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PRESCRIPTION USE STATEMENT

Federal law restricts this device to sale to or on the order of a physician. The use of this device is restricted to
those who receive the appropriate training.

INDICATION FOR USE STATEMENT

The SoftVue system is indicated as an adjunct to mammography for breast cancer screening in asymptomatic
women with dense breast parenchyma after confirmation that the breast density composition is BI-RADS ¢ or
d at the time of screening mammography. The device is intended to increase breast cancer detection in the
described patient population relative to mammography alone. The device is not intended to be used as a
replacement for screening mammography. The device can be used at the same visit as screening mammography
and SoftVue images are intended to be interpreted with the mammogram results of enhance screening.

CONTRAINDICATIONS, WARNINGS AND PRECAUTIONS
4.1  Contraindications
There are no known contraindications for the use of the SoftVue™ System.

4.2 Warning and Precautions

The warnings and precautions for the SoftVue™ System can be found in the User Manual.

CLINICAL STUDY SUMMARY

The Delphinus Pivotal Retrospective Reader Study (DMT-2019.002) [RRS3] was an analysis of radiologist
[Reader] image interpretation performance utilizing prospectively collected patient data obtained from an
independent multi-center Prospective Case Collection Registry (DMT-2015.001) [PCC Registry]. The patient
data utilized in RRS3 was collected from a total of six (6) PCC Registry clinical sites across the U.S. The
retrospective analysis performed is an observational case-controlled, multi-reader, multi case [MRMC]
Receiver Operating Characteristic (ROC) study involving 32 Readers who were MQSA qualified radiologists
with experience in breast image interpretation. The cases were comprised of bilateral digital mammography
[FFDM] and SoftVue (SV) screening imaging acquired from the same patient during the same screening
interval. There were one hundred and forty (140) cases sampled for the Pivotal RRS3 study from a pool of
7,439 asymptomatic female volunteers with BI-RADS ¢ or d breast density, of which thirty-six (36) were
proven by pathology to have breast cancer, five (5) were biopsy proven benign lesions, and ninety-nine (99)
were confirmed non-cancer after one year of follow-up with normal or negative bilateral mammographic
imaging.

The primary endpoint analysis was based on a comparison of a Reader's image assessment for a digital
screening mammogram alone (FFDM Alone) vs. the same Reader's image assessment for the same digital
screening mammogram paired with a screening SoftVue (SV) exam from the same patient (FFDM+SV). Using
the area under the ROC (AUC) averaged across Readers, performance with FFDM alone compared to
performance with FFDM + SV was evaluated as a primary objective, where calculation of AUC required that
the reader identify the correct breast laterality for malignant lesions. As a secondary objective, the sensitivity
and specificity for FFDM Alone vs. FFDM+SV was calculated and averaged across readers, also requiring
correct breast laterality of malignant lesions for sensitivity and a non-inferiority margin delta = 0.10 for
specificity. Additionally, in order to evaluate reader performance within a context relevant to how SoftVue is
intended to be used in actual clinical practice, a supportive analysis of both objectives was performed requiring
correct lesion localization within 1.5¢m of the cancer biopsy site for AUC and sensitivity. The cancer biopsy
site was determined as the area encompassing the locations mapped by a panel of three radiologists. The results
of the Pivotal RRS3 are summarized below and demonstrate the safety and effectiveness of SoftVue to enhance
the screening process in patients with dense breast to identify suspicious lesions that would benefit from further
diagnostic assessment for breast cancer.

Prior to participating as Readers in the Pivotal RRS, each reader completed Delphinus' SoftVue Radiologist
Training Curriculum. Equivalent training is required for prescription use of the device. Both trainings consist
of self-study video training modules with conceptual testing, as well as hands-on case review training delivered
by a physician experienced in SV image interpretation. A self-assessment test is administered to provide users

Page 2 of 10

750-00174 SoftVue Physician Labeling Rev. 0.04



SoftVue™ 3D Whole Breast Ultrasound Tomography System

Delphinus Medical Technologies, Inc. (SoftVue™)

with feedback on their SV interpretation performance after completing the training curriculum. No readers
were excluded based upon the self-assessment outcome. All readers scored above 80%.

During the Pivotal RRS3, each reader interpreted each of the one hundred and forty (140) cases in a unique
random order, blinded to the ground truth (cancer vs. non-cancer). For each case, a Reader first interpreted the
FFDM Alone, without access to the SV images, using commercially available equipment to display the medical
images in a setting that simulated standard practice. Suspicious findings (if any) were marked on the FFDM
images. A BI-RADS® assessment category was provided and a malignancy score between 1 and 100 was
assigned for FFDM Alone. Upon completing the FFDM alone interpretation, the Reader reviewed the SV exam
together with FFDM. Suspicious findings (if any) were marked on the FFDM and SV images, a BI-RADS®
assessment category was provided and a malignancy score between 1 and 100 was assigned for FFDM+SV.
The primary endpoint was the difference in the reader-averaged area under the ROC curve (AUC) between the
FFDM Alone reading and the FFDM+SV reading. A secondary endpoint was the Reader-averaged sensitivity
and specificity for FFDM+SV reading compared to FFDM Alone reading.

A complete summary of the RRS3 Endpoint Results is provided below.

5.1  Safety Results

Since this is a Retrospective Reader Study, the safety outcomes are restricted to the Interpreting
Physicians (Readers) or Principal Investigator (PI). There were no adverse events reported in these
individuals in the study.

5.2 Effectiveness Results

The analysis of effectiveness is based primarily on RRS3 which includes 140 cases with 36 cancers
and 104 non-cancers. Additional analyses are provided as supportive of the product’s Indications
for Use.

5.2.1  Primary Endpoint Results

The results were analyzed in accordance with the Statistical Analysis Plan and associated Supplement
to the Statistical Analysis Plans. MRMC RRS comparison of AUCs between FFDM only and FFDM
+ SV was performed using the standard parametric MRMC analysis of variance (ANOVA) method
of Obuchowski and Rockette (1995) to ensure generalization of the study results both to the
population of readers and the population of cases [5] and also with the non-parametric MRMC
analysis. We obtained the average AUC within each modality and its standard error, and the average
difference in AUC for (FFDM + SV) — FFDM only and its standard error. These were used to
compute corresponding two-sided 95% Cls for the average AUC within each modality and for their
difference quantifying precision in these estimates.

The analysis utilized the malignancy score specified by the readers, to develop the ROC curves.
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53 Results - RRS3

The results for the laterality-based Primary Endpoint analyses were analyzed in accordance with the
clinical study protocol and SAP.

The difference in ROC Curves between Mammography and SoftVue are averaged across the 32
Readers and is pictorially shown in Figure 1 as the average nonparametric ROC curves. These data
were used to calculate the difference in the curves using the statistical methods outlined in the SAP.
Figure 2 presents the comparison of AUC for individual readers comparing FFDM alone versus

FFDM + SV.
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Figure 1: Average Nonparametric ROC Curve for Laterality-Based Analysis
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Figure 2: Reader Operating Points for 32 Readers - Nonparametric Laterality-Based Analysis

5.3.1  Primary Endpoint Results — Laterality

The AUC improvement values are shown in Table 1. As outlined by the analysis plan, both the
non-parametric and parametric results were performed. However, since the ROC plots were so
different for the parametric versus non-parametric and the nonparametric ones are unbiased, only
the non-parametric analyses are presented here. The p-value did not reach a level of significance
for the non-parametric test for this endpoint, however. The sensitivity and specificity results are
provided in Table 2 for completeness. Note that the analysis plan utilized a threshold of BI-
RADS4 cases. These analyses were not required however, as the protocol and SAP require that the
primary endpoint achieve significance to assess sensitivity and specificity.

Page 4 of 10

750-00174 SoftVue Physician Labeling Rev. 0.04



Delphinus Medical Technologies, Inc.

SoftVue™ 3D Whole Breast Ultrasound Tomography System

(SoftVue™)

Table 1: MRMC Laterality-Based Analysis of AUC using Non-parametric Approach for 32 readers in the RRS3
study and 140 cases (36 cancer, 104 non-cancer)
Change from FFDM to FFDM+SV
o -

FFDM FFDM+SV AAUC 95% CI1 p-value for

(FFDM+SV — test of
ROC Model (Mean + (Mean + FFDM) S
Standard Error) | Standard Error) G
alpha=0.05)

Non-parametric 0.6418 + 0.0466 0.6897 £ 0.0415 0.0478 + 0.0257 (-0.0025, 0.0982) 0.0624

