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VISION

The Al for DM product(s) is designed to streamline and accelerate key study startup Who does it serve?

activities by generating first drafts of Case Report Forms (CRFs) and edit checks
specs generation. This solution represents a step toward a more intelligent, Clinical Data
efficient, and technology-enabled approach to clinical data management and study Management Team
start activities.

What val it te? N .
AR LLIGC DI E L L Q How does it Support Data Management Users

-~

CRF Generation agent leverages existing  Edit Check Specifications generation

v' Speed to first draft begins iterative
review process faster

CRFs from Data standards (wherever agent helps with the creation of edit
v’ Firstdraft ready decreases turn- available) and generates new CRFs based checks for each of the fields with a CRF
around times on provided input protocol based on Data standards (wherever
v Ability to generate and insert on- available) and generates new specs
the-fly reduces study team review based on provided input protocol

cycle



Prior Process vs. Future Process

Prior process takes up to 4 months, with most of the time for CRF review

Study Startup - Data Management Current State Process

Pre-Vendor Phase (9-16 Weeks)

Based on SoA, DM
(could be CRO)
determines which
CRF's are needed

Data
Management

Close to Final Protocol -
does not have to be "final
final"

Medical Writing

DM team determines
if non-standard
forms are needed
(meetings with study
team - entire study
team incl. clin
management, GCD,
Biostats, Safety)

GCD drives the
creation of non-
tandard forms.

CRF's (list
of final
forms)

Clinical
Management

Whatever ClinDev
wants, DM team has
to draft. DM team
also looks at other
studies to see if they
used it. DM team is
referencing meeting
notes and existing

Clinical
Development

P

Edit Checks drafted
by DM CRO Time? At
Least 1-2 weeks,
depends on the CRO.
There is an SLA with

Syneos.

Custom Functions - more

Consensus is
reached with
study team (4-8
weeks™ total,
varies)

complex edit checks and
code packages. Takes a

longer time (C# iled
by Medidata). Can change
behavior of system and
needs more testing.

10 DAYS
Vendor
Development of
Database
Specifications

Study Team
Reviews
(iterative) -
timeline really
depends (2-3

weeks w/

Syneos, could
be 4-6 for
inexperienced
CRO's




Prior Process vs. Future Process

Future process will start earlier in the protocol development process and reduce time for CRF and
edit check selection and development, saving up to 1 month

Study Startup - Data Management Future State Process

Pre-Vendor Phase (5-12 Weeks)
"E Custom Functions - more
(7] Edit Checks drafted by DM complex edit checks and 10 DAYS
= = GenAl Extraction of CRO Time? At Least 1-2 code packages. Takes a Vendor
5 % P S0A and first draft weeks, depends on the longer time (C# complled Development of
o g CRF / Edit Checks CRO. There is an SLA with by Medidata). Can change Database
o Syneos. behavior of system and Specifications
s needs more testing. A
g Study T Revi
= of First Draft - is the
= Close to Final Protocol - existing consensus
= does not have to be "final and review process, Final review
g final® should not disturb period by study
g existing processes DR
= ' There can be a lot of > I‘uviﬂoan
g, vy timeline
€ compared to
= B Canbea lot of pon=F
2 .
=) Mﬁiﬁ' Main drivers for timeline reduction:
O c changes
] 1. Speed to first draft begins iterative review process faster
= 2. First draft ready decreases turn-around time for CRO
3. Ability to generate and insert on-the-fly reduces study team
review cycle
e
c
- o
SE
£ .0
o3
7]
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How Standards Are Used in the Process

» Standard clinical metadata is the primary source for matching the CRFs and edit checks
e Currently the standard metadata matches about 25% of the time

* As new clinical metadata standards are created, match expected to increase to about 80%

CRF Categories Method Outcome

Set of existing CRF CRFs with defined formats
Standards (~25%) metadata standards within the designer with
that instruct Al limited modifications allowed

Semantic Search of Context library options
Non-Standards SISITHE Sea - ranked by similarity of
historical context

Maijorit - protocols - user has option to
( J y) Ubrany select which CRF to use

Al attempts to generate User flagged to review all de
CRF novo generated CRFs

(Rare) De Novo GenAl




Architecture and Al
Technology



Existing Al
Platform
Components

Added by Use

Case

Use cases are built on scalable platforms and add
to platforms — and add new patterns

