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ALI DOOTSON

VISION, PROBLEM SOLVING & THOUGHT LEADERSHIP

EXPERIENCE SUMMARY

A visionaryleader who brings a deep understanding across a broad portfolio of global pharmaceutical R&D, Data Management, Biometrics,
Regulatory, Quality and IT disciplines. More than 25-years of direct pharmaceutical business and IT experience in sponsor, CRO and consulting
organizations with a trackrecord of dev eloping business opportunities, nurturing leads and closing sales with strategic cust omers and thus achieving
business value and efficiencies through business process optimization, system deployments/integrations, and management of technologies. Aliis
committedtolearning to aid in successfullyleading engagements; engages in creative problemsolving, is entrepreneurial and collaborative.

RELEVANT EXPERIENCE
Ali’s workincludes the following:
Leads the analysis and formulation of R&D strategic planning and future state recommendations for analytic capabilities across small-to-large global
sponsors and CROs.
Leads the analysis, design, and deliv ery of numerous global analytic platforms which provided data processing and analytical capabilities fo R&D,
Epidemiology, and Commercial business units.
Partnered, engaged, and/or delivered projects with 70% of the top 10-pharmaceutical companies (45% of the top 40) and over 50 different
organizations.
Drivingindustry engagement, including contributing, speaking and v olunteering for phuse
Built strongrelationships with awide range of clients
Al.l DOOTSO N Defined v alue propositions and sales kits to assist with sales leads
Developedand providedleadership to engaged teams
Established a high performing, engaged team

Top 5 Strengthes:

*  Masterof Science (MS), Global Management
Self-Assurance, Adapt ability, + Bachelorof Science (BSc), Management Science

» HighTