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Intellectual property 

DUOnco™ is a registered trademark of Guerbet, used by Intrasense® SAS under licence. The trademark 
designates the commercial brand of the device only; the legal manufacturer of DUOnco™ Unity, 
responsible for its design, manufacture and regulatory conformity, is Intrasense® SAS. All rights 
reserved. 
 
Intrasense® name, logo, slogans, and registered or unregistered trademarks, cited in this document, 
are the exclusive property of Intrasense® (unless otherwise stated).  
 
The illustra0ons, and content of this document are protected by intellectual property laws, of which 
Intrasense® is the owner. Any reproduc0on, representa0on, adapta0on, transla0on, or modifica0on, 
whether par0al or complete, carried out without the prior wricen consent of Intrasense® would 
cons0tute counterfei0ng. 
 

Symbols  

The following symbols are used in this manual and labelling of DUOnco™ Unity: 

Symbol Descrip.on 

 
Important: 
Indicates an important informa0on or 0p. 

 
Cau.on: 
Indicates a hazardous situa0on which, if not avoided, could result in minor 
or moderate injury or material damage. 

 
0459 

CE marking: 
Indicates that the device complies with the general safety and performance 
requirements of the European Medical Device Regula0on 2017/745/EU. 

 

Medical device: 
Indicates this product is a medical device. 

 

Catalogue Number:  
Indicates the manufacturer's catalogue number so that the medical device 
can be iden0fied. 

 

Consult electronic Instruc.ons for Use: 
Indicates that the Instruc0ons for Use should be consulted in electronic 
format. 

 

Unique Device Iden.fier (UDI): 
Indicates a carrier that contains Unique Device Iden0fier informa0on. 

 

Manufacturer: 
Indicates the medical device manufacturer’s name and address. 

 

Date of manufacture: 
Indicates the release date of the soZware. 

 

Prescrip.on only: 
Indicates that the device must be dispensed with a clinician's prescrip0on. 

 

Swiss authorised representa.ve: 
Indicates the authorised representa0ve in Switzerland. 
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Acronym table 

Acronym Defini.on 
AI Ar0ficial Intelligence 
CT Computed Tomography 
PACS Picture Archiving Communica0on System 
DICOM Digital Imaging and Communica0ons in Medicine 
DICOM SR DICOM Structured Report 
DICOM SEG DICOM Segmenta0on 
DICOM GSPS DICOM Grayscale SoZcopy Presenta0on State 
DICOM SC DICOM Secondary Capture 
PDF Portable Document Format 
HU Hounsfield Unit 
SMA Skeletal muscle area 
SMD Skeletal muscle density 
VFA Visceral fat area 
SFA Subcutaneous fat area 
MdAE Median Absolute Error 
MdAPE Median Absolute Percentage Error 
L3 Third lumbar vertebra 
GGO Ground-glass opacity 
RECIST Response Evalua0on Criteria in Solid Tumours 
IFU Instruc0ons for Use 
IT Informa0on Technology 
OCI Open Container Ini0a0ve 
AWS Amazon Web Services 
RAM Random Access Memory 
CPU Central Processing Unit 
GPU Graphics Processing Unit 
URL Uniform Resource Locator 
UDI Unique Device Iden0fier 
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1 Product descrip.on 
DUOnco™ Unity is a standalone soZware device intended for use by healthcare professionals reading 
CT scans. The soZware uses advanced image-processing and ar0ficial intelligence algorithms to 
automa0cally detect, segment and measure focal lesions, as well as derive body composi0on 
parameters from CT images, providing quan0ta0ve informa0on to support further review by qualified 
healthcare professionals. 
 
This soZware is a medical device, as defined in the European Medical Device Regula0on 2017/745. 

1.1 Intended use 

DUOnco™ Unity is a medical device soZware applica0on intended to assist healthcare professionals in 
the analysis and review of CT scans of the thorax, abdomen, and/or pelvis by automa0cally detec0ng 
and measuring focal lesions and by providing quan0ta0ve body-composi0on parameters. The 
informa0on generated by the soZware is intended to support the interpreta0on and repor0ng of CT 
images of adult pa0ents acquired for oncologic evalua0on or follow-up. 

1.1.1 Indica)on for use 

DUOnco™ Unity is indicated for the concurrent review of CT scans of the thorax, abdomen, and/or 
pelvis in adult pa0ents (≥18 years), primarily in the context of oncologic evalua0on, follow-up or 
staging. 

1.1.2 Contraindica)ons and Undesirable Side Effects 

There are no known pa0ent-related contraindica0ons or adverse effects associated with the use of 
DUOnco™ Unity. The device is not intended for use in paediatric pa0ents (<18 years). 

1.1.3 Pa)ent popula)on  

DUOnco™ Unity is intended to process CT scans from pa0ents over 18 years old, undergoing CT imaging 
of the thorax, abdomen, and/or pelvis, primarily in the context of oncologic evalua0on, follow-up or 
staging. 

