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Planning for Data Reporting Processes for -
Submission- Key Considerati |
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Regulatory Submission- Data Component

Trial-1
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Trial-4



Regulatory Submission- Factors Causing Pressure

Patent Life Esfi grl:ia-t(;?;t Fierce
Restriction Competition
track approvals

Regulatory Submissions Process

Uncertainties . Uncertainties
about drug Gerl;farlcezrug about market
performance y adoption
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Regulatory Submission - Data Reporting
Process

Cohort based Analysis datasets and

planning for data data reports (tables,
pooling and defining listings and graphs) Statistical review of Clinical Review of

analysis methods and generation process. data reports and Data reports and
specs through analysis results. approvals
analysis plan

Medical writer’s
review of reports and
their inclusion into
medical reports

Regulatory review of
submission package




Regulatory Submission- Data Reporting
Complexities: Overlap of Timelines

SDTM safety BDR
data Review Data Review Data

Trial -A: Progression

Draft SAP - S—
along with Initial Cohorts Irst version Future COhOFtS Finalized

LoT and based on BDR or Draft NEVEER Bh based on final TLGs
Table Shells data TLGs data

Blinded

Progression of Reporting Based on Pooled Data

<D Blinded
SDTM Safety BDR Data AnalySIS
data Review Data Review Data

Trial -B: Progression
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Regulatory Submission- Data Reporting
Complexities: Overlap of Timelines

Significant data issues causing re-
opening of locked database

Lack of consistency between analysis results from trial level
data and pooled data.

Amendment of data reporting based
on trial level CSR reviews

Inclusion of additional analyses,
parameters or even data into the
trial level CSR reporting.

g

Risk Factors caused by overlap of
timelines of trial level reporting with
submission of pooled data

l Impa of these risk

Number of serious adverse events

Number of discontinued patients

Reporting of significant and key safety findings
Efficacy reporting results

.



Regulatory Submission- Data Reporting
Complexities- Data Standards Differences
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Regulatory Submission- Data Reporting

Complexities- Iterative Nature of Data Analysis

Additional
exploratory
analyses and data
reporting

Changes in analyses
needs based on
clinical and
medical reviews

Changes in needs of
data representation
 Combiningtables | ~  1Mpac
» Splitting them apart
+ Adding or removing

columns

.....

Amendments in
methodologies

based on
changing data
properties

Initial

Version of
analysis
gl Initial
SAS

Code
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Regulatory Submission- Data Reporting
Complexities- Iterative Nature of Data Analysis

Additional
exploratory
analyses and data
reporting

Changes in analyses /

needs based on

clinical and v

medical reviews '
Changes in needs of ' /

data representation , . |

* Combining tables

» Splitting them apart

+ Adding or removing
columns

Process
‘ Revision-4

N 7

Process
Revision-3

Process
Amendments in Revision-2
methodologies
based on

changing data

properties

Process
Revision-1

Initial
Version of
analysis
plan Initial
SAS

Code







Regulatory Submission- Data Reporting: Human
Resource Factors

Hands on

Statistician
» Good with understanding of clinical data,
safety reporting, edit check programming

// Data
% Scientist
» Good with statistical programming,
Project
Manager

developing complex algorithms, quality
check of methodology

Continued availability of individua
analysis methodologies used for the data
drug
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Regulatory Submission- Data Reporting: Other
Reporting Aspects
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Committ

Biomarker Data






Conclusion

// // ere is always room for some Tapas
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