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[ERMN] 2014 i, Imagio™ breast imaging system % CE Marking % B(f5

GMDN

Name Breast optoacoustic/ultrasound imaging system

Definition A mobile assembly of mains electricity (AC—powered) devices intended
for breast imaging and breast vasculature analysis using a
combination of optoacoustic (photoacoustic) and ultrasound imaging
techniques. It includes a processing unit with monitor, controls,
and integrated software, and a dedicated laser—emitting
extracorporeal ultrasound transducer. Pulsed near—infrared laser
light of various wavelengths is emitted and provides acoustic
feedback (photoacoustic effect) for determination of relative blood

oxygen saturation of breast angiogenic vasculature; this image data

is combined with the acquired ultrasound images for location and




differentiation of benign and malignhant breast lesions.

Code 61018
Status Active
Created Date | 24 Apr 2014

[HEK] ASE 24 - 727
1 NSRBI 220

+ 2012 4£2~2015 4£ PIONEER-0 Study
https://clinicaltrials. gov/ct2/show/NCT01943916

- 2015 #-~2016 4£ MAESTRO Study

- 2019 4E|Z, LM pulse-Doppler US Imaging %E@E C. 510k % Hufs,
https://www. accessdata. fda. gov/cdrh_docs/pdf18/K182628. pdf

B GARER

PZIWTIZI6)1F C FDA @ PMA HEEE D 726D Ol R ER 2 F0 L, 2021

https://clinicaltrials. gov/ct2/show/NCT02364388

1D Status Study Title Conditions

NCT04030104 Completed | Optoacoustic Images Versus Imagio® Breast
Ul trasound Cancer

NCT03845907 Suspended | Clinical Evaluation of Opto—Acoustic Image | Breast
Quality With the GenlB Duplex Probe in Cancer
Breast Applications

NCT03032198 Suspended | “Clinical Evaluation of Opto—Acoustic Feasibility
Tomography for Detection and Diagnostic Study for
Differentiation of Thyroid Nodules” Thyroid

Indication

NCT02364388 Completed | IMAging With Opto—acoustics to downgradE Breast
BI-RADS claSsificaTion Relative tO Other Cancer
Diagnostic Methodologies (MAESTRO)

NCT01943916 Completed | The PIONEER-0 Study of the Imagio Breast Breast
Imaging System Cancer




BEEPR SUBEZE (2015 4E RSNA FE 1 V) )
Purpose
- NHEEWA A —T 71X Breast ME I BB D specificity Zn] _ER[EED ?
Materials & Methods

-  Imagio (class 3b laser)
- Hand-held breast probe with laser (757nm, 1064nm)
— Real-time 2D imaging
— 1 gray scale & 5 OA maps
v Short wave, long wave
v" 0A relative, OA combined, OA total
— 102 masses from 100 patient
Results
— Using 0A, readers had 97.6% sensitivity and 44. 4% specificity
— Readers were able to downgrade
v 4a—3 or 2 53%
v 4b—3 04 2 33%
v’ 3 —2 33%
Conclusions
— BR3, 4a and 4b could be downgraded to BR3 or 2 by using OA with the aid
of nomograms.

— Potentially decrease false positives and decrease negative biopsies

(OiThera Medical GmbH ; Munich, DE
W B R
[ERM] » 2019 FF1Z, MSOT Acuity optoacoustic imaging system @ CE Marking % Huf5:

https://www. ithera—medical. com/ce—mark

GMDN
Name A
Created Date May 2019

[tV 7]
s [EEMES & L CORRER] £ DD ORI R Y
72567200,
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[1] https://senomedical. com/clinical/opto—acoustic—advantages/

[2] Asao Y, Hashizume Y, Suita T, et al.: Photoacoustic mammography capable of
simultaneously acquiring photoacoustic and ultrasound images. J Biomed Opt. 2016;
21(11): 1160009.

[3] Lin L, Hu P, Shi J, et al.: Single-breath-hold photoacoustic computed tomography
of the breast. Nat Commun. 2018; 9:2352

[4] Matsumoto Y, Asao Y, Sekiguchi H, et al.: Visualising peripheral arterioles and

venules through high-resolution and large—area photoacoustic imaging. Sci Rep. 2018;
8(1): 14930.

[5]0ptoacoustic imaging of the breast: correlation with histopathology and

histopathologic biomarkers Gisela L. et al, European Radiology 29, 6728-6740(2019)
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