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» Fast evolving technology
» Learning by doing
» Something meaningful




Introduction

» OpenStudyBuilder — open-source MDR & SDR

Input Standardize Make accessible
Enable systems and users to Harmonize language Enabling users and digital products to
input clinical meta data on key . parallelize, optimize and automate
o Ensure compliance to standards )
study concepts digitally across downstream business processes

Resolve inconsistencies

Study concepts STI DY Business processes

BUILDER

. Standards Utilization

P 0. Standards . Study Planning

; . Protocol authoring
P 1. Study design structure STANDARDIZE

. Data Collection Enablement

2. Study Out
> udy Lutcome . Data Transformation and Sharing

P 3. Study Criteria . Study monitoring and Quality

P 4. Schedule of activities MAKE . SDTM generation
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. ACCESSIBLE statisti s, :

P 5. External Data Transfer Specifications > Statistical Analysis, ADaM generation
. and TFL

P 6. Ul Driven Data Collection Specification Met;r‘::':;“gt‘ 8. Clinical Disclosure

P 7. Data quality elements — 9. Clinical Study Reporting

10. Submission

https://www.openstudybuilder.com/



https://www.openstudybuilder.com/

Introduction

> Word-Add-In

OpenStudyBuilder — Protocol Get Data

+ One-way connection (from 3
OpenStudyBuilder to Word)* !

. ‘ [ Select all
Styles ensure proper formatting in Word

(@]protocotTitte | 3
[] Universal Trial Number
([ EudraCT Number

[] IND Number

[ StudyBuilder Flowchart
] Objectives & Endpoints

) ] Inclusion Criteria
AutoSave < ] Exclusion Criteria

File Home Ten;\
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Introduction

» Need to have Windows & Microsoft Word

» Installation complexity
» Admin rights

» Trust solution
» Specific EntralD authentication

» Can't it be done with Python?




Introduction

» OpenStudyBuilder Extensions since March 2026
» User Interface & Custom AP

* Extensions Framework: Ul Capabilities

APPLICATION PREVIEW NHAT EXTENSIONS PROVIDE

@ Studies A Library | SCKdministeation | B reports @ SELECT STU

Fustom Menu Items Enabled

Hello Extension Title

(@ Description of what this extension does ® Inject items into Studies, Library or Administration

u Respects role-based permissions and feature flags

Welcome to my extension!

¢ Automatically discovered and loaded at runtime

Custom Features Erakica

Reuse all existing Ul components and design patterns

Tt Custom menu items injected into sidebar N . .
Own API endpoints with shared auth infrastructure

-

T Custom page rendered inside existing shell
Isolated modules — no changes to the core codebase

. Proof of concept: Interfaces are not yet frozen. Component
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Vibe Coding: Word Update &

» Can this be done with Python?

» "Claude” communication
» Read in the Word-Extension (GitHub)
» Read in OpenStudyBuilder AP
» Create python script

¥ Claude



https://github.com/NovoNordisk-OpenSource/openstudybuilder-word-addin/blob/main/documentation.md
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Vibe Coding: Word Update
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» 30’ first PoC - stand alone functionality

Y¥¢ Claude

» 2h with finetuning & documentation

Parameter Required Default Description

--study Yes — Study UID to fetch (e.g. Study_000001)

--template  Yes — Path to the input .docx template (must exist)

--out Yes — Path to write the updateq

--version No LATEST Study version number (e. elobs-word-updater \
--api No from config Override the API base UR

--study Study_eeeeel \

--template .\core\templates\ProtocolTemplate_OSB_1.1.docx \
--out my_protocol_output.docx \

--api http://localhost:5005/api

--config No auto Path to config.yaml (see (
--tag No all tags Limit the update to speci
--app-version No — Print the tool version and
--help No — Show usage help and exit

elobs-word-updater \
--study Study_eeeeel \

--version 1 \

--template .\core\templates\ProtocolTemplate_OSB_1.1.docx \
--out output.docx




Vibe Coding: Word Update

> Make It an extension

» Read in extension creation description
» Consider "Hello” example extension T I

» Setup & testing (knowledge helps)
» How to setup & test locally (APl / Ul)
» How to setup & test in Docker
» API has testing script
» Ul using manual (human) testing




Vibe Coding: Word Update

> Solution

v CRF-0O X OpenSt X Introdu. X OpenSt X NeoDa: X Study & X OpenSt X OpenSt X OpenSt X OpenSt X ar - m} X
P p y p p P P

&« c @ localhost5005/studies/summary g In) 4, ®

SELECT STUDY
SE“RI)ER U Studies | I\ Library 9, Administration B Reports & 1 I Q)] & ANONYMOUS