Table 2: MRMC Laterality-Based Analysis of Sensitivity and Specificity (BI-RADS 4 Threshold) for 32 readers in
the RRS3 study and 140 cases (36 cancer, 104 non-cancer)
Change from FFDM to FFDM+SV
FFDM FFDM+SV A Sensitivity 95% CI p-value
(Mean + Standard | (Mean + Standard (FFDM+SV —
Error) Error) FFDM)
Sensitivity | 0.3837 +0.0654 0.4896 + 0.0621 0.1059 £ 0.0395 (0.0285,0.1833) for test of
superiority (two-
sided alpha=0.05)
0.0073
Specificity | 0.8762 +0.0214 0.8236 +0.0256 -0.0526 £ 0.0180 (-0.0878, -0.0173) for test of non-
inferiority of 10%
(one-sided
alpha=0.025)
0.0042
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5.3.2  Supplemental Analyses Based on Indications for Use and Clinical Utility
Lesion Localization — RRS3

A supplemental analysis of per subject lesion localization is also provided to support the product
Indications for Use. The difference in ROC Curves using a non-parametric average across all readers
is provided in Figure 3. Further, each individual reader performance is provided in Figure 4,
comparing their lesion localization identification for FFDM vs FFDM + SV.

The result of this analysis, using the same statistical methodology outlined above, demonstrated a
p-value of 0.0271; a significant finding (Table 3). As such, the sensitivity and specificity are also
provided for this per subject analysis. These data provide support for the targeted, proposed
indication statement and are believed to provide the relevant outcome.
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Figure 3: Average Nonparametric ROC Curve for Lesion Localization Analysis
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Figure 4: Reader Operating Points for 32 Readers — Nonparametric Based Lesion Localization Analysis

Based upon the significant p-value identified in this supportive endpoint AUC analysis, the sensitivity and
specificity were also calculated (Table 4) both of which are relevant since the confidence interval for
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sensitivity is above zero and p-values < 0.05. The results provide clinically relevant evidence supporting the
proposed Indications for Use and clinical utility.

Table3: MRMC Lesion Localization-Based Analysis of AUC using Non-parametric Approach for 32 readers in the
RRS3 study and 140 cases (36 cancer, 104 non-cancer)

FFDM FFDM+SV Change from FFDM to FFDM+SV
(Mean = (Mean = AAUC 95% CI p-value for test of
ROSeee Standard Standard (FFDM+SV — superiority (two-sided
Error) Error) FFDM) alpha=0.05)
Non- 0.5436 + | 0.5983 +0.0459 | 0.0548 +0.0247 (0.0062, 0.0271
parametric 0.0489 0.1033)

Table 4: MRMC Lesion Localization-Based Analysis of Sensitivity and Specificity (BI-RADS 4 Threshold) for 32
readers in the RRS3 study and 140 cases (36 cancer, 104 non-cancer)

FFDM FFDM4SV = .C.hfmge from FFI?)M to FFDM+SV
ensitivity 95% CI p-value
(Mean + Standard | (Mean + Standard
Error) Error) (FFDM+SV —
FFDM)
Sensitivity | 0.2977 +0.0636 0.3715 +0.0630 0.0738 £ 0.0343 (0.0066, 0.1409) for test of
superiority (two-
sided
alpha=0.05)
0.0314
Specificity | 0.8762 + 0.0214 0.8236 £ 0.0256 -0.0526 £ 0.0180 (-0.0878, - for test of non-
0.0173) inferiority of
10% (one-sided
alpha=0.025)
0.0042
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To evaluate the true clinical impact of SoftVue, a partial AUC was assessed based upon the operating point for
the Readers. To identify the most appropriate operating point on the AUC curves, the sensitivity and specificity
across readers was examined for both BI-RADS3 and BI-RADS4. The points identifying the range for both
FFDM and FFDM + SV were used to establish the most clinically relevant operating range of (1-specificity)
0f 0.1 to 0.6, as shown in Figure 5. This range of AUC resulted in a difference of 0.0411, with a corresponding
improvement in p-value of 0.0154 (Table 5).

Table 5: MRMC Lesion Localization-Based Analysis of Partial AUC using Non-parametric Approach for 32 readers
from the RRS3 study and 140 cases (36 cancer, 104 non-cancer) From (1-Specificity) of 0.1 to 0.6
FFDM FFDM4SV Change from FFDM to FFDM+SV
AAUC 95% CI p-value
ROC Model (Mean + (Mean %
Standard Error) | Standard Error) GEDN: v
FFDM)
Non-parametric, 0.2134 £0.0308 0.2544 £ 0.0294 0.0411+£0.0169 (0.0079, 0.0743) 0.0154
partial AUC
Average Nonparametric ROC Curve
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Figure 5: Partial AUC Curve