1.1.4 Intended user 

DUOnco™ Unity is designed for use by specialist healthcare professionals qualified to read CT scan 
studies, who are typically radiologists. 

1.2 Clinical benefits 

DUOnco™ Unity does not claim a direct clinical benefit for pa0ents. 
 
The soZware medical device is intended to provide an indirect pa0ent benefit, realized through its 
contribu0on to the radiology interpreta0on and repor0ng workflow. DUOnco™ Unity automa0cally 
detects and measures focal lesions and provides quan0ta0ve body-composi0on parameters derived 
from CT images. It provides structured quan0ta0ve outputs that are intended to support specialist 
healthcare professionals during the review and repor0ng of thoraco-abdomino-pelvic CT scans. 
 
By making lesion-level and quan0ta0ve informa0on available in a standardized format, DUOnco™ 
Unity may support a more structured and comprehensive image review and repor0ng process. When 
incorporated into the radiology report by the specialist healthcare professional, these outputs may 
support more informed mul0disciplinary discussions and pa0ent management decisions, par0cularly 
in oncology. 
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All clinical interpreta0on and management decisions remain under the full responsibility of qualified 
healthcare professionals. DUOnco™ Unity does not provide diagnos0c conclusions or treatment 
recommenda0ons. 

1.3 Performance characteris>cs 

1.3.1 Lesion Detec)on Performance 

DUOnco™ Unity demonstrates a lesion-level sensi0vity not below 75% for the detec0on of: 
• tumor lesions with a long-axis diameter ≥ 10 mm,  
• lymph nodes with a short-axis diameter ≥ 15 mm,  

on thoraco-abdomino-pelvic CT examina0ons, when compared against expert radiologist annota0ons. 

1.3.2 Lesion Measurement Accuracy 

DUOnco™ Unity demonstrates a lesion-level median absolute percentage error (MdAPE) not exceeding 
10% for: 

• long-axis measurement of tumor lesions ≥ 10 mm, 
• short-axis measurement of lymph nodes ≥ 15 mm,  

on thoraco-abdomino-pelvic CT examina0ons, when compared against expert radiologist annota0ons. 
 
Other lesion measurements or computed lesion values provided by DUOnco™ Unity, such as short-axis 
measurement of non-lymph-node lesions, craniocaudal axis, lesion volume, lesion density, longitudinal 
change values, and aggregated lesion metrics, are provided as suppor0ve quan0ta0ve informa0on and 
should be reviewed by the qualified healthcare professional in conjunc0on with the original CT images. 

1.3.3 Body-Composi)on Parameters Accuracy 

DUOnco™ Unity demonstrates a case-level median absolute error (MdAE) not exceeding: 
• 5 cm² for skeletal muscle area (SMA), 
• 5 HU for skeletal muscle density (SMD), 
• 10 cm² for visceral fat area (VFA), 
• 10 cm² for subcutaneous fat area (SFA),  

when compared against expert-reviewed reference annota0ons. 

1.4 Safety Informa>on 

Residual risks have been iden0fied as acceptable. The user-relevant safety informa0on is listed in this 
sec0on. 
 

 In the event of any serious incident occurring in rela0on to this medical device, report the details 
to the manufacturer and the competent authority of the country in which the user is established 
and/or in which the event occurred. 
 

  CAUTION:  
DUOnco™ Unity may produce inaccurate, incomplete, or misleading outputs, which may ul0mately 
contribute to delayed, inappropriate, or subop0mal clinical management or may lead to 
unnecessary addi0onal diagnos0c workup. 
 
DUOnco™ Unity provides adjunct informa0on to assist healthcare professionals and is not intended 
to replace their comprehensive review of a CT scan. Diagnosis and pa0ent management decisions 
should not be made solely based on analysis by DUOnco™ Unity. 
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 CAUTION:  
When annota0on filtering or display rules are configured, only lesions mee0ng the configured 
display criteria may be shown in overlays. Users should ensure that the selected configura0on is 
appropriate for the clinical task and should consider reviewing the full CT examina0on. 
 

 CAUTION:  
Accurate processing by DUOnco™ Unity relies on the quality and correctness of the input CT data. 
Non-diagnos0c image quality or atypical acquisi0on / reconstruc0on characteris0cs may lead to 
reduced accuracy. Users should always review the original images and use DUOnco™ Unity outputs 
only as suppor0ng informa0on. 
 

 CAUTION:  
RECIST documenta0on support is op0onal and intended to assist documenta0on only. DUOnco™ 
Unity may provide incomplete or inaccurate RECIST support outputs, including target lesion lists, 
measurements, calculated values, or automa0cally generated text, or may be used inappropriately 
by the user. 
 
Target lesion selec0on, confirma0on of RECIST applicability, verifica0on of selected lesion 
measurements, and final response assessment remain the responsibility of the qualified healthcare 
professional. Any automa0cally generated text should be reviewed before inclusion in the radiology 
report. If RECIST documenta0on support is unavailable, incomplete, or not configured, RECIST 
assessment and documenta0on shall be performed manually according to local clinical prac0ce.  
 

 CAUTION:  
The quan0ta0ve body-composi0on parameters are provided as contextual quan0ta0ve informa0on. 
They are not established as standalone decision biomarkers and should not be used in isola0on to 
guide diagnosis or treatment decisions. 
 

 CAUTION:  
Absence of DUOnco™ Unity outputs does not indicate absence of lesions or absence of findings. If 
outputs are missing, delayed, corrupted, or not visible, users should review the original CT images and 
verify processing status or contact technical support. 
 

 CAUTION:  
DUOnco™ Unity typically takes a few minutes to process a study (10 minutes max.). In rare cases, the 
processing may fail or take longer than expected, which may lead to user inconvenience. 
 

 CAUTION:  
Use of DUOnco™ Unity outputs in the wrong pa0ent, examina0on, or longitudinal comparison context 
may contribute to delayed, inappropriate, or subop0mal clinical management. 
Users should verify pa0ent iden0ty, study date, processed series informa0on, and, when applicable, 
longitudinal comparison context in the PACS/viewer and generated summary before relying on 
DUOnco™ Unity outputs. 



DUOnco™ Unity    Instruc0ons for Use      MAIA-00026 v1    2026-07-22         8 

1.5 Limita>ons of use  

The use of DUOnco™ Unity is not recommended for pa0ent popula0ons mee0ng the following criteria: 
• Pa0ents under 18 years old 

 
The use of DUOnco™ Unity is not recommended for CT scans mee0ng the following criteria: 

• Mul0-energy or photon-coun0ng or low-dose CT scans 
• CT scans containing ar0facts (such as due to noise, mo0on, or metallic implants) causing 

degrada0on of image quality 
• CT scans covering anatomical regions other than the thorax, abdomen or pelvis 

 
The safety and effec0veness of DUOnco™ Unity has not been established for these 
pa0ents/studies/images. 
 
Quan0ta0ve outputs provided by DUOnco™ Unity are intended to support image review and repor0ng. 
The validated accuracy limits and the scope of validated quan0ta0ve performance are described in 
Sec0on 1.3 Performance Characteris0cs. Measurements and computed quan0ta0ve values shall be 
reviewed by the qualified healthcare professional in conjunc0on with the original CT images and the 
clinical context. 

1.6 Training required for use of this device 

The intended users of the soZware are specialists trained in the interpreta0on of medical images who 
are familiar with the use of radiological soZware environments. No formal training is necessary to 
effec0vely use the soZware. 
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2 Device Opera.ng workflow 

2.1 Opera>ng environment 

DUOnco™ Unity is expected to be used in a healthcare environment (for example, hospital and 
radiology centers), in interface with various medical imaging systems such as visualiza0on plaqorms, 
image archiving, and image distribu0on systems. The common denominator among all these systems 
is the DICOM standard, which enables interoperability through network transfers or file exchanges. 

2.2 Principle of opera>ons 

Introduc.on  
DUOnco™ Unity is a soZware-only medical device intended to operate within healthcare IT 
environments. Once deployed, it automa0cally receives CT examina0ons transmiced by CT scanners 
and/or PACS systems, analyzes eligible examina0ons using ar0ficial intelligence algorithms, and 
returns the generated results as standard DICOM objects that can be reviewed within the user's 
exis0ng PACS or compa0ble viewing soZware. 
 
The soZware operates automa0cally in the background and does not require any user interac0on 
during image processing. 
 
Input acquisi.on and study selec.on 
DUOnco™ Unity automa0cally receives CT examina0ons in DICOM format from the clinical imaging 
environment. 
 
For each received examina0on, the soZware evaluates all eligible CT series and automa0cally selects 
the series, or combina0on of series, that best covers the anatomical regions intended for analysis: 
thorax, abdomen and/or pelvis. 
 
When several eligible CT series are available: 

• for thoracic analysis, series reconstructed with sharp kernels are priori0sed.  
• for abdominal and pelvic analysis, series reconstructed with smooth or intermediate kernels 

are priori0sed.  
• when several contrast phases are available, portal venous phase series are priori0sed, 

followed by arterial phase series, then delayed phase series. 
 
Non-contrast-enhanced CT series may also be processed when they meet the processing 
requirements. However, when suitable contrast-enhanced series are available for the same anatomical 
region, contrast-enhanced series are priori0sed for processing. 
 
When necessary, more than one CT series from the same examina0on may be processed to maximize 
anatomical coverage. Results origina0ng from mul0ple processed series are automa0cally reconciled 
to provide a coherent set of findings for the examina0on. 
 
Image analysis and lesion processing 
Once the appropriate CT series have been selected, DUOnco™ Unity automa0cally analyzes the images 
using ar0ficial intelligence algorithms. 
 
