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Closing the loop
Testing a study build with synthetic data, from USDM to ADaM

Shirley Collie, CEO   ·   Rob Kieser, Head of Product   ·   BioInformatiCo
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W H E R E  I  S T A R T E D

Seventeen years of medical claims data

no code, no payment
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T H E N  I  C A M E  T O  C L I N I C A L  T R I A L S

Something familiar, and something strange

the rule lives

at the end

built separately  ·  different people  ·  different copies of the truth

FOUND MONTHS LATER, IN A LIVE STUDY
— where every fix is change control  —
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T H E  Q U E S T I O N  W E  S T A R T E D  W I T H

If the standard exists,

why isn't the study built on it

from day one?
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W H A T  W E  B U I L T

Leova, the platform we’re developing

END TO END
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A F T E R  O U R  E N T R Y

The same ideas, on a live study

We're a data management CRO: building studies is what we do every day.

What ran: the specification engine and the robot
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T H E  P A T H  T H E  S T U D Y  T O O K

Designed for a straight line

not built for that path

…so we changed the sequence to fit the study
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H O W  W E  W O R K

Every correction becomes a rule

embedded in our DNA

9



CDISC US Interchange  ·  Denver  ·  5 October 2026

C D A S H ,  B U I L T  I N

Not bolted on later

CDASH variable names SDTM target

the SDTM target comes with them

605
variables, CDASH-derived

from the start
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T H E  R O B O T

Leova sees both sides

The build proves itself against the specification
not the other way round

Every field carries its own number: every test, finding and screenshot traces back to it
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E D I T  C H E C K  T E S T S

Every check, tested both ways

1,626
tests

across 170 edit checks
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H U M A N  I N  T H E  L O O P

The first set of tests overgenerated

358
raw checks

237
tests

each rule runs once, on one arm or the other

no arm lost a rule
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T H E N  T H E  R O B O T

Does what a database programmer does
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W H A T  W E  L E A R N T

You can’t test a check on its own

for the check to fire, everything before it has to be true

Realistic synthetic data shows its real value

once it runs through the EDC itself
where variables and rules interact the way they will in the live study
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F I N D I N G S

What Leova found

13 34
47 problems, found before a single participant was enrolled
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E V I D E N C E

Every run writes its own evidence

see at a glance where a failed test came from

About a month by hand on comparable studies.   This study: one week.
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P O R T A B I L I T Y

Once per EDC, not once per study

recorded once by our developeronce per EDC platform once per EDC platform

Keep everything that carries meaning above the EDC. Keep the EDC part thin.
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A  R E A L  S T U D Y  B U I L D

Our challenge entry, at work

two weeks

first participant
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W H O  W E  B U I L D  F O R

Grant-funded, investigator-led research

hours saved

goes further

every step of the way we work
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W H A T  W E  B E L I E V E

Four activities, four groups, four points in time?

one system

the standard C D I S C

Without CDISC, the robot has nothing to check against.
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Thank you
Shirley Collie   ·   Rob Kieser   ·   BioInformatiCo
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