Additional evaluation of the reader performance based on a threshold of BI-RADS3 is considered as a supplemental
analysis in addition to a BI-RADS4 threshold to provide a comprehensive presentation of the study results. Figure
6 and Figure 7 show the individual reader performance results as depicted on a scattergram of (1 — Specificity) vs
Sensitivity for a BI-RADS3 threshold (Figure 6) as well as the BI-RADS4 threshold. Figure 6 shows that when
individual reader performance is evaluated for a threshold of BI-RADS3, sensitivity improves with a trend towards
significance and strikingly, specificity improves with a statistical improvement (two-sided p=0.04). This is illustrated
by the shift of the FFDM performance (Dark Blue Circle) up and to the left to the SoftVue performance (Dark Orange
diamond) to have improved the Sensitivity by 0.066 (two-sided p=0.08) coincident with improved Specificity by
0.058 (two-sided p=0.04). This is a clinically important outcome since BI-RADS 3 patients pose a particularly
challenging clinical situation to physicians. The data demonstrate that with BI-RADS 3 lesions, there is both
increased sensitivity and increased specificity as the curve moves up and to the left. This is especially helpful in the
clinical situation of BIRADS 3 since management of these patients requires a six month wait to see if there is an
increase in the size of the lesion and if so, then biopsy is indicated. In BI-RADS 3 lesions, the ability to increase
sensitivity with concomitant increase in specificity will allow for improvement in cancer detection without an increase
in biopsy rates, particularly critical in these patients for whom the six-month wait can result in later stage diagnosis.

The performance noted for BI-RADS 4 subjects (Figure 7) demonstrates an increase in sensitivity by 0.074 (two-
sided p=0.03) when SoftVue was combined with mammography, as noted by the shift upwards from the Dark Blue
Circle to the Dark Orange Diamond. This improved sensitivity was at a tradeoff in decreased specificity by 0.053
which is not unexpected. Since the BI-RADS4 subjects have a higher likelihood of cancer, the increase in potential
biopsies is anticipated and this tradeoff is considered reasonable.
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Reader Performance with BI-RADS3
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Figure 6:  Individual Reader Performance Threshold BI-RADS 3: Average Reader Performance from FFDM (Dark
Blue Circle) to FFDM with SV (Dark Orange Diamond) illustrate the improvement in both Sensitivity
(0.066, two-sided p=0.08) and Specificity (0.058, two-sided p=0.04) when BI-RADS3 case threshold are
analyzed.

Reader Performance with BI-RADS4
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Figure 7: Individual Reader Performance Threshold BI-RADS 4: Average Reader Performance from FFDM (Dark
Blue Circle) to FFDM with SV (Dark Orange Diamond) illustrate the improvement in Sensitivity (0.074,
two-sided p=0.03) with a decrease in Specificity (0.053) when BI-RADS4 case threshold are analyzed.
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SUMMARY OF SUPPLEMENTAL CLINICAL INFORMATION

The RRS3 study provides the pivotal data on AUC improvement, sensitivity and specificity of SoftVue as a
screening tool in comparison with digital mammography. Based upon the original SAP, the improvement in
AUC was measured as 5.48% absolute improvement over mammography which corresponds to a relative
improvement of +10.08% which is statistically significant with a two-sided p-value of 0.0271.

This AUC improvement corresponds with an absolute Sensitivity improved of 7.38% which is associated with
a relative improvement of +24.79%. This improvement in sensitivity is balanced by a Specificity decrement
of -5.26% which corresponds with a -6.00% relative decrement. In addition, a partial AUC curve targeted
around the operating region of the readers was determined based upon the actual reader performance. This
result improved the two-sided p-value on SoftVue performance to p=0.0154.

Additional evaluation of the reader performance as a supplemental analysis was performed based on a threshold
of BI-RADS 3 in addition to a BI-RADS4 threshold to provide a comprehensive presentation of the study
results. When individual reader performance was evaluated for a threshold of BI-RADS3, both sensitivity
(+6.66%, two-sided p=0.08) and specificity (+5.77%, two-sided p=0.04) are improved. The average individual
performance results with a BI-RADS4 threshold demonstrated an increase in Sensitivity (+7.38%, two-sided
p=0.03) with a decrease in Specificity (-5.26%) which is the tradeoff typically noted in AUC performance
clinical studies.

The summary of study results is provided in Table 6 below.