For each detected focal lesion, the soZware automa0cally generates: 

• a unique lesion iden0fier  
• a three-dimensional lesion segmenta0on  
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• long-axis annota0on indica0ng the measurement loca0on, together with the corresponding 
length in mm 

• short-axis annota0on indica0ng the measurement loca0on, together with the corresponding 
length in mm 

• craniocaudal-axis length in mm 
• lesion volume in cm3 or mm3 
• median lesion density in Hounsfield Units (HU) 
• anatomical loca0on  
• lesion semiology (e.g. lymph node, cys0c lesion, solid lesion, ground-glass opacity (GGO), ly0c 

or sclero0c bone lesion)  
 
When a suitable prior CT examina0on is available, DUOnco™ Unity also performs longitudinal lesion 
matching to iden0fy corresponding lesions between examina0ons and provides informa0on regarding 
lesion evolu0on, including: 

• new lesions 
• disappeared lesions 
• changes in lesion measurements 

 
Body composi.on analysis 
In addi0on to lesion analysis, DUOnco™ Unity automa0cally performs body composi0on analysis at the 
level of the third lumbar vertebra (L3). 
 
The soZware generates the following quan0ta0ve parameters: 

• Skeletal Muscle Area (SMA)  
• Skeletal Muscle Density (SMD)  
• Visceral Fat Area (VFA)  
• Subcutaneous Fat Area (SFA)  

 
Associated 0ssue segmenta0ons are also generated to support visual verifica0on of the 
measurements. 
 
Output genera.on 
Processing results are exported as new DICOM objects and transmiced back to the configured clinical 
imaging environment. 
 
Depending on the system configura0on, DUOnco™ Unity may generate: 

• DICOM Grayscale SoZcopy Presenta0on State (GSPS) 
• DICOM Structured Report (SR) 
• DICOM Segmenta0on (SEG) 
• DICOM Secondary Capture (SC) or Encapsulated PDF op0onal summary document 

 
The generated outputs are intended to be reviewed alongside the original CT examina0on using the 
user's exis0ng PACS or compa0ble image-viewing soZware. 
 
Op.onal RECIST documenta.on support 
When enabled, DUOnco™ Unity may generate an op0onal interac0ve documenta0on page intended 
to assist healthcare professionals in preparing RECIST documenta0on. 
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Users may select target lesions, review automa0cally generated measurements, modify 
measurements when appropriate, and obtain automa0cally updated RECIST calcula0ons and report-
ready text. 
 
The selec0on of target lesions, confirma0on of RECIST applicability, and all clinical interpreta0on 
remain under the responsibility of the qualified healthcare professional. 

2.3 Processing requirements 

DUOnco™ Unity analyses CT examina0ons that contain at least one CT image series mee0ng the 
technical and anatomical requirements described below. If no eligible CT image series is iden0fied, the 
examina0on is not processed, and an appropriate processing status is returned (see Sec0on 4). 

2.3.1 Required examina)on characteris)cs 

For successful processing, the submiced examina0on must contain at least one CT image series 
mee0ng the following condi0ons: 

• the series is a CT image series 
• the series is provided in DICOM CT Image Storage format 
• the series is axial 
• the series includes the thorax, abdomen and/or pelvis 
• the series has a slice spacing not exceeding 5 mm 
• the series has a pixel spacing not exceeding 1.1 mm 
• the series contains at least 30 slices 

 
Addi0onal DICOM compa0bility requirements are described in the DICOM Conformance Statement. 
This document is available upon user request by email to support@intrasense.fr. 

2.3.2 Examina)ons not processed 

DUOnco™ Unity does not process examina0ons when no eligible CT image series is available for 
analysis. This includes: 

• non-CT examina0ons 
• examina0ons that do not include the thorax, abdomen or pelvis 
• examina0ons that do not contain any CT image series mee0ng the supported processing 

requirements 
 
When no eligible CT series is available for analysis, no lesion or body-composi0on result is generated 
and DUOnco™ Unity returns an appropriate processing status (see Sec0on 4). 
 

mailto:support@intrasense.fr
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2.4 Output  

DUOnco™ Unity generates DICOM output objects that are returned to the configured clinical imaging 
environment and are intended to be reviewed together with the original CT images. 
 
The table below summarizes the main result elements available in each output format. 

 

Result element DICOM 
SR 

DICOM 
GSPS 

DICOM 
SEG 

DICOM SC 
summary 

DICOM 
Encapsulated 

PDF 
summary 

Return code in Series Description ✓ ✓ ✓ ✓ ✓ 
Processing status details / failure 

reason ✓     

Lesion identifier ✓ ✓  ✓ ✓ 
Lesion contour / segmentation ✓ ✓ ✓ ✓ ✓ 
Long-axis annotation position ✓ ✓  ✓* ✓* 
Short-axis annotation position ✓ ✓  ✓* ✓* 

Long-axis measurement ✓ ✓  ✓ ✓ 
Short-axis measurement ✓ ✓  ✓ ✓ 

Craniocaudal-axis measurement  ✓  ✓ ✓ 
Lesion volume ✓ ✓  ✓ ✓ 

Lesion median density ✓ ✓  ✓ ✓ 
Anatomical descriptor ✓ ✓  ✓ ✓ 
Semiology descriptor ✓ ✓  ✓ ✓ 
Lesion load summary    ✓ ✓ 

Longitudinal comparison 
information, when available 

 ✓  ✓ ✓ 

Body-composition measurements ✓   ✓ ✓ 
Optional RECIST documentation 

support 
    ✓ 

 
* In the GSPS, long-axis and short-axis annota0on posi0ons are displayed as graphical measurement 
lines. In the summary document, the key image displays the measurement loca0on of the principal 
axial diameter: the long axis for non-lymph-node lesions and the short axis for lymph nodes. The 
summary display may use marker points rather than the full measurement line. 