R&D application examples

o o . . Edit Check
Writing Assistant CRF Generation ‘ ICF Generation ’ ‘ Specification ’
Gen Al Platform
. Image Copy Summarization . ) [ LLM Connectors ]
Critique Agent Agent Agent Data Copy Agent | [Inferencing Agent| | Supervisor Agent
Agents e [ LLM Model ]
odels
conent CRF Generation Gateway
B . R rati
Tone Agent Cust:gl::tlon Reflection Agent Agent Planner Agent Ask Al Agent [ Embedding Models ]
4 4 Vect N\
Data Data Extraction/Parsing- chunkin Emb::d?:\ a Gen Al Vector DB Model Re-rankin Context Feedback Vector DBData| | 0 b0 ol
Extraction Docx / PDF/PPTx 9 Indexing Utilities Connector Evaluation 9 Retriever Capture Cleanup
o o J
( ) Centralized Cost )
LLM User Usage Performance Audit Trail & Adoption Access Content Content -
LLMOps Security Guardrails Monitoring Dsshboard & !'LM Logging Dashboard Components Generation APIs Management APls Data Access Pipeline
L ) sage Tracking )

Data Layer L mfmstuowe

Source data — Standardized Infra GBAC - Group
Vector DB Metadata Store Feedback Store Compute SSO Login 0365 Plugin Based Access

Web App

& Unstandardized PDFs Monitoring Control Hosting




Al Evaluation

Data Science Perspective utilizes “Gold Standard Testing Dataset” to automate validation testing

Automation script developed to automatically validate test dataset

against CRF Generation outputs
Testing Parameters (cRF) [ cwsowpu(cRTo [

N p CRF Type Output CRF
Protocol ID / Name ‘CRF Document DateTime of Test Expected Form Field Field (Standard, Output Form Output Field Output Field Type (Standard, Comments/ |Product , Development
Name Name Name Value . N Name Name Value . Attachments |Owner Triage |Team Comment
Historical, LLM) Historical, LLM)
Q Q Q only 116/121
Five representative studies
generated but the
chosen as validation dataset tosenios ursters 2
fields are also
U forms are values are allthe forms are |generatedas  |values are also
generated as displaying as generatedas  |perstandard  |generated as
m _1[):13 am|9/29 Adverse Events expected _expected Standard expected CRF expected standard
H fields are also
Prior and forms are values are all the forms are |generated as values are also
O concomitant generated as displaying as generated as perstandard generated as
10:13am|9/29  |medications expected expected standard expected CRF expected standard
CU fields are also
forms are values are allthe forms are |generatedas  |values are also
U generated as displaying as generated as per standard generated as
10:13 am|9/28 demographics expected expected standard expected CRF expected standard
m fields are also
h forms are values are all the forms are (generatedas  (values are also
generated as displaying as generatedas  |perstandard  [generated as
_10:13 am|9/29 Informed Consent |expected _expecteﬂ standard expected CRF expected standard
D fields are also
forms are values are allthe forms are |generatedas  |values are also
generated as displaying as generated as per standard generated as
— 10:13am|9/29  |medical history |expected expected standard expected CRF expected standard
fields are also
O forms are values are all the forms are (generated as values are also
generated as displaying as generated as per standard generated as
O 10:13am|9/29 12-lead ECG expected expected Historical expected CRF expected historical
O historical(384-
Randomization 201-
et fields are Randomization  |00002_Annotate
present in values are present |d Unigue
O IMP all the extracted |addition to in addition to CRF_04Nov2024 |attachment in
L 10:13am|9/29  |Administration Historical forms required fields _ |required values -pdf) sheet 6
historical(384-
page numbers 00002_Annotate
footer values from historical d Unique
Ir i screening -28to- |are dispalying  |CRF is displaying (CRF_04Nov2024 |attachment in
10:13am|9/28 |n historical 2form as fields invalues -pdf) sheet 6

10



Testing at scale — using LLMOps to automate
Al testing and validation (incl. LLM as judge

ENDWORKFL. X +

C @ % dku-genai-des-dev.otsuka-us.com,

O 1 e OneDrive @ [0 CO 4 | [ utilities [ OtsukaCorporate [) OtsukaApps [ Conferences

Informed Consent Form Ganeration < “=  Hotebooks

ICF END TO END WORKFLOW 1} CODE SAMPLES + CRE IDITINCODESTUDIO  ACTIONS

Python en CRF_IC Zhang, Jeremy

B Gupta-CW, Pulkit 73

API Flow for ICF Protocol Processing /_N

The protocal processing pipslin consists of two APIs that work sequentially 1o upioad and extract protocal data.