Table 6: RRS3 Clinical Study Results

Study % Relative Change | A (FFDM+SV — | 95% Confidence
([FFDM+SV — FFDM alone) Interval
FFDM alone]/FFDM
alone)
A AUC - Laterality
Primary Analysis [ 7.45% | 0.0478 [ (-0.0025, 0.0982) |
A AUC - Lesion Localization
Supportive Analysis [ 10.08% | 0.0548 [ (0.0062,0.1033) |
Partial A AUC - Lesion Localization |
Supportive Analysis | 19.26% | 0.0411 | (0.0079,0.0743) |
A Sensitivity — Laterality (BI-RADS 4 Threshold)
Primary Analysis of Secondary 27.60% 0.1059 (0.0285, 0.1833)
Endpoint
A Sensitivity — Lesion Localization (BI-RADS 4 Threshold) |
Supportive Analysis | 24.79% | 0.0738 | (0.0066, 0.1409) |
A Specificity (BI-RADS 4 Threshold
Primary Analysis of Secondary -6.00% -0.0526 (-0.0878, -0.0173)
Endpoint
A Sensitivity — Lesion Localization (BI-RADS 3 Threshold)
Supportive Analysis [ 19.75% | 0.0660 [ (-0.0085, 0.1404)
A Specificity (BI-RADS 3 Threshold
Supportive Analysis of Secondary 8.35% 0.0577 (0.0034, 0.1120)
Endpoint

As noted in Table 6 above, screening mammography with SoftVue can enhance the ability of clinicians to
identify suspicious breast lesions in patients with dense breasts. Lesion localization is a key outcome to
support the intended use of SoftVue. Based on the results of RRS3, screening mammography with SoftVue
provided an increase in sensitivity (lesion localization based) and an increase in specificity for those cases
with BI-RADS3, a positive both for sensitivity and specificity, but a decrease for BIRDADS4 which is not
unexpected since most modalities require additional biopsies to detect additional cancers. These data support
the proposed clinical indication for the product and supports the overall risk to benefit ratio of SoftVue being
added to screening mammography to address the limitations of mammography in dense breast patients.
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Contact Information

Delphinus Medical Technologies, Inc. welcomes comments, questions, and suggestions in an
effort to offer patients and health care professionals the best imaging tool for screening. Please
contact us:

E-mail (Preferred)
support@delphinusmt.com

By Telephone (For time sensitive matters)
In the USA: +1 (855) 522-9499

By Mail

Delphinus Medical Technologies, Inc.
45525 Grand River Avenue

Novi, Ml 48374

On The Web
www.delphinusmt.com

750-00131 Rev 0.12 Page 4 of 97



LV 4

) (& SoftVue™ User Manual
Medical Technologies
Table of Contents
Contact INfOrMAtiON...... ... et e e e e e e e e e e e e e e e eeeeenanes 4
Chapter 1: INtrOAUCHION........oeiei e e e e e e e et e e e e e e e e eeaaans 7
R o 1= = Vo = 7
1.2 About thisS GUIdE.....ccce i 7
G I [ To [To= o] a1 (o] gl U £ SRR 7
L @7 a1 1 =] T o= 11T 1R 7
1O WAININGS ... 7
(ST o (=T or= T UL o TR 8
1.7 System REQUITEMENTS ....... it 9
1.8 OptioNal SItE SEIVICES ... i e e e e e e e e eas 9
1.9 Image Viewing Recommendations ...........cooiiiiiiiiiiiiii e e e 10
1.10 Operation CAULIONS ......ccii i e e e ettt a e e e e e e e e eerataaaeeeeaeas 10
1.11 Receiving Sequr™ Breast Interface (SBI) Deliveries .........cccccoooviiiiiiiieiiciiieieeee 11
Chapter 2: SYStemM OVEIVIEW ... ... 13
2.1 SyStemM DESCIIPLION ..ot 13
2.2 Principles of Operation ...........oouuuuiiiiiiii e 13
G B o o] 1= T I = o £ 13
2.4 COMPONENT OVEIVIEW ...ttt e e e e e e et e s e e e e e e e e eee st e e e e aeeeeeanssaaeeeeeas 13
2.5 Image Description & MEasSUr€mMENTS.........ccoiiiiiiiiiiiiiee e 15
(O gF=T o] (=T g B @ o =T =1 1 o o TR 21
3.1 System INItIaliZatioN.........cooooiiiii e 21
3.2 KEYDOAIA. ... e 21
3.3 LOGIN SCIEEN ... 23
B (] 0 1= 0 T =Y =Y o 23
3.5 SHAIUS Bl .. 24
3.8 SYSIEM SHAUS ... 27
T A =1 o] =1 1o o PSR 38
B T == o o 40
3.9 SYSIEM SEENGS ... 62
3.10 Emergency POWEr DOWN .......coooiiiiiiiiiee e 71
Chapter 4: Service and MaintenanCe ... 73
4.1 Inspecting the TranSAUCET ...........oooii i 73
A O == o1 T 73
4.3 Replacing the Microbial FIter ............ i 75
S Tod g 1= Yo (][0 IR T=T Vo 76