2.4.1 Dicom output iden)fica)on 

DUOnco™ Unity result series can be iden0fied in the PACS or compa0ble viewer using the DICOM 
Series Descrip0on. The Series Descrip0on of each generated result series follows the naming 
conven0on below: 
 

DUO-Un ({return code}) - #{processed series number(s)} - {output format} 
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Where: 
• {return code} is the processing status code generated by DUOnco™ Unity. Return codes are 

described in Sec0on 4.  
• {processed series number(s)} iden0fies the original CT series processed by DUOnco™ Unity.  
• {output format} indicates the generated DICOM output format, such as SR, GSPS, SEG, SC or 

PDF.  
 
For GSPS and SEG outputs, the Series Descrip0on iden0fies the source CT series on which the 
annota0ons, contours or segmenta0ons are intended to be displayed. 
 
For SR, SC and PDF outputs, the Series Descrip0on may include several processed series numbers when 
several CT series were processed within the same study. 

2.4.2 DICOM Grayscale SoMcopy Presenta)on State (GSPS) 

The DICOM Grayscale SoZcopy Presenta0on State (GSPS) is a DICOM object that contains graphical 
annota0ons and presenta0on informa0on. When loaded into a compa0ble DICOM viewer, the GSPS is 
displayed as an overlay on the corresponding original image series. The GSPS allows users to review 
DUOnco™ Unity findings without modifying the original CT images. 
 
Depending on the processed findings and the configured presenta0on profile, the GSPS graphical 
overlay may include: 

• a slice naviga0on bar indica0ng the rela0ve posi0on within the image series 
• markers iden0fying slices containing detected findings 
• lesion contours 
• long-axis and short-axis annota0ons indica0ng the measurements loca0on  
• lesion short descrip0on displayed close to the lesion contour 
• lesion detailed descrip0on displayed in the finding informa0on area 
• longitudinal comparison informa0on, when available 

 
The lesion short descrip0on provides a concise label intended to iden0fy the lesion directly on the 
image. It includes the lesion iden0fier, axial measurements and median density, for example: 
L10 15×13 79HU 
 
The lesion detailed descrip0on provides addi0onal informa0on for review and repor0ng, including the 
lesion iden0fier, measurements, anatomical descriptor and semiology descriptor. 
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If no lesion is displayed in a successfully processed series, a “No lesion found in this series” message is 
displayed. 
 
The visibility, color and display style of lesions may depend on the configured lesion presenta0on 
groups described in Sec0on 2.5. 
 
Mul.-series case 
When several CT series are processed within the same study, DUOnco™ Unity reconciles corresponding 
lesions across the processed series to provide a coherent lesion iden0fica0on across the study. 
 
A lesion iden0fied as corresponding across several processed series keeps the same lesion iden0fier. 
One serie is selected as the reference serie for that lesion. 
 
On the reference serie, the lesion short descrip0on is displayed without parentheses, for example: 
L10 15×13 79HU 
 
On another processed series where the same reconciled lesion is displayed, the lesion short descrip0on 
is displayed between parentheses, for example: 
(L10 16×12 94HU) 
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Parentheses indicate that the displayed lesion corresponds to the same reconciled lesion but is not 
shown on its reference serie. 
 
The measurements and density displayed in the GSPS correspond to the values calculated on the CT 
series on which the lesion is displayed. Therefore, values may differ between processed series for the 
same reconciled lesion. 
 

   
 
In the DICOM SR and summary document, lesion characteris0cs are reported from the reference serie 
for each reconciled lesion. 
 
GSPS display on related series from the same acquisi.on 
In addi0on to the GSPS generated for the CT series directly processed by DUOnco™ Unity, GSPS 
overlays may also be generated for related CT series from the same study that originate from the same 
CT acquisi0on event. This may include the original acquisi0on series and reconstructed series 
generated from the same raw acquisi0on data, for example lung-kernel or bone-kernel reconstruc0on 
series. 
 
This allows lesion contours and annota0ons to be displayed on series commonly used during 
radiological review, even when these series were not directly processed by DUOnco™ Unity. GSPS 
overlays are generated on such related series only when their image geometry is compa0ble with the 
processed series, including the same image matrix and field of view. If a related series is zoomed, 
cropped, or has a different field of view or image matrix, the corresponding GSPS overlay is not 
generated. 
 