+ 1, Protocol_Upload API
Purpose:

+ Uploads the pratacol PDF to a §3 managed folder.
+ On scheduled inferval the uploaded prolocols present on 53 are digitized

Workflow:

1. Azoept the protocol PDF as input

During development, automated

3. Atrigger is scheduled which execules the ICF digitization process

+ 2, Protocol _Digitization API
Purpose:

+ Parses the uploaded PDF using a custom parsing algorithm and Pythan kbraries
+ Extracis Sections consisiing of
= Texts
+ Creates chunks from the extracted section
rales embedding of the chunks relr he sections
+ Stores the chunks and the embedding into the OpenSearch Index

from

Workflow:

1. Fetch the uploaded protocol from S3
2. Parse the document 1o id 1 and ehunks.
3. create the embedding of the extracted chunks
4. Store the chunks nto the OpenSearch Indax

+ Qutput Format of Protocol_Digitization

The AP loads the chunks info the Opensearch Index

L import
inport
sagort Fitz
import dataikuapi

from typing import Dict, Any
from utilities creds import RD_PRO)
from v.

import datetime
from utils ispart connection

from T import display, HTHL

DATATKU_WOST , API_SECRET_KEY nection.get_dataiku_host_and_api_key(RD_PROJECT MAME,
client = dstaikuspi.DSSClient (DATATKU_HOST, APT_SECRET_KEY)

praj = client.ge ect(RD_PROJECT_NAME)

import icf.icf digitizer

ET_MAME , TOKEN_KEY)

LLMOps and testing provides
continuous updates to Al engineering
team on the directional quality of
iterative Al development.
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Extended Accuracy Testing

Shows significant accuracy relative to protocol SoA and ground truth CRF’s

Protocol Accuracy
Protocol #1 100%
Protocol #2 100%
Protocol #3 98.60%
Protocol #4 100%
Protocol #5 100%

 Ataform level compared to ground truth SOA -
the GenAl tool exhibits nearly 100% accuracy on
a set of ground truth protocols.

* Atafield level > based on system qualification

testing anticipate per protocol ~4 to 5 forms
require field updates for non-standard forms.

 Qverall, less than 1% of forms and less than 5%

of Form-Fields anticipated to require human
intervention, meeting project goal of less than
10% interventions required.

12



The User Journey



CRF Workflow

* Approximate operating time 45-60 minutes

* Approximate review time 30-45 minutes

/

Upload & digitize

protocol
~3-5 minutes

-

Optional - “thin” draft
containing table of
contents, SoA, and IE

-

Human-in-loop verify Review table
against SoA & verify template to use
from standard or historical
~1 minute to create, ~10-15

minutes to review

-

Generate Forms and Fields Draft

~30 minutes to 60 minutes
depending on complexity

.‘.

.

Optional human-in-loop verify forms
and fields
Add Forms and fields to Document
~30-45 minutes depending on degree
of changes desired

~N

J

Outcomes

Early review with study teams — enabling
parallel review of CRF content during
protocol finalization

Concise initial requirements for CRO to
conduct CRF entry — decreasing time to
generate final CRF

Early generation of draft ECS for review
with study teams

14



Upload Protocol and Generate Mapping

ﬁdﬂ:@)a - 1) ¥ Document2 - Word £ search 1 — o X
| © Comments | | Z Editing ~ —

File Home Insert Draw Design Layout References Mailings Review View Help Acrobat

[} wstotn o2 A K ma- BB E-iS-F TE R0 [ ' : RN EeeidE-2E 2N AV 4 YA VA
e B g e xR A-2-A-N® B===gm)=- 0.1 Normal | NoSpacing Heading Heading2 || difwbee e picste fdtor  Addims  Witng Wrtng
- o8 g e o= == = - B Selectv aPDF v Assistant Test  Assistant Prod
Cigbosrd & Font 5 Patagrach [ Styles B Gdtng  AdcbeAdobat Voice  Sersitwty  Edwor  Addins Otsuta Otsuka v
= Writing Assistant Prod voX