750-00131 Rev 0.12 Page 5 of 97



RY IS
'‘JAN' SoftVue™ User Manual

Chapter 5: Safety ... 77
5.1 Patient Safety .. oo 77
5.2 ACOUSHIC OUIPUL ... e e et e e e e e e e e ens 77
5.3 Safety StandardsS............uuiiiiiii e 79

Chapter 6: SYMDOIS ..o 83

Chapter 7: Components LiSt........coooiiiiiiiii e 88

Chapter 8: TroubleShOOtiNg........coooiiiiii 89
8.1 Contacting TechniCal SUPPOIt..........iiiiiiiiiie e e 89
8.2 SYSEEIM LOCK. ...ttt 89
8.3 ETON COUES ... e 89
G @ 4 =T gl £ 95

(O F=T o (=T e i [T [ GRS 97

750-00131 Rev 0.12 Page 6 of 97



»
]

»

Lry i

3] |

'L |
v

SoftVue™ User Manual

(]
¢

Medical Technologies

Chapter 1: Introduction

1.1 Preface

This User Manual is written for healthcare professionals who operate the SoftVue™ system. The
SoftVue™ system is a product of Delphinus Medical Technologies, Inc.

1.2 About this Guide

This guide describes how to use the SoftVue™ system to conduct a whole breast ultrasound
exam.

In order to optimize the system’s utilization, users must follow the prescribed clinical procedure
for the specific exam to be conducted.

1.3 Indication for Use

The SoftVue system is indicated as an adjunct to mammography for breast cancer screening in
asymptomatic women with dense breast parenchyma after confirmation that the breast density
composition is BI-RADS c or d at the time of screening mammography. The device is intended to
increase breast cancer detection in the described patient population relative to mammography
alone. The device is not intended to be used as a replacement for screening mammography. The
device can be used at the same visit as screening mammography and SoftVue images are
intended to be interpreted with the mammogram results to enhance screening.

1.4 Contraindications
e There are no known contraindications.

1.5 Warnings

e To avoid risk of electric shock, this equipment must only be connected to a mains supply
(general purpose AC power) with protective earth (ground).

e Since water is used in the presence of electricity, the user shall take the necessary
precautions to avoid electrical shock to the patient and/or user. Discontinue use of the
SoftVue™ system where an electrical ground is not established or there is
frayed/damaged cable and/or wire insulation.

e Existing diagnostic, monitoring, or therapeutic electronic equipment in the clinical
environment may interfere with the operation of the SoftVue™ system . Carefully select
equipment that will be used in the vicinity of the system to ensure that electromagnetic
interference does not occur.

e As with all electrical medical equipment, this equipment may cause radio interference or
may disrupt the operation of nearby equipment. It may be necessary to take measures
such as re-orienting or relocating the SoftVue™ system or shielding the location.

¢ No modification of this equipment is permitted.

e To ensure the SoftVue™ system images the entire breast and chest wall, only breasts
that do not exceed the maximum allowable diameter and/or length should be scanned.
Refer to Section 2.4.1 for the maximum allowable diameter and length (when submerged
in water).

e To ensure the structural stability of the SoftVue™ system, patients shall not exceed 350
Ibs (159 kg) in weight and 6 ft 6 in. (198 cm) in height.

e The user shall ensure drains function properly and spills are cleaned up immediately to
prevent a slip and/or fall hazard.
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To prevent falling injuries, patients should use caution while mounting and dismounting
the SoftVue™ examination table. A medical grade step stool is provided with SoftVue™.

Required by the Health Insurance Portability and Accountability Act (HIPAA) of 1996 and
the European Union Data Protection Directive (95/46/EC), health care providers who
maintain or transmit health information must implement appropriate procedures to ensure
the integrity and confidentiality of the information and protect against any reasonably
anticipated threats or hazards to the security, integrity, unauthorized uses or disclosures
of the information.

