cancer, i s  pleased to note the publ ica�on of the
final ized Local  Coverage Determina�on (LC D) �tled "Molecular Biomarkers  for Risk Stra�fica�on of I ndeterminate
P ulmonary Nodules  Fol lowing Bronchoscopy" (L39654), i ssued by the Medicare Administra�ve Contractor (M AC) Noridian
Healthcare Solutions, LLC, which has  jurisdiction over LungLi fe's  Cal i fornia  laboratory. 
 
The Medicare coverage cri teria  are effec�ve for medical  insurance cla ims with dates  of service on or a7er September 22,
2024. This  enables  LungLi fe to apply for coverage under the LC D in order to receive payment from Medicare. This  i s  a  key
step towards  commercial isa�on for LungLi fe, having already received a bi l l ing code and establ ished a price of $2,030 per
LungLB® test.
 
The new Medicare coverage pol icy establ ishes  cri teria  for molecular tests  that a id in the diagnosis  of lung cancer in
pa�ents  with indeterminate pulmonary (lung) nodules . This  i s  crucia l  for healthcare providers  and pa�ents  as  se<ng out
the ci rcumstances  under which Medicare wi l l  pay for these services  removes a  fundamental  barrier to adop�on by
cl inicians.
 
Key points from the LCD include:
 

·    Coverage for molecular tests  to a id in the diagnosis  of lung cancer in pa�ents  with indeterminate pulmonary (lung)
nodules  who have a non-diagnos�c bronchoscopy, provided the other enumerated coverage cri teria  of the LC Ds
are satis fied.   

·    LungLi fe wi l l  be el igible to submit a  Technical  Assessment for LungLB® under this  LC D for post-bronchoscopy
indica�ons. Almost hal f1 of bronchoscopy biops ies  performed are not diagnos�c and thus  result in a  need for
fol low up ac�vi�es, accentua�ng the need for risk stra�fica�on tes�ng l ike LungLB ® in the post-bronchoscopy
setting governed by the LCD.

·    MolDX2 i s  currently cons idering addi�onal  evidence to expand the indica�ons for coverage to pre-bronchoscopy
risk stra�fica�on. This  provides  an addi�onal  opportunity for LungLi fe to seek coverage under a  poten�al
founda�onal  LC D i f they progress  with this . Al terna�vely, LungLi fe would be in a  pos i�on to seek an individual
coverage determination for this  area.

 
Fundamental components for commercialisation:
 
There are three fundamental  reimbursement components  for commercial isa�on of LungLB®: securing a  des ignated bi l l ing
code, establ ishing a  price, and obtaining coverage. We have made strong progress  across  each of these as  fol lows:
 

·    A unique bi l l ing code al lows LungLi fe to accurately bi l l  for and receive reimbursement from insurance payers ,
including Medicare and private insurers . LungLi fe was  ass igned CPT code 0317U in January 2022.

·    Medicare establ ished a national  price of $2,030 per test for LungLB®, effective in January 2023.
·    O btaining coverage from publ ic and private payers  is  the next crucia l  s tep for LungLi fe. Fol lowing the publ ica�on of

the LC D, we plan to submit a  Technical  Assessment for coverage under the LC D in order to receive payment from
Medicare. This  Founda�onal  LC D provides  a  clear pathway for LungLi fe to pursue Medicare coverage with Mol DX
and is  general ly less  time intens ive than obtaining a  new test speci fic LCD.

 
The ful l  publ ica�on of the LC D can be found here. Molecular Biomarkers  for Risk Stra�fica�on of I ndeterminate P ulmonary
Nodules  Fol lowing Bronchoscopy.
 
 
 
Commenting, Paul Pagano, Chief Executive Officer of LungLife, said:
"Having a  Local  Coverage Determina�on (LC D) for risk stra�fica�on tes�ng of indeterminate lung nodules  represents  a  key
opportunity for our company. I t enables  us  to progress  to the next stage of commercial isa�on by providing a  clear pathway
to make our innova�ve LungLB® test more access ible and reimbursable under Medicare. This  supports  our commitment to
enabl ing 80% of lung cancer to be detected early."
 
 
For further information please contact:
 
LungLife AI, Inc. www.lunglifeai.com
Paul  Pagano, CEO via investors@lunglifeai.com
David Anderson, CFO  
  
Investec Bank plc (Nominated Adviser & Broker) Tel: +44 (0)20 7597 5970
Virginia  Bul l  / Lydia Zychowska/ Sara Wal lace

Goodbody (Joint Broker) Tel: +44 (0) 20 3841 6202
Tom Nicholson / Cameron Duncan  
  
 
Notes

1.     https://www.ncbi .nlm.nih.gov/pmc/articles/PMC7729592/
2.     The MolDX Program was developed in 2011 to identify and establish coverage and reimbursement for molecular

https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=39654&ver=3&contractorName=all&contractorNumber=all&proposedStatus=all&sortBy=noticeStart&bc=10
https://www.lunglifeai.com/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7729592/


2.     The MolDX Program was developed in 2011 to identify and establish coverage and reimbursement for molecular
diagnostic tests.

 
About LungLife
LungLi fe AI  i s  a  developer of cl inical  diagnos�c solu�ons des igned to make a s ignificant impact in the early detec�on of
lung cancer, the deadl iest cancer global ly.  Us ing a  minimal ly invas ive blood draw, the Company's  LungLB® test i s  des igned
to del iver addi�onal  informa�on to cl inicians  who are evalua�ng indeterminate lung nodules . For more informa�on vis i t
www.lungl i feai .com
 
O ur P urpose is  to be a driving force in the early detec�on to lung cancer.  And our Vis ion is  to invert the 20:80 ra�o such
that in years  to come at least 80% of lung cancer is  detected early.
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