@ Jeseoy Zhangfictusaus com G

|
For 'CRF' Deliverable,
Choose a Protocol:

W,D,,g@mw - Upload protocol

Supports PDF/DOCX files

0

— _ Generate CRF Mapping

@ospwyseings Drecs B B B -—F——+ now




Mapping Results with Visit Schedule

Informed Consent Standard CRF Global metadata specifications

Demographics Standard CRF Global metadata specifications

Inclusion/Exclusion Criteria Historical CRF Prior protocol CRF P#X

Medical History Standard CRF Global metadata specifications

Heightb Historical CRF Prior protocol CRF P#X

z:g’:':':r';;:" SRaL Historical CRF Prior protocol CRF P#X
Pregnancy Test (POCBP)d Historical CRF Prior protocol CRF P#X

FSH test Historical CRF Prior protocol CRF P#X

For historical library, user is able
to select the historical protocol
from which to pull the CRF
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Schedule of Assessments Review

Each time point corresponds to assessment on the SoA and can be
reviewed to ensure consistency

Informed Consent

Demographics

Inclusion/Exclusion Criteria

Medical History

Heightb

Weight, BMI, and Waist
Circumferenceb

Pregnancy Test (POCBP)d

FSH test

Table 1.3-1 Schedule of Assessments for Cohorts 1 to 3
Period Screening/PA | Check-in Treatment Washout | Discharge? | Telephone
washout? (in-clinic) ET? follow-up
Trial Day —28 to -1 -1 1|2|3|4|5|6|7|8|9|1(}|11|12|13|14 15to 17 18 44 (+ 2)
ENTRANCE/HISTORY
Informed Consent X
Demographics X a
Inclusion/Exclusion | X m X m
Criteria
Medical History X u
Height® X B
Weight, BMI and X m X m X | xc X
Weis 3 & 3
Circumference®
Pregnancy Test X X
; 7a
(POCBP)?
FSH test X a

17




Review Forms and Fields and Make
Adjustments

Writing Assistant Prod v X

Epoch: dischargeal eta_18
Form: weight, bmi, and waist circumferenceb
384-201-00002 Protocol Amendme
Back D oo Note: section 5.2.1
Field Label Value Actions
: - - = Were measurements performed? i)
inclusion/exclusion criteria q NE ORI
inclusion/exclusion critena 1
If no, specify o
informed consent E
Date ]
medical history R
heightb ] a
weight, bmi, and waist circumferenceb \|  Derived date o
weight, bmi, and waist circumferenceb 4 Weight a
weight, bmi, and waist circumferenceb q =
o
weight, bmi, and warst circumferenceb 1
New field label Text v Add Field
pregnancy test (pocbp)d 9
pregnancy test (pocbp)d 1
fsh test screening/pa washouta_ 2 . @®

Review individual

weight, bmi, and waist circumferenceb dischargea’ eta_18 @ M

hepatitis and hiv screen screening/pa washouta_ 2
check-in check-in_ 1

alcohol and drug screene check-in_ 1



For Standard CRFs Only Allowable
Modifications Can Be Made

-ields for standards are pre-populated according to the standard.

Writing Assistant Prod - https://aiwriter-prod.otsuka-us.com/CRFReviewDialog.html?_host_Info=Word$Win32$16.01$en-US$telemetry$isDialog$$0

Epoch: screening/pa washouta_ 28 to 1

Form: informed consent

Note:
e
DNA Storage * Future Testing * General Genetic testing * Genetic Testing and DNA Storage *
Study Participation x Study Treatment x

Type of Consent

New option

[J Original * ) Amendment1 x [ Amendment2 x Amendment 3 x Amendment 4 x Amendment 5 x
Protocol Version Number [J Amendment 6 x Amendment 7 x Amendment 8 x Amendment9 x  [J Amendment 10 x o
New option

