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For decades humans have been made to conform to
computers, especially in highly regulated industries such
as healthcare and life sciences. I've spent years at
Amazon Web Services modernizing these industries, and
years inside them, working with sponsors, clinicians,
scientists, regulators, patients.

We believe this is backwards, computers should conform
to humans, and Scientix.ai exists to make that true.
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Meet the person
asking the question.

Dr. Evelyn Adesina PhD

Clinical Safety Toxicologist

Assigned to CVRM-118, a phase 3 study

@ampleBiDtech

This is a fictitious persona
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ExampleBiotech has done
everything right. Protocol
v3.0 was authored in USDM,
propagated to all 140 sites,
the CRFs generated and
tested from it.

@am pleBiot

ech

"There is no screen | can open that
answers this. | get a report from the
EDC, not the data. | ask a data
manager, who may not have it. |
chase the CRA. By Thursday I'm
calling Site 123 myself."
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Why is this happening Dr. Evelyn?

The gap is known. It’s also known in working
groups...
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ack of clear practice and discussions.

Tools will need to start
collaborating, moving from
spot solutions to contributing
to a continuum of data
linked to it's context.
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Why is this happening Dr. Evelyn?
The gap is known. It’s also known in working

groups...

visibiljt esn't have .

gr OUP,gu(i)lthe 2PP and anothey biomedical concept 1ayer s the

doesn't Ownr;g e 3pp tha linkage between USDM

just see © data mode, It schedule of activities and our

discon S Weirdly DDA model. ... how do we

- Nected. plug in those missing links
Some of the other track |
L : S are clear -
not thinking this generic thin we need to have e | . | |
here. They're thinki 9 linkage from these Architecture risk: The relationship
Ing the oncept between USDM, Lab v2.0,

primary USe case thinkij he
ng. .. impl t
that they |

There will sudden; '
. y be a bj
weird gap here. bit of

Biomedical Concepts
implementation layer and
combination of DTA/DTS content is

not yet resolved.




So let’s talk about “linked data”...

Linked Data is a way of publishing
structured, machine-readable information

on the web so that individual facts can point
to related facts in other datasets.

Source;: W3C Wiki

cdisc



So let’s talk about “linked data”...

Linked Data is a way of publishing

structured, machine-readable information
on the web so that individual facts can point

to related facts in other datasets.

Source;: W3C Wiki

cOo

ISC.

Linked data?
Structured?
Machine-readable?

"id": "BiomedicalConcept 7",

"name": "3Systolic Blood Pressure",

"synonyms": ["SY5BP"],

"reference": "/mdr/be/biomedicalconcepts/
C25298",

"extensionAttributes™: |

"url": "http://www.cdisc.org/usdm/
extensions/specializations/=dtm",

"yalueString™: "/mdr/specializations/
sdtm/datasetspecializations/SYSBE"

1,

"code™: |
"standardCoda™:
"eoda™: "C25298",
"codeSystem™: "http://www.cdisc.org",
"codesystemVersion™: "2025-12-18",

"decode": "Systolic Blood Pressura™

b,

"properties™: |

"nama": "VSORRES",

"datatype": "decimal",
"code™: |
"standardCode"™: |
"code™: "CTOBSE",
> "codeSystem”: "http://f
www.cdise.org™,
"decode": "Ohservation Result"™
!
I
;“I.JI.'I
s
"instanceType": "BiomedicalConcept"

;
(USDM 4.0, NCTO17871 20 synthetic, 504 Workbench June 2028)



Core principles of linked data

1. Use Uniform Resource ldentifiers (URIs) as names for things

2. Use HTTP URIs so that people can look up those names.

3. When someone looks up a URI, provide useful information.

4. Include links to other URIs, so that they can discover more things.

Source: W3C Wiki

cdisc



Core principles of linked data

machine-readable information?

