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Log Summary: Add Synthetic Data Flag

Name of Standard
PS 3.3, 3.6

Rationale for Correction:

There is interest in creating, storing, and processing imaging data that has been generated synthetically
(e.g. by a generative Al algorithm) rather than by reconstructing data acquired from a scanner. Such data
objects might be used for machine learning, for system testing, or other non-clinical purposes. It can be
useful for such data to resemble "real" patient data very closely, potentially to the point of being
indistinguishable. To avoid potential confusion, an attribute specifically declaring the synthetic nature of the
data would be helpful.

Generating synthetic data can make it easier to assemble large training sets with known image
characteristics.

This flag is not intended to address concerns where synthetic images are inserted into the medical record
with intent to misdirect patient care since using such bad actors would ignore this flag. Thwarting such
behaviors would involve tamper proofing mechanisms not discussed here.

Correction Wording:

PS3.3 Modify SOP Common Module as shown

C.12.1 SOP Common Module

Table C.12-1. SOP Common Module Attributes

Attribute Name Tag Type || Attribute Description
Instance Creation (0008,0013) 3 Time the SOP Instance was created.
Time This is the time that the SOP Instance UID was assigned, and

does not change during subsequent coercion of the Instance.

Instance Coercion (0008,0015) 3 Date and time that the SOP Instance was last coerced,
DateTime corrected or converted by a Storage SCP (see Section B.4.1.3
“Coercion of Attributes” in PS3.4).

Instance Creator UID || (0008,0014) 3 Uniquely identifies device that created the SOP Instance.
Note:  There is no requirement that the Instance Creator UID
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Attribute Name Tag Type || Attribute Description
(0008,0014) be the same as the Device UID (0018,1002)
in the General Equipment Module, though they may be.
Synthetic Data Flag| || (xxxx,yyy1)| 3 | Identifies that some or all of the content of this instance

was synthesized rather than acquired from a patient.

Notes: 1. Since this instance may be intended for use in
training or testing, the data may be otherwise
indistinguishable from acquired patient data. <Do we
want an explicit disclaimer about precautions against
unintended consequences?>
2. The algorithm(s) used to synthesize the data may
be described in <TODO> with a <Purpose of TODO>

Enumerated Values:
YES
NO

Content Qualification

(0018,9004)

Content Qualification Indicator

Enumerated Values:

PRODUCT

RESEARCH

SERVICE

See Section C.8.13.2.1.1 for further explanation.

\ Included for reference (text about suitability for use)

C.8.13.2.1.1 Content Qualification

Content Qualification (0018,9004) shall have the value PRODUCT if the content (image or Spectroscopy
data) was produced with approved hardware and software. It shall have the value RESEARCH or
SERVICE if there is any doubt as to whether the content was produced with approved hardware and

software.

If data with Content Qualification (0018,9004) of RESEARCH or SERVICE is used to derive other content
then it is expected that this derived content will also have Content Qualification (0018,9004) set to
RESEARCH or SERVICE.

The intent of this element is to allow annotation of an advisory message that indicates that this content

may not be suitable for clinical interpretation.

Included for reference (context/comparison)

C.7.1.1 Patient Module

Table C.7-1. Patient Module Attributes

Attribute Name

Tag

Type

Attribute Description
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Commented [OK1]: Strawman attribute and
description for discussion.




Attribute Name

Tag

Type

Attribute Description

Quality Control
Subject

(0010,0200)

Indicates whether or not the subject is a quality control
phantom.

Enumerated Values:

YES

NO

If this Attribute is absent, then the subject may or may not be a
phantom.

This Attribute describes a characteristic of the Imaging Subject.
It is distinct from [Quality Control Image| (0028,0300) in the
General Image Module, which is used to describe an image
acquired.
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Commented [OK2]: "Indicates whether or not quality
control material (such as calibration or control material,
or a phantom) is present in this image."