[J No x Yes x

Was informed consent obtained?
New option

Time of Consent

[0 Parent/Guardian x ) Subject x

Signed by
New option

New field label Text M

Submit

Fields can be
modified or
deleted perthe
clinical metadata
standards

clinical metadata
standards as form fields
that should not be edited

]

Date of Consent - Identified in glObal
u]
]

19



After Review User Adds Forms to the CRF

B 90 s Doumentl - Word P Search
File Home Insert Draw Design Llayout References Mailings Review View Help Acrobat
E] & |aptos (Body) vli2 VA A Aav B A =
@ _ Normal
e g Bl Uvex XA 2 -A-HO F

Clipboard &

Page2of3  119words [

Font m

_28to1

P g/pa
Form: medical history

Source: Standard CRF

LOFind ~ @,, g’/ S ﬁ.

Nospacing Heading Heading2 = Replace e Dictite Editor
B Select aPDF v

Styles 1 Ediing  AdobeAcrobat  Voice  Sensitivity | Editor

Writing Assistant Prod

Inclusion/exclusion critena

Inclusion/exclusion critena
informed consent

medical history

What was the date that the medical history was collected?

heighto
’ weight, b, and waist circumferenceb

£

| 3 Comments | | & Editing

0 e ¢

Add-ins Writing Writing
Assistant Test Assistant Prod
Add-ins Otsuka Otsuka

v

voX

@ JeremyZhang@otsuka-uscom G A

[ 384-201-00002 Protocol Amendment__ v20Mar2025 20 Mar 2025 pd!

Folder
check-in_1
screening/pa washouta_ 2
screening/pa washouta_ 2

screening/pa washouta_ 2.

screening/pa washouta_ 2. .

washout (in-clinic)_15 10 17
washouta_ 2.

| weight, bmi, and waist
‘ weight, bmi, and waist circumforenceb

weight, bmi, and waist circumferenceb

Has the subject experienced any past and/or concomitant diseases or past surgeries?

pregnancy test (pocbp)d

‘., pregnancy test (pocbp)d

ONo fsh test

weight, bmi, and waist circumferenceb
OYes s
hepatiis and hiv screen

check-in

What is the medical history identifier?

’- alcohol and drug screene
randomization

‘ alcohol and drug screene

mini

Category for Medical History

| imp administration
‘ imp administration
imp administration

‘ imp administration

Subcategory for Medical History

imp administration

! Imp administration
{7 Imp administration
‘ imp administration
imp administration

What is the verbatim term for the medical history condition/event?

imp administration

discharge
istration
imp administration

English (United States) 1% Accessibility: Good to go

Roiplysetings Procs B | B B - ——4——+ 10%

check-in_1

treatment_14
screening/pa washouta_ 2
check-n_1

screening/pa washouta_ 2
dischargea/ eta_18
screening/pa washouta_ 2
check-in_1

check-in_ 1

treatment_1

screening/pa washouta_2...
screening/pa washouta_2..

treatment_5
treatment_4
treatment_1
treatment_3
treatment_2
treatment_9
treatment_10
treatment_7
treatment_8
treatment_6
dischargea/ eta_18
treatment_13
treatment_14

© 6 0 066 06 0 © 00 © 0 © 6 6 06 6 006 0 06 06 0 e 6 o

Action

B 2 &

PPEPD B

PP RPE

PRPEEPER PR

P PPEP D

v

Click Word icon to add
to document

Click to add enforces
human-in-the-loop

To reduce time to
generate, forms are
created streaming so
items can be reviewed
in advance



Edit Check Specification Workflow

* Approximate operating time 5-10 minutes

* Approximate review time 30-45 minutes
s p

Outcomes

Excel Table of edit check specifications
Upload & digitize CRF ~5 minutes to generate

User may choose Indication,
Molecule, and Therapeutic ‘
Areain advance to prioritize / \ . . ..
: Concise initial draft and
context library. Human-in-loop utilize edit : .
~3-5 minutes checks as first draft requirements for edit check

specifications for CRO to enter

Early review with study teams

~30-45 minutes depending on
degree of changes desired
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Edit Check Specification Output Example

Including cross-form checks, ECS expected to generate 90%+ edit checks
accurate to standards and historical references