When results are displayed on a related series that was not directly processed by DUOnco™ Unity, an 
informa0on message is displayed to indicate that the results were generated from another series. 
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2.4.3 DICOM Structured Report (SR) 

DUOnco™ Unity generates one DICOM Structured Report (SR) per processed study.  
 
The DICOM SR contains the structured analysis results generated by DUOnco™ Unity, including: 

• processing status and return codes 
• processed series informa0on 
• lesion iden0fiers 
• lesion contours or coordinates 
• quan0ta0ve lesion measurements, including:  

o long-axis measurement 
o short-axis measurement 
o lesion volume 
o median lesion density 

• lesion descriptors, including:  
o anatomical descriptor 
o semiology descriptor 

• body-composi0on measurements, when available 
• configura0on informa0on relevant to the generated outputs 

 
The DICOM SR is intended for structured data exchange, traceability and archival. It is also the 
reference output for checking the complete set of generated results, including informa0on that may 
not be displayed in all visual output formats. More informa0on can be found in the DICOM 
Conformance Statement, available upon user request by email to support@intrasense.fr. 
 
The DICOM SR is always generated, including when no lesion is detected or when processing is 
unsuccessful. In case of processing failure, the DICOM SR contains the corresponding processing status 
code. 

2.4.4 DICOM SEG 

The DICOM SEG object contains voxel-based lesion segmenta0ons generated by DUOnco™ Unity. 
 
The DICOM SEG is intended to support visualiza0on of lesion segmenta0on masks in compa0ble 
DICOM viewers. It does not contain quan0ta0ve measurements or descrip0ve lesion informa0on. Such 
informa0on is provided in the DICOM SR and, where configured, in the summary output. 
 
A DICOM SEG object is generated only when this output format is configured and when at least one 
applicable lesion segmenta0on is available. 

2.4.5 Summary document: DICOM Secondary Capture (SC) or PDF 

When configured, DUOnco™ Unity generates one summary document per processed study, either in 
DICOM Secondary Capture (SC) format or in DICOM Encapsulated PDF format. 
 
The summary document provides an overview of the analysis results for the processed study. 
Depending on the processed findings, available prior examina0on and system configura0on, it may 
include: 

• pa0ent and study iden0fica0on informa0on 
• processed series informa0on 
• lesion load summary 
• lesion list 
• lesion measurements and descriptors 

mailto:support@intrasense.fr


DUOnco™ Unity    Instruc0ons for Use      MAIA-00026 v1    2026-07-22         17 

• longitudinal comparison informa0on, when available 
• body-composi0on analysis, when available 
• lesion key images 
• op0onal RECIST documenta0on support, when configured 

 
The summary document is intended to facilitate review and documenta0on of DUOnco™ Unity results. 
It does not replace review of the original CT images and associated DICOM outputs. 
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RECIST documenta.on page 
When the summary document is generated in DICOM Encapsulated PDF format and RECIST 
documenta0on support is configured, the summary may include an interac0ve RECIST documenta0on 
page. 
 
This page is intended to support documenta0on of RECIST-based assessment. It does not determine 
RECIST applicability and does not replace the user’s clinical judgement. 
 
The RECIST documenta0on page allows the user to: 

• select target lesions using checkboxes 
• review and edit target lesion measurements in editable text fields 
• enter the baseline sum of diameters and nadir sum of diameters, when applicable 
• indicate whether new lesions are present 
• document non-target lesion status, including unequivocal progression or disappearance of all 

lesions 
• obtain automa0cally updated RECIST 1.1 calcula0ons based on the entered informa0on 
• obtain dynamically generated report-ready text that can be copied into the radiology report 

 
The DICOM SC summary does not provide interac0ve RECIST documenta0on support. 
 
RECIST applicability, target lesion selec0on, verifica0on of lesion measurements, baseline and nadir 
values, assessment of new lesions, assessment of non-target lesions, valida0on of calculated values 
and review of any generated text remain under the responsibility of the qualified healthcare 
professional. 
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2.5 Lesion presenta>on groups 

DUOnco™ Unity can organize detected lesions into presenta0on groups to support image review in the 
PACS or compa0ble DICOM viewer. 
 
Presenta0on groups determine how lesions are visually displayed in the graphical outputs, including 
their color, contour style and display priority. They are intended to help users navigate the detected 
lesions and iden0fy findings that may require par0cular acen0on. 
 
Presenta0on groups do not modify the underlying detec0on, segmenta0on, measurement, descriptor 
or longitudinal comparison results generated by DUOnco™ Unity. 

2.5.1 Default lesion presenta)on 

By default, DUOnco™ Unity visually dis0nguishes detected lesions using the following presenta0on 
groups. 
 
Suggested target lesions 
Suggested target lesions are displayed in red, with a thicker contour to make them more visible during 
image review. 
 
If the PACS or viewer does not support the configured color display, suggested target lesions may be 
displayed with an addi0onal bounding box around the lesion contour. 
 