1. Use Uniform Resource IdentifierWas names for things

2. Use HTTP URIs so that people can look up those names.

3. When someone looks up a URI, provide useful information.

4. Include links to other URIs. so that they can discover more things.

Source: W3C Wiki

Do people and machines
read information the same way?

cdisc



So how does a machine look
for the meaning of this data?

id: Identity is local to the file. The same concept is a different
number in the next study's file.

Who named it that? With what convention? Where is this
decision recorded?

reference: This is not a public URI any machine can look up.
It’s a relative path owned by another siloed system?

code/codeSystem: A bare NCIt C-code next to a system URI,
and the system named is cdisc.org, not the thesaurus the

"id": "BiocmedicalConcept 7",

"nama"™: "3ystolic Blood Pressure”™,

"synonyms": ["SYSBE"],

"rafarance": "/mdr/be/biomedicalconcepts/
c25298",

"extensionAttributes": |

"url": "http://www.cdisc.org/usdm/
extensions/specializations/sdtm",

"yalueString": "/mdr/specializations/
sdtm/datasetspecializations/SYSEE"

1,

"coda™: |
"standardCode": |
"code™: "C25298%,
"codeSystem": "http://www.cdisc.org",

"codeSystemVersion™: "2025-12-1a",
"decode": "Systolic Blood Pressure™

e
"properties®: |

"name": "WSORRES",

"datatype": "decimal",
"code™: |

"standardCode"™: |
"eoda": "CT0858"™,

code belongs to. How does the machine read and search this
url?

cdisc

—> "codeSystem": "http://
www.cdisc.org”,
"dacode": "Observation Result®
)
)

ir

H‘.Lll
I
"instanceType": "BiomedicalConcept™

}
(USDM 4.0, MCTO1797120 synthetic, S04 Workbench June 2026)



Sign in cdisclD Help Get Involved

C25298

About Standards Tools Partnerships Education Events

*e
C I SC Membership

Home / Search

Search

sult found.

Where the machine
looks, no result.

Where the machine
guesses, three answers.
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Captured September 16, 2026
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4 Al Overview

C25298 is an identifier that matches several different context-dependent
classifications.

Here are the most common meanings for this code:

1. Medical Code (NCI Thesaurus)

In clinical and medical data management, C25298 is the unique concept code for
Systolic Blood Pressure in the National Cancer Institute (NCI) Thesaurus. It defines the
maximum pressure exerted into the systemic arterial circulation during the contraction of
the heart's left ventricle. () National Cancer Institu... +1

2. Hexadecimal Color Code

In web design and digital art, #C25298 represents a vibrant, medium-dark shade of
magenta-pink (often referred to as a "Sparkling Blueberry Lemaonade” tone). Its
technical properties include: #

* RGB: 194, 82, 152 (76.1% red, 32.2% green, 59.6% blue)
* CMYK: 0% cyan, 58% magenta, 22% yellow, 24% black

= More Info: You can view its full color palette on ColorHexa. #

3. Equipment Hardware & Keys

If you are looking for office furniture or file cabinet parts, C25298 is a standard lock/key
code used by manufacturers like Yamaha. #

* You can find custom-cut replacement keys matching this specific code via specialized
lock hardware retailers like EasyKeys. &
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ExampleBiotech has
structural amnesia.

It did everything right.

It cannot remember what it never wrote down.

The links.

@ampleBiD‘

ech f

The machine cannot follow
that string to its meaning, so a
person does.

Her name is Evelyn.

She is the human API.




How do we get Dr. Evelyn out of the
human API business?

1. Every thing has a name any system can resolve: the visit, the tube, the protocol
version, the site, the person who drew the blood, etc.

2. Every link between things is data, not a join someone writes later

3. Every link and every value carries who asserted it, when, and on what basis
4. Every fact carries when it was true, and you can ask "as of August 3"

5. The eight systems stay where they are; the question travels to them

6. It is an open standard nobody owns, that anyone can implement today

Which standard in this room

Cdi.sc was designed to do all six?