A Auosave (@ off YD~ & 5 Bookl - Excel £ search 0 - o X

File Home Insert Draw Pagelayout Formulas Data Review View Automate Help Acrobat Table Design O Comments

& cut pptosharow <11 A A = =(Z] 9 29 Wrap Text General v i /i @ & =X 2 Autosum v oY p \ /J’ Z
Moy ~ B I U~MAJOd.A.|l= z § v 9 9 . Condional Fomatas Cel inset Delete Format Erinv Sort& Find&  Analyze Create Writing
< Format Painter I = - % 30 formatting v Tablev  Styles v v v v & Clear~ Filter v Selectv  Data aPOF Assistant Dev
Clipboard m Foat m Alignment & Number 1 Styles Cells Editing Analysis  Sensitvity ~ Add-ins  Adobe Acrobat Otsuka W
129 Vi fx (AE.AESER == "Yes") then (AE.AESDISAB is enterable) v 1 2 L d ECG Ed .t Ch k
A 5 c o e ; ¢ , ) K a ea I ec
1 VALIDATION ID - INDICATION ~ MOLECUL - THERAPE! - DOMAIN NAME .1 FIELD OIDS ~ VARIAB - SOURCE - VALIDATION LOGIC - REASONIN - ACTION

C— “Block” retrieved from prior

2 DYN_EG_LOG_EGABN 12-Lead ECG Triplicate [EGPERF', 'INTP_EGORRES', 'EGABN', 'EG Historical

3 DYN_EG_LOG_EGPERF_§ 12-lead ECGTriplicate  [EGPERF', ‘EGPOS','EGDAT', 'EGTIM', 'EG Historical Set Datapoint Visibl
4 DYN_EG_LOG_EGREASN 12-Lead ECG Triplicate  [EGPERF', 'EGREASND] Historical Set Datapoint Visibl . .
5 €. L0601 12000 ECO Trpicate _[PRAG_EGORRES] openceny study and validated against
6 EG_TRIP.LOGO17 12-lead ECGTriplicate  ['QRSAG_EGORRES', 'QRSAG_EGORRES] Historical Open Query
7 EG_TRIP_LOG024 12-Lead ECG Triplicate  [‘EGHRMN_EGORRES') Historical Open Query F I E L D O I D S ge nera ted by LL M
8 DYN_EG_EGABN_SET.\ 12-Lead ECG Triplicate - 3 H([EGPERF', INTP_EGORRES', EGABN, 'EG Historical Set Datapoint Visibt
9 DYN_EG_EGPERF_SET_V| 12-Lead ECG Triplicate - 3 Hc[EGPERF', 'EGPOS','EGDAT’, 'EGREPNUN Historical Set Datapoint Visibl
10 DYN_EG_EGREASND._S! 12-Lead ECG Triplicate - 3 Hc[EGPERF', 'EGREASND') Historical Set Datapoint Visibt frO m C R F u p lO a d
11 EG_TRIP0O02 12-Lead ECG Triplicate - 3 H(['EGDAT', 'EGTIM', 'EG_TRIP_EGREPNUM' Historical Open Query
12 EG_TRIP003 12-Lead ECG Triplicate - 3 H([EGHRMN_EGORRES', EGHRMN_EGORR Historical Open Query
13 EG_TRIP00S 12-Lead ECG Triplicate - 3 Hc [ PRAG_EGORRES', 'PRAG_EGORRES'] Historical Open Query
14 EG_TRIP00S 12-Lead ECG Triplicate - 3 H([QRSAG', 'QRSAG_EGORRES] Historical Open Query
15 DYN_EG_LOG_EGABN_S! 12-Lead ECG Triplicate Log ['EGPERF', INTP_EGORRES', ‘EGABN', 'EG Historical Set Datapoint Visibl
16 DYN_EG_LOG_EGPERF_§ 12-Lead ECG Triplicate Log ['EGPERF', 'EGPOS, 'EGDAT, 'EGTIM', 'EG Historical Set Datapoint Visibl
17 DYN_EG_LOG_EGREASN 12-Lead ECG Triplicate Log [EGPERF', D] istori Set Datapoint Visibl
18 EG_TRIP_LOG016 . . 12-Lead ECG Triplicate Log ['PRAG_EGORRES'] Historical Open Query
19 EG_TRIP_LOGO17 I n d IC at lon 12-Lead ECG Triplicate Log ['QRSAG_EGORRES', ‘QRSAG_EGORRES'] Historical Open Query
20 EG_TRIP_LOG024 ’ 12-Lead ECG Triplicate Log [EGHRMN_EGORRES] Historical Open Query
21 DYN_RS_PWC_RSYN_SI 20-Item Physician Withdraw: ['RSYN', 'RSDTC', 'RSTIM", 'PWC0101_RSC Historical Set Datapoint Visibl
Set Datapoint Visibt