Suggested target lesions are lesions that meet predefined image-based criteria intended to iden0fy 
lesions that may be suitable for RECIST 1.1 target lesion selec0on. These criteria include lesion size, 
lesion semiology, anatomical loca0on and other image-based characteris0cs intended to favour lesions 
that are measurable and suitable for longitudinal follow-up. 
 
The suggested target lesion group is provided as a support for review and documenta0on. It does not 
automa0cally determine RECIST target lesions. Target lesion selec0on remains under the responsibility 
of the qualified healthcare professional. 
 
By default, DUOnco™ Unity may suggest up to 3 lesions per organ and 8 lesions in total. 
 
The user may select other lesions as target lesions when clinically appropriate. 
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Other lesions 
Other displayed lesions are displayed in orange, with a thinner contour than suggested target lesions. 
 
This group includes detected lesions that do not meet the configured criteria for suggested target 
lesions, but remain displayed for review. 
 
Depending on the site configura0on, other lesions may be hidden from GSPS overlays to reduce visual 
overload during image review. When hidden from the GSPS, these lesions remain available in the 
summary document and in the DICOM Structured Report. 
 
New lesions 
When longitudinal comparison is available, lesions iden0fied as new compared with the prior 
examina0on are displayed in purple. 
 
If the PACS or viewer does not support the configured color display, new lesions may be displayed with 
a double contour. 
 
New lesion iden0fica0on is intended to support follow-up review. The user remains responsible for 
confirming lesion correspondence, clinical relevance and interpreta0on. 

2.5.2 Configurable display op)ons 

The lesion presenta0on configura0on can be adjusted at site level according to clinical workflow, 
PACS/viewer capabili0es and customer preferences. 
 
The following display op0ons may be configured: 

• display or hide “other lesions” in GSPS overlays 
• display cys0c lesions as a dis0nct visual group, in green 
• exclude cys0c lesions from the “other lesions” visual group 
• modify the criteria used to iden0fy suggested target lesions, including the maximum number 

of suggested lesions per organ and the maximum total number of suggested lesions 
• disable the suggested target lesion group by sevng the maximum number of suggested target 

lesions to zero 
 
These sevngs affect the visual presenta0on of lesions in the outputs. They do not modify the 
underlying algorithm results. 

2.5.3 Detec)on display thresholds 

In addi0on to presenta0on group sevngs, minimum size thresholds can be configured to determine 
which detec0ons are included in the generated outputs. 
 
The configurable size thresholds may include: 

• minimum long-axis diameter 
• minimum short-axis diameter 
• minimum craniocaudal-axis diameter 
• minimum short-axis diameter for lymph nodes 

 
By default: 

• the minimum size threshold for non-lymph-node lesion detec0ons is 1 mm. 
• the minimum short-axis threshold for lymph-node detec0ons is 5 mm. 

 
Detec0ons below the configured size thresholds are not included in the generated lesion results. 
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2.5.4 Interpreta)on of presenta)on groups 

The presenta0on groups are intended to support efficient image review and documenta0on. They 
should not be interpreted as diagnos0c categories. 
 
In par0cular: 

• a suggested target lesion is not automa0cally a RECIST target lesion 
• an “other lesion” may s0ll be clinically relevant 
• a cys0c lesion display group, when configured, does not determine benignity or malignancy 
• a new lesion indica0on should be reviewed and confirmed by the qualified healthcare 

professional 
 
All lesion review, target lesion selec0on, assessment of disease progression and clinical interpreta0on 
remain under the responsibility of the qualified healthcare professional. 

2.6 About Box and IFU access 

The About Box webpage contains DUOnco™ Unity labelling informa0on and traceability regarding the 
soZware version. 
 
The About Box webpage can be accessed with a standard web browser using the following URL: 
hcps://intrasense.fr/en/duonco-unity-ifu  
 
The About Box URL is included as text in DICOM tag (0081,1010) of the DICOM objects generated by 
DUOnco™ Unity. 
 
When a summary document is generated, the About Box URL is also displayed at the bottom of the 
first page of the DICOM Secondary Capture or DICOM Encapsulated PDF summary. 
 
The electronic Instructions for Use can be accessed and downloaded in the supported languages from 
the About Box webpage or from the Intrasense® website: www.intrasense.fr. 

2.7 Order a paper copy of the Instruc>ons for Use 

A paper copy of these Instruc0ons for Use can be ordered at no addi0onal cost by sending a request 
to support@intrasense.fr. In applica0on of the EU Commission Regula0on on electronic instruc0ons 
for use of medical devices, in the European Union, your request should be treated within 7 calendar 
days. 
 

 

https://intrasense.fr/en/duonco-unity-ifu
http://www.intrasense.fr/
mailto:support@intrasense.fr
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3 System hardware and so>ware specifica.ons 

3.1 Compa>ble Imaging system 

DUOnco™ Unity is intended to be used within a clinical imaging environment capable of producing 
DICOM CT examina0ons and reading the DICOM objects generated by DUOnco™ Unity. 
 