FRICes POV A

Datei CENd Einfiigen | Entwurf | Layout | Referenzen | Sendungen | Uberprifen | Ansicht | StudyBuilder | Entwicklertools | Hilfe | Easy Document Creator | Acrobat QSiewEns: r‘;‘;’ Freigeben

L PR - e — = £ Suchen ~
i i - - 7 e e R~ . uchen -
About Studies 0 Tirmes New F + |18 AN Aa LN (== ST 1 AaB AaBbCcl AaBbcede 1.1 AaB 2. Esetzen E}
Einfigen F K U ~asex, x° [~ - Uberschrif... Listenabsatz T Table Pa... Uberschrif.. = PDF
Study List - ~ - & < . 1 [s Markieren - erstellen
Iwischena.. T Schriftart [Pl Absatz ] Formatvarlagen ] Bearbeiten Adobe A, A

Manage Study

CLINICAL ELECTRONIC STRUCTURED
HARMONISEDPROTOCOL

Define Study
View Specifications
View Listings . (CE SHARP)

ELOBS Word Updater

Protocol Full Title: Pratocol Title

Sponsor Confidentiality
Statement:
Protocol Number: Study ID

Version:

Amendment Number:
Amendment Scope:
Compound Number(s):
Compound Name(s):
Trial Phase: Study Phase

Seite Twon23 1717 Warter [[¥  Englisch [Vereinigtes Kénigreich) 23 E& B - 1 + 120% ——
\




Vibe Coding: Word Update

» Summary
» Took together 2,5 days - much went into setup local and adopt
» Major changes from API to “inbuild” features

» Change from no authentication - to authentication - to inbuild no
authentication

» Things that worked, didn't work after an update (even though tests

are created and run along)
(\f

» Time consuming part is the human




Vibe Coding: Word Update &

» Questions
» How long to vibe next project?
» Lessons learned & setup for next!
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Vibe Coding: Pre-Define

» Existing Neo4) dashboard
» Display in OpenStudyBuilder

neo4j:/localhost:5002 @
Pre-Define ) - ) -
a s Warning: NeoDash is running with a plaintext password in config.json.
Pre-Define.xml
**Reports Landing Page**
Study Selection Study Standard selection
Activity Instance Export
Select StudylD Study.. StudyAcronym StudySubpart label Value Select SponsorModellg EffectiveDate Version
Activity Libi Dashboard
vity Library Dashboan 0 coisc No sub study Study CDISC DEV BN siimig mastermodel 3. SDTM  2013-11-26 32
DEV Name 2_NN15 IG
Activity Metadata Check 0001 CcDIsc DDF- No sub study Study Title for this Study v3.2
DEV SampleData- Descriptio SELECT sdtmig_mastermodel _3. SDTM  2018-11-20 33
Audit Trail Report 0oo1 n 3_NNO1 IG
3000 999 DummyStudy 0 No sub study Study Title for this Study (new) v33
Descriptio SELECT sdtmig_mastermodel_3. SDTM  2018-11-20 33
Codelist / Terms history 3001 999 DummyStudy 1 No sub study n 3_NNO2 IG
Protocol v33
3002 999 DummyStudy 2 No sub study 11.
CRF Impact Analysis Name SELECT sdtmig_mastermodel_3. SDTM  2018-11-20 33
3_NN03 IG
v3.3
CRF Library Versions
Data Exchange Data Models Rows perpage: 5 « 1-50f 15 > & Rows perpage: 5 = 1-40of4 & Rows perpage: 5 = 1-40f 4

Laboratory Data Specification
Datasets - Using sdtmig_mastermodel_3.2_NN15
Pre-Define

Query returned no data.

Study Metadata Comparison

Syntax Template Dashboard

1
2
3
4
5
5
7




Vibe Coding: Pre-Define

> h f' I want to create an OpenStudyBuilder extension - like the

rea e e S r u C u re I rS one here:...\git\elobs-word-updater - this time | want to
create a pre-define viewer - | do not need a "core " python
package - | only want to create APl endpoints and a user

» Files required itefoce. nclyze the sructurefom efobs-word updted

For the first implementation — create a

: G ' ' | t t dummy endpoint returning “hallo V

content the dummy endpoint return.

\I_

For the first implementation — create a
dummy endpoint returning “hallo
world” and the Ul containing in the
content the dummy endpoint return.

world” and the Ul containing in the

—

Testing

Fix it

Working




Vibe Coding: Pre-Define

Actually, | want an inbuild user interface for the NeoDash report which is
available in the OpenStudyBuilder app - analyze this NeoDash:

> D . ...\git\OpenStudyBuilder-collab\neo4j-mdr-

eSC rl e a C u a O n e n db\neodash\neodash_reports\pre_define.json - | want a study-selection,
the display of study metadata (name, descriptions, additional version),
selection of a standard, selection of "datasets" which are domains and then

> R ea d da S h b Oa rd ’ Z:’:[j)g/t:]);::;m in a table - the "Codelist/Terms" are not of relevance and can
' did you also consider existing API V
C rea te CO r reS po n d I n g G U | endpoints? C:\git\OpenStudyBuilder-

collab\clinical-mdr-api\openapi.json

Use the hyprid (reuse endpoints for 1,2,3
and cypher 4,5) - but not need to make
T direct API calls as the extension is
running within the system similar to
how the elobs-word-updater reads in
study number for example

—

Start Finetuning

the first three panels are fine - | just realized that the cypher query is invalid - use the following:

// Study selection with applicable Visits and Study Activities and Grouping New Version MATCH ()-
[r1:LATEST]->(n2:StudyValue {study_number: "0"})-[r2:HAS_STUDY _VISIT]->(n3:StudyVisit)-....

—

Working




Vibe Coding: Pre-Define

> Fully working after 2,5h ... (little to update to 2.10)

STUDY Qs studies R Library %, Administration BReports A CDISC DEV-0 & 82 @ 2 ANONYMOUS
BUILDER novo nordisk
About Studie - :

outotudiss ELOBS Pre-Define Viewer
Study List

@ Extension: View a study's Pre-Define (define.xml style) datasets and variables from OpenStudyBuilder.

Manage Study
Define Study
View Specifications SinJ" v Latest e
View Listings
ELOBS Pre-Define Viewer Standard (sponsor madel) -

ELOBS Word Updater

Datasets

Select a study and a standard to list datasets. Click a row to view its variables.

Dataset Description Structure Documentation Location

No data.

Items per page: | 10 ~ 0-0cf0
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Summary and Think bouts

» Vibe coding Is amazing
» Proof of Concept in hours
» "Learn/Reuse’ existing code, APIs and documentation
» Natural-language enables flexibility on languages (e.g. Cypher)
> |deas tested before full implementation
» Small extensions for specific user needs

a P
W




Summary and Think bouts

» Human guidance
» Background knowledge is essential
» Software design
» Requirements and context
» Testing and review
» Refinement

» Human remains responsible for
quality, security and maintainability




Summary and Think bouts

» Chaos is around the corner
» Different Ul designs and utilizations
» Duplications & variations
» Uneven testing, documentation and code quality
» Unclear ownership and maintenance
» Technical debt -




Summary and Think bouts

ALL MODERN DIGITAL
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https://xkcd.com/2347/



https://xkcd.com/2347/

Summary and Think bouts

Vibe Code Not Working? Never Lose Hope!

Hope Driven
Development

a guide to burn tokens

O RLY’ @Audrey HopeBurn

Posted in r/'SaaS @ reddit

https://programmerhumor.io/programming-memes/hope-driven-development-b9u?2



https://programmerhumor.io/programming-memes/hope-driven-development-b9u2
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Summary and Think bouts

Solve the challenges together!!!

STUDY
BUILDER

phuse J T
N

cdisc




Links

Word Extension:

» https.//github.com
/KatjaGlassConsulting
/elobs-word-updater

Pre-Define Extension:

» https.//qgithub.com
/KatjaGlassConsulting
/elobs-pre-define-display

https://openstudybuilder.com
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Comments & Questions!

OpenStudyBuilder.com
Katja.Glass@glacon.eu

Al assistance (Claude) was used for software development and content refinement



	Slide 1: Good Vibes Only
	Slide 2: Agenda
	Slide 3: Introduction
	Slide 4: Introduction
	Slide 5: Introduction
	Slide 6: Introduction
	Slide 7: Introduction
	Slide 8: Agenda
	Slide 9: Vibe Coding: Word Update
	Slide 10: Vibe Coding: Word Update
	Slide 11: Vibe Coding: Word Update
	Slide 12: Vibe Coding: Word Update
	Slide 13: Vibe Coding: Word Update
	Slide 14: Vibe Coding: Word Update
	Slide 15: Agenda
	Slide 16: Vibe Coding: Pre-Define
	Slide 17: Vibe Coding: Pre-Define
	Slide 18: Vibe Coding: Pre-Define
	Slide 19: Vibe Coding: Pre-Define
	Slide 20: Agenda
	Slide 21: Summary and Think bouts
	Slide 22: Summary and Think bouts
	Slide 23: Summary and Think bouts
	Slide 24: Summary and Think bouts
	Slide 25: Summary and Think bouts
	Slide 26: Summary and Think bouts
	Slide 27: Links
	Slide 28: Questions?