22 DYN_RS_AIMS_RSYN_SH M 0 | ecu | e. an d TA Abnormal Involuntary Movem [RSYN', ‘RSDTC', ‘RSTIM, ‘AIMS0101_RSC Historical
’ Adverse Events ['AEONGO", 'AEENDAT'] Standard

23 MVAL_AE030 If AE is not ong AE.AEENDAT is ente

Adverse Events ['AEONGO", 'AEENDAT'] Standard Ge ne rated Val Idatlon Ioglc It AE is not ong AE.AEENDAT is ente Sta nd a rd AE Ed it Ch eCkS

24 MVAL_AE030
25 MVAL_AE031 of exa m p I e Adverse Events [AEONGO', 'AEENTIM'] Standard It AE is not ong AE.AEENTIM is entet
26 MVAL_AE031 Adverse Events ['AEONGO', 'AEENTIM'] Standard It AE is not ong AE.AEENTIM is entel
27 MVAL AE033 Adverse Events ['AESER', 'AESCONG] Standard If AE is serious AE AESCONG is ent: l d f m gl b l l' i l
28 MVAL_AE033 p rot O CO I Adverse Events ['AESER', 'AESCONG'] Standard It AE is serious AE.AESCONG is ent: p 0 p u ate ro O a C I n I C a
29 |MVAL,AEO$4 Adverse Events ['AESE! ESDISAB) Standard If AE is serious AE.AESDISAB is ente
30 MVAL AE034 Adverse Events [AESER, 'AESDISAB] Standard I AE is serious AEAESDISAB s entc metadata standards
31 MVAL_AE035 Adverse Events ['AESER','AESDTH'] Standard It AE is serious AE.LAESDTH is enter:
32 MVAL AE035 Adverse Events ['AESER', 'AESDTH'] Standard It AE is serious AE.AESDTH is enter
33 MVAL_AE036 Adverse Events ['AESER', 'AESHOSP] Standard It AE is serious AE.AESHOSP is ente
34 MVAL_AE036 Adverse Events ['AESER', 'AESHOSP'] Standard It AE is serious AE.AESHOSP is ente
35 MVAL _AE037 Adverse Events ['AESER', 'AESLIFE'] Standard It AE is serious AE.AESLIFE is enter:
36 MVAL AE037 Adverse Events ['AESER', "AESLIFE'] Standard It AE is serious AE.AESLIFE is enter:
37 MVAL_AE038 Adverse Events ['AESER', 'AESMIE'] Standard It AE is serious AE.AESMIE is entera
38 MVAL_AE038 Adverse Events ['AESER', 'AESMIE'] Standard It AE is serious AE.AESMIE is entera
39 MVAL_AE041 Adverse Events ['AETERM] Standard Field must not prompt user with AC
40 MVAL AE041 Adverse Events [AETERM] Standard Field must not prompt user with AC
41 MVAL_AE042 Adverse Events ['FAORRES_<AETERMCD>'] Standard Field must not prompt user with AC
42 MVAL _AE042 Adverse Events ['FAORRES_<AETERMCD>"] Standard Field must no prompt user with AC
43 MVAL_AE045 Adverse Events ['AESTDAT'] Standard Field must not prompt user with AC
44 MVAL AE045 Adverse Events ['AESTDAT] Standard Field must not prompt user with AC
45 MVAL AF046 Adverse Events I'AESTDAT'I Standard Field must not promot user with AC ¥ 22
< Sheetl  sheet3 + o ) >

Ready P& Accessibility: investigate




Concluding Remarks

* Agentic Al has evolved the Al implementation strategy

* Contextisking

* End-to-end standards or MDR are not necessary precursors for value

 Change management matters more than technology
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