1.6 Precautions

Federal law restricts this device to sale by or on the order of a Physician.
This equipment is intended for use by healthcare professionals only.

Only a SoftVue™ trained and certified physician or radiologist shall interpret SoftVue™
images.

Setup and service of the SoftVue™ system shall be performed by Delphinus
representatives.

Only SoftVue™ trained and certified clinical personnel shall operate the SoftVue™
system. A thorough understanding of the technical principles, clinical applications, and
risks associated with the device are necessary for proper use.

Failure to read and implement the information provided in this manual may affect system
use and result in poor image quality, premature wear of the system components, or serious
injury to the patient and/or user.

To maintain optimal performance of the SoftVue™ system, recommended calibration and
maintenance schedules of the Transducer and other components must be followed, as
specified in this manual.

To ensure the safety of the patient and user and to prevent potential for injury, do not use
an apparently malfunctioning device.

Lactating patients, patients with nipple discharge, or patients who have breached or
compromised skin are not to be scanned using the SoftVue™ system.

Care should be taken when positioning patients who have pain or limited mobility of the
neck, arm, back, hips, legs and/or have balance issues as lying prone on the elevated
scan table is required for the SoftVue™ exam.

Rarely, bruising of skin may occur. The SoftVue™ operator should take care to ensure the
appropriate suction level setting is used on each patient to maximize breast extension
without causing harm to the patient.

Female patients who are in the early stages of pregnancy may be scanned by the
SoftVue™ system with a physician’s recommendation. Patients in the later stages of
pregnancy may be scanned at their physician’s discretion provided they are comfortable
lying prone (i.e. face down on stomach).

The SoftVue system is an ultrasound system. It is well established that the use of
ultrasound in women with implants and with pacemakers is safe. However, the presence
of an implant or pacemaker may impact image quality with SoftVue. It is the responsibility
of the physician to exercise clinical medical judgement in their determination to scan
patients with implanted medical devices in the chest wall region and to assess image
quality prior to interpretation.
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All jewelry from the head, neck, and chest areas, must be removed prior to initiating image
acquisition.

To prevent premature damage and inadequate disinfection of the SoftVue™ instruments
and materials, use the properly identified cleaning and disinfecting agents as specified in
this manual. The imaging chamber and table top should be cleaned between each patient
and disinfected periodically according to the guidelines specified in Chapter 4 of this
manual.

While performing system maintenance, the user should take care to avoid contact with
the transducer with the brush or brush handle.

To prevent overheating, do not block the SoftVue™ system’s housing air grates. The
system must be placed in a well-ventilated, climate-controlled area free from obstruction.

To prevent disruptions in system operation, the system should not be kept on for extended
time periods. If the system happens to be left on for more than 12 hours (e.g., overnight),
please reboot the system before using it.

The SoftVue™ system is intended to remain in one location. If it becomes necessary to
move the system, contact a Delphinus Service Representative.

It is possible that very small suspicious masses or cancers may be missed in the retro-
glandular region which extends into the axillary tail.

SoftVue™ is not guaranteed to improve every reader’s performance under normal and
customary criteria for deciding between BIRADS 3 and 4.

The device may not offer improved performance over mammography without reader
training to maximize device performance by adjusting the diagnostic threshold of the
reader.

Softvue™ detects and distinguishes between normal (BI-RADS 1 and 2) and abnormal
(BI-RADS 3 and higher) lesions with improved specificity and sensitivity, as compared to
FFDM alone.

SoftVue detects and distinguishes between suspicious (BI-RADS 3) and biopsy-
indicated (BI-RADS 4 and higher) lesions, with an increase in sensitivity, but a
comparable decrease in specificity, as compared to FFDM alone.

1.7 System Requirements

Single phase 208V/230V power outlet.

System mains power must be permanently wired to a 50 A circuit breaker with a means
of simultaneous isolation from mains on all poles.

Fresh water source with a minimum pressure of 172 kPa (25 PSI) and minimum flow of
10 L/min (2.7 gal/min).

Floor drain/Continuous drainage source with a minimum capacity of 3 L/min (0.8 gal/min).

Networked Picture Archiving and Communication System (PACS) server (not included
with the system).

Digital Imaging and Communications in Medicine (DICOM) compatible viewing source (not
included with the system).

