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[2] Global surveillance of trends in cancer survival 2000-14 (CONCORD-3): Analysis of individual
records for 37513025 patients diagnosed with one of 18 cancers from 322 population-based
registries in 71 countries.Lancet 2018 Mar 17; 391(10125):1023-1075
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[1] Palcic B, Garner DM, Beveridge J, et al. Increase of sensitivity of sputum cytology using high-resolution image
cytometry: field study results. Cytometry. 2002;50(3): 168-76.

[2] Hanna GB, Boshier PR, Markar SR, Romano A. Accuracy and Methodologic Challenges of Volatile Organic
Compound-Based Exhaled Breath Tests for Cancer Diagnosis: A Systematic Review and Meta-analysis. JAMA Oncol.
2019;5(1): e182815.

[3] Zheng H, Wu X, Yin J, et al. Clinical Applications of liquid biopsies for early lung cancer detection. Am J Cancer Res.

2019;9(12): 2567-2579.
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4 U.S. FOOD & DRUG 0192540 - Michael Garff

ADMINMISTRATION

iy ﬁ 2020££2H7H

Mh.hael G
Chief ()puatmg Officer

350 West 800 North, Suite 214
Salt Lake City, Utah B4103

Re: Q192540
Trade/Device Name: Prolung System
Received: December 11, 2019

Dear Michael Garff:

The Center for Devices and Radiological Health { CDRH) of the Food and Drug Administration (FDA) has
received the above submission requesting designation as a Breakthrough Device. The proposed indications
for use mcludes:

We are pleased to inform you that your

T

device and proposed indication for use meet ProLung, n

VWest 800 North, Suite 214,
satLaks Dly UT 84103, United States

the criteria and have been granted __Dretve SUAUEEC

designation as a Breakthrough Device. s

The Prolung Svstem is an adfunct diggnostic non-invasive compotalional bioconductance rest
indicated for use in patients who have had a prlmonary nodule with a size of Smm o Smm detected
it a campited tomography (CT) scan. The Prolumng System abds risk stratification of such patierts
Jor the presence of cancerous tissue in the lung. The Prolung Test provides a binary test reswlr.
Patients with an elevated Prolung Score have a high likelihood for lung cancer. Patients with a fow
Prolung Score have a low likelihood for tung cancer.

Prolung negative rest resull does not preclude the patient from having cancer. Patlents with
positive test are more likely to have cancer (PPV of 79%, NPV of 81%) and are recommended 1o
consult their Physician 1o consider a Biopsy for confirmation. ™

lasion by computed tomography.

We are pleased to inform yvou that vour device and proposed indication for use meet the criteria and have Pleﬂse refer to the FDA gllldance document entltled S b 0 e S i T8 L
been granted designation as a Breakthrough Device. Please refer to the FDA guidance document entitled " " TMa:ﬂlham‘:‘ﬂs:zﬁmuwimmmmyx
"Breakthrough Devices Program”, fior more information regarding the program, available at 1 1 " ‘,,f,g C,W,,,,,Duimm‘
N Dl e e T o Breakthrough Devices Program", for more information ety o et O B

. . Comcaen b o s b A i1
We recommend you review the FDA guidance document for the Breakthrough Devices Program referenced regardlng the prog‘ram, aVallable at
above for the available mechanisms for obtaining feedback from the Agency on device development for
designated breakthrough devices. When submitting any new requests, please reference Q192540. Any new . . Adkeeaby
submission should be provided as an eCopy, it should include the FDA reference number for this htt‘ps.// WWW .fda.gOV/medla/ 1 081 35/dOW

submission, and should be submitted to the following address:

Center for Devices and Radiological Health ﬁ‘ J E “'m *u 'J‘mﬁﬁ*u
IDE Document Control Center - W OB86-G609 SGS Belgium NV, Notified Body 1639
10903 MNew Hampshire Avenue I 1 I J L "-" I o ‘“"‘"""ﬁ"’.m’“‘l'""‘

3 4 145299 AR 2 3 1 s
Silver Spring, MD 209930002

You are reminded that as specified in Section 515B{gk 1) of the Federal Food, Drug, and Cosmetic Act, a AS\}Y = — A —
Breakthrough Device Designation does not change the requirements for ap proval of an application for an 1
Investigational Device Exemption under section 5200 g) or marketing authorizations under section 515(c), E I ‘ S, n I ‘I I LP

51k}, or S13(fi2) of the Food, Drug, and Cosmetic Act. Additionally, the information used to support a
premarket submission for a Breakthrough Device musi meet the requirements of valid scientific evidenoce (21

CFR 860.7). You are further advised that the granting of a Breakthrough Dewvice Designation does not B * ._I_| LY
guarantee that the application will ultimately be approved. E E [ 1 1&
j E o

If vou have any questions, please contact Dongbo Wang at 301 -796-4827 or Dongho. W anpiaifda hhs. gowv.

Sincerely. IESIFDARTIES G "SRIRELHR" | BRIt

Michael J. Ryan -5

Michael J. Ryan jZJE’JE7 |:|lu\ ' 1%175“3

Director
DHTIC: Division of ENT, Sleep Disordered
Breathing, Respiratory and

{)I;;n::ﬁl;ﬁiiliﬁtz‘;:ﬁﬂmlmu:_ Anesthesia, https://WWW.fd a .q OV/m ed ia/1 08 1 3 S—Fﬁ

Respiratory, ENT and Dental Devices
LS. Food & Drup Adminicraton Office of Product Evaluation and Quality

RN S Hampilon: Faspans. Center for Devices and Radiological Health
Siver Soring, MO 20992 E

£+ ProLung
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53.80% 87.31% 74.88% 93.21% B7.00% 80.86%
(14/221) (172/197) ( 313/418) ( 208/721) (132/187 ) (338/418)
AEEE B6.06% 80.71% 72.97% 93.21% 62.94% 78.90%
> (148/221) (15/187) ( 305/418 ) ( 208/721) (124/197) ( 330/418 )
WELE 02.49% 83.20% 66.99% 90.95% 54.97% 18.71%
(18/221) ( 1B4/197 ) ( 780/418 ) (201/221 (128/187 ) ( 329/418 )
BEE a1 47% 82.23% B9.14% 90.95% 54.47% 18.47%
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TES 80.07% 68.02% 77.03% 97.29% 13.81% 76.79%
(188/221) ( 134/197 ) (322/48) (205/221 ) ( 108/197 ) ( 32/418)
EE 654.98% 80.30% 72.20% 93.12% 62.64% 18.76%
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