Not one.
And that is not a criticism.

The standards were asked to say what things are. They did.

Now we ask these standards to run clinical trials.

That's a different craft.
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Think of a clinical trial as a city.

Many buildings, many citizens, no two systems wired
the same way, many vendors, many rules, many
secrets to keep.

It is a living organism with complex relationships
between humans, objects, machines, processes,
locations, and time.

And that’s just a dumb city. How do we make one a
smart city? How do we make a smart clinical trial?




Smart cities use a standard called NGSI-LD

So, what is NGSI-LD?




Smart cities use a standard called NGSI-LD

So, what is NGSI-LD?

Next Generation Service Interfaces,
Linked Data




Smart cities use a standard called NGSI-LD

So, what is NGSI-LD?

Next Generation Service Interfaces,
Linked Data

Built on W3C JSON-LD, so every entity is RDF, and the W3C
stack (OWL, SHACL, PROV-0O) applies. Nothing here is invented.




{

"Rcontext": |

JSON-LD (Linked Data) points to the w”“:'@'.rc-cah“: "https://wiid.org/cdisc/usdm/

"@basae": "https://example-biotach.example/

context and never loses it. studies/CVRN-118/v3.0/",

"instanceType": "Rtype",
"neic™: { "@id"™: "http://f
purl.obolibrary.org/obo/NCIT_", "@prefix":
id: BiomedicalConcept_7 now resolves to the study's own true },
. ] . "reference"™: { "@type": "@id" },
namespace instead of being local to the file. mstandardCode”: { "Bcontext™: |
rlcﬂdell: { “E'th'lpE“: '|F,Eidll :I-'
) . R . "codeSystem": { “Btype": "“@id"™ } } |}
reference: the two code strings gain ncit, which the context b
. "id": "BiomadicalConcept 7",
expands to the machine-readable OBO purl for the NCI \ "name": "Systolic T -
"synonyms": ["S5YSBP"],
Thesaurus Concept' "raference": "neit:C25298",
"code": { "standardCode"™: |
. . "coda": "neit:C25298",
code/codeSystem: points to a real machine-readable "codeSystem": "http://purl.cbolibrary.org/
» obo/neit.owl"”,
thesaurus. "codeSystemVersion™: "“2025-12-16",
"decode": "Systolic Blood Pressure™ } |,
"properties®: |
instanceType: becomes a @type and with @vocab it ( "name": "VSORRES", "datatype":
"decimal™,
eXpandS to "eode": { "standardCode™: |
. H H H H "eode™: "neit:C70856",
https://w3id.org/cdisc/usdm/v4/BiomedicalConcept RS R
purl.obolibrary.org/obo/neit.owl",
(Kerstin Forsberg’s RDF/OWL mechanically generated from cdisc-org/DDF-RA) ] "decode": "Observation Resul . E
“;natancaTypa“L "BiomedicalConcept : T

}

cdisc


https://w3id.org/cdisc/usdm/v4/BiomedicalConcept

What NGSI-LD adds. What it needs.

NGSI-LD adds three things JSON-LD does not have:
1. Links that carry who, when, and how sure, on the link itself

2. A clock on every fact, and "as of" as a query
3. Federation in the standard: the question travels, the record stays

What NGSI-LD still needs:

A second clock.
Not only what was true, but what we knew, and when we knew it.

cdisc



Quick demo
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What you just saw:

The ScientixAl Community Edition of our
evidence infrastructure product.

Apache 2.0. Version 0.1

Run it on your laptop, air-gapped, nothing goes out.
The engine is ours, open.

The Ontology Project (TOP) provides the types and
we welcome you to explore this Apache 2.0 open
project as well.

Questions? Come find me after this session. The Ontology Project (T.O.P.)

scientix.ai

Architecting the future of healthcare.
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“Linking standards without replacing them”

Thank You

Bo Lora

scientix.ai

Architecting the future of healthcare.