The compa0ble imaging environment may include, depending on the customer configura0on: 

• CT scanners 
• PACS 
• DICOM routers or image distribu0on systems 
• DICOM-compa0ble viewers 
• other clinical imaging systems able to exchange DICOM objects 

 
The review of DUOnco™ Unity outputs requires a PACS or DICOM viewer compa0ble with the 
generated output formats configured for the installa0on, such as DICOM SR, DICOM GSPS, DICOM SEG, 
DICOM SC or DICOM Encapsulated PDF. 
 
The display and usability of each output format may depend on the capabili0es and configura0on of 
the customer’s PACS or DICOM viewer. The compa0ble output formats and integra0on configura0on 
are defined during deployment. 

3.2 Hardware specifica>on 

Hardware prerequisite may be asked prior integra0on or deployment phase for any new client. 
 
vCPU (OpenVINO) backend:  

- RAM requirement for 1 instance: 32 GB 
- CPU requirement for nominal performance: 16 cores (Xeon™ Pla0num 3 GHz or equivalent) 
- Disk storage for OCI images and temporary working space: 40GB  

 
GPU (CUDA) backend:  

- vCPU requirement: 4  
- RAM requirement for 1 instance: 16 GB  
- GPU requirement for nominal performance: Nvidia® Ampere, Cuda 12+, with 16 GB VRAM 
- Disk storage for OCI images and temporary working space: 40 GB  

 

 Minimum hardware configura0on is the minimum required for DUOnco™ Unity to operate 
normally. 

 Even though DUOnco™ Unity may run with a configura0on which does not meet the minimal 
requirements, Intrasense® disclaims all responsibility for these systems. 
 

3.3 IT networks characteris>cs and IT security measures 

 
DUOnco™ Unity is container-based and can be deployed through Kubernetes or other container 
orchestra0on plaqorms.  
Cloud environments such as MicrosoZ Azure and Amazon Web Services (AWS) can support cloud 
deployment.  
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The data centres hos0ng the data have strong physical security measures in place to shelter data from 
unauthorized access and from environmental threats. 
 
The ins0tu0on is responsible for the physical protec0on of the devices used to access DUOnco™ Unity. 
For OnPrem deployment, the hardware requirements specify the use of a hardware lock or a 
mechanism for securing the device. It is the ins0tu0on’s responsibility to prevent unauthorized 
physical access to the server where DUOnco™ Unity component is deployed. 
 
DUOnco™ Unity has essen0al security measures to reduce network vulnerabili0es by design for cloud 
deployment. When DUOnco™ Unity processes data locally (OnPrem), it is the ins0tu0on’s 
responsibility to implement network access controls and ensure system security. This includes 
configuring firewalls, disabling unnecessary services, ports, and users, protec0ng against malware, 
encryp0ng data at rest, and avoiding unnecessary soZware installa0ons. DUOnco™ Unity is designed 
to use minimal network ports and protocols, with HTTPS ports required for communica0on with cloud 
services. The system has robust network controls in the cloud to prevent unauthorized access. 
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4 Understanding return codes 
A return code is generated by DUOnco™ Unity to indicate whether processing was successful and 
whether results were generated. 
 
The return code can be found in the following loca0ons: 

1. In the DICOM tag Series Descrip.on (0008,103E) of each generated DUOnco™ Unity output 
series, as described in Sec0on 2.4.1.  

2. In the DICOM Structured Report (SR), in the following DICOM tags, under Imaging 
Measurements / Algorithm Result:  

o (0008,0100) Code Value: return code 
o (0008,0104) Code Meaning: short descrip0on of the processing status 

 
The following table describes the possible return codes: 
 

Return 
code Description Interpretation 

200 Assessment available, 0 finding 
detected 

Processing was successful. No lesion was included in 
the generated lesion results according to the applied 
configuration. 

201 Assessment available, at least 1 
finding detected 

Processing was successful. At least one lesion was 
included in the generated lesion results. 

204 Not able to evaluate, no series 
meeting input requirements 

Processing failed because the submitted 
examination did not contain any eligible CT image 
series for analysis. See Section 2.3 for processing 
requirements. 

205 Not able to evaluate, unknown 
reason 

Processing failed for an unspecified reason. Contact 
Intrasense® customer support if the issue persists. 

 
Codes 200 and 201 indicate successful processing. 
Codes 204 and 205 indicate processing failure. In case of processing failure, no lesion or body-
composi0on result is generated. 
 
 
 
 

5 Technical support  
The installa0on and maintenance instruc0ons of DUOnco™ Unity are supplied by Intrasense® in 
separate documenta0on. The installa0on and maintenance must be performed by appropriate 
personnel, authorized by Intrasense®. 
 

  When facing a system failure or problem, the user can call Intrasense® customer support to 
request help or assistance: 

+33 (0) 4 67 130 134 

support@intrasense.fr 
 

mailto:support@intrasense.fr
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