StudyBuilder Word ribbon




2 6-April-2022 StudyBuilder Word Ribbon O

novo nordisk”

Basic design principle

Demo

REST API

Discussion (SWOT, questions)

R N =

5. Lunch-break



Basic design principle

StudyBuilder ribbon
(Word add-in)

One-way
connection!

Protocol

Only a Novo Nordisk
specific version is
available for now
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StudyBuilder ribbon

« Simple interface with ‘fly-out’

« The code recognize the document type
(so the ribbon can dynamically change
to fit different document types)

« One-way flow of information
(StudyBuilder -> Word)

Novo Nordisk®

Prototype Word add-in
Ribbon

MM Authoring MM StudyBuilder

[

1: Opens fly-out to select
a study in StudyBuilder

-

2: Pull information from
StudyBuilder to Word doc.

Fly-out

Get Data

[ ]5elect all

[] Protocol Title

[] universal Trial Number
|:| EudraCT Mumber

[ ] IND Mumber

[] studyBuilder Flowchart
|:| Inclusion Criteria

|:| Exclusion Criteria
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Information flows into Word Content Controls

= Protocol Title

Protocol Tiitle:| Protowl Tile Protacel title will be inserted here (use StudvBuilder ribbon)

Content Control Properties

General
Title: Protocol Title
Tag: 5B ProtocolTitle

Show as: |Bounding Box| s~

Color ﬂ hd

|:| Use a style to format text typed into the empty control
Style: [Default Paragraph Font e
A,_ MNew 5tyle...
Remove content control when contents are edited

Locking

Content control cannot be deleted
|:| Contents cannot be edited

Cancel

¥
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Concent Control
= Invisible frame around content

Great for targeting via code
Can be locked
Will be built into template
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Live demo

1|y U3 studies I\ Library ADD NEW STUDY  SELECT STUDY [(CDISCDEV00s5 @ 1@ @ 2 JOHN DOE

Welcome to the StudyBuilder application

Study Specification made easy

ST| IDY

BUILDER

Build Comply Reuse Get insights Integrate
your study in a with standards specification elements via user-defined with other systems
consistent way including CDISC across studies dashboards via open API

LICENSE
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OpenStudyBuilder integration opportunities

StudyBuilder: System Component Architecture

Source Systems

Internal Master Data System

MDMAPI

StudyBuilder System

StudyBuilder App Documentation Portal

it : StudyBuilder Clinical MDR API
( SdyDEliE ) ( Lib ) ( Documentation ) Specification

[Open API (Swagger)]

CDISC Library

CDISC Library
API

Down stream systems

Other External sources

Dictionaries

ue.js JavaScript framework using Vutify style library [VuePress using markdown files
A
3| Master Data Import
[Python program]
Y
Clinical MDR API
(Access control, versioning, workflows )
»| Standards Import - [Python using FastAPI framework]
[Python program] |

A y [Packages: requests, py2neo, neomodel, openpyx, dict2xml, gitpython, enforce-typing,

\ 2 2 hypothesis, okta-jw, python-jose, fastapi-etag, python-dateutil]

Import || Staging A A

Files

I db v
A Y
Y 3
44 o
o| Otherimport | ClinicalllfSis Files
~ [Python program] B [Cypher]
\—/

Graph Database
[Neo4j]

> APl based
»| APl Integrations

Novo Nordisk®
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OpenStudyBuilder REST API

Clinical MDR AP| 9 &=

{apifopenapi.json

Authentication:

Supports OAuth2 Authorization Code Flow, at paths described in the OpenlD Connect Discovery metadata document. Microsoft Identity Platform (documentation).

Authentication can be turned off with OAUTH_ENABLED=false environment variable. When Authentication is turned on, all API requests have to provide valid bearer (JWT) token. When turned off all endpoints accept (optional)
custom header X-Test-User-Id which allows any request to inject any user id value (for testing purposes). If the header is missing, the default value of unknown-user is assumed.

Servers

ODM Forms ~
‘ /concepts/odms/forms Return every variable related to the selected status and version of the ODM Forms AV ‘
‘ /concepts/odms/forms Creates a new Form in 'Draft' status with version 0.1 v ‘
‘ /concepts/odms/forms/headers Returns possible values from the database for a given header v ‘
‘ /concepts/odms/forms/{uid} Get details on a specific ODM Form (in a specific version) v ‘
vl

[ 0SB /concepts/odms/forms/{uid} Delete draft version of ODM Form

Novo Nordisk®
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Discussion / comments

LW . 5 :
WI!| we continue to use Word..? (Probably not. From 3 StudyBuilder SWOT ANALYSIS
point of view, Word is just connected down-stream via the API - any
future authoring tool could do the same) ouribeimons oo

zation)

- What is the central source of truth? (StudyBuilder vs Protocol)

Strengths Weaknesses

Internal origin
ttribute f the ol i

 StudyBuilder is built as a NN product - which is both a strength and
a weakness (NN need it to work - but to not be too NN specific)

(attributes of

ent)

« Idea: Author the SAP based on StudyBuilder (already automated in
NN?)

« Opportunity: Link templates with algorithms to support
downstream processes (check e.g. age ranges against criteria)

Opportunities Threats

External origin
i f the envirol

(attributes of

« Use a data mining approach to capture e.g. most used / most
‘successful’ criteria among all protocols?