1.8 Optional Site Services

The SoftVue™ system has optional communication compatibility with the following network
systems:
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¢ Networked Radiology Information System (RIS) server (not included with the system) for
patient information retrieval.

o Networked File Transfer Protocol (FTP) server (not included with the system) to transfer
raw data.

o Networked Network Time Protocol (NTP) server (not included with the system) for time
synchronization of the system with an external source.

o Networked Dynamic Host Configuration Protocol (DHCP) server (not included with the
system) for dynamic IP assignment of the SoftVue™ system’s external network interface.

e Networked Domain Name System (DNS) server (not included with the system) for domain
name resolution of hostnames.
For proper implementation, network devices require compliance to the
NOTE: SoftVue™ DICOM Conformance Statement (not included in this manual —
reference separate documentation for more information).

Q For information on cyber-security precautions in SoftVue™, refer to the

. SoftVue™ Atlantic Disclosure Statement for Medical Device Security (not
NOTE: e ,
included in this manual — reference separate documentation for more
information).

1.9 Image Viewing Recommendations

The SoftVue™ system outputs coronal DICOM images, compatible with standard 2D and 3D
DICOM image viewing software.

Delphinus recommends the use of SoftVue ™-specific viewing software, which has features and
layouts to support efficient review of SoftVue™ exams. Contact Delphinus for more information.

Based on the SoftVue™ reconstructed image/grid size, a monitor resolution of 2560x1600 (4MP)
or greater is recommended for optimal viewing.

1.10 Operation Cautions

1.10.1 Installation

Do not attempt to install the system. Delphinus Service Representatives and/or designees will
install and setup the system.

1.10.2 Additional Components

The SoftVue™ system has been developed, tested, and approved as a complete system. Use
of the system is authorized only in conjunction with related Delphinus equipment described in
Chapter 7: Components List.

1.10.3 Maintenance of Electrical Safety

The SoftVue™ system is designed to meet AAMI/NFPA electrical safety requirements. Never
attempt to remove or defeat the electrical ground or EMI shielding.

1.10.4 Maintenance of Patient Safety

Verify that all electrical and water connections are in place, secure, and connected to the
SoftVue™ system before attempting to operate the system.

1.10.5 Environment

Apart from the water that is required for system operation, and cleaning solutions needed for
disinfection, SoftVue™ should not be exposed to moisture or liquids of any kind.

Do not operate the system below sea level or above 1645 m (5400 ft) above sea level.
System operating specifications are between 10 °C (50 °F) to 25 °C (77 °F).
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1.10.6 Storage Requirements

The SoftVue™ system does not need to remain connected to mains power when not in use.
Store in a cool, dry place. Maintain the following atmospheric conditions:

Temperature % Relative Humidity Pressure
43°C 75%
° Non-condensing
(110°F) a 700 to 1060 hPa
5°C 10% Q=2 (10t0 15 PSI)
(41°F)

1.10.7 Disposal

Collect separately from other household waste. (See European Commission
Directive 2002/96/EC (WEEE)). Refer to local regulations for proper
disposal.

1.11 Receiving Sequr™ Breast Interface (SBI) Deliveries

Delivery of the SBI will include the reception of a minimum of 1 case of 36 SBI units. The SBI
units can be stored in the full case of 36 units, or in the smaller shelf boxes of 6 units each.
Both boxes are required to be stored in the orientation indicated on the boxes. An SBI case is
shown in Figure 1 below.

Figure 1: SBI Case

750-00131 Rev 0.12 Page 11 of 97



AV 4

4

LT

LAWY

' SoftVue™ User Manual

Medical Technologies

L A 4

The SBI case contains a QR code that must be used to register the case with the SoftVue™
system before using any of the SBI units contained in the case. The QR code must be scanned
by navigating to the Sequr™ status screen (section 3.6.5) and scanning the QR code with the
reader attached to the display, shown in Figure 2 below.

Figure 2: QR Code Reader

Once the case has been scanned into SoftVue™ and the SBI shelf boxes have been
unpacked from the case for storage, the case can be disposed of in regular recycling.

The external case will contain two temperature indicators as shown below in Figure 3.
Figure 3: Temperature indicators

CoLoMank

o dhen b e

Upon receiving, the indicators should be inspected. In the event that either indicator is
activated as shown below in Figure 4, please contact support as indicated in section 8.1.
Figure 4: Activated temperature indicators
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The SBI shelf boxes should be stored in a temperature-controlled environment with
temperature between 0 °C and 50 °C (32 °F and 122 °F).
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Chapter 2: System Overview

2.1 System Description

The SoftVue™ system is a 3D whole breast tomographic ultrasound imaging device that
incorporates a circular transducer design, using water as a coupling agent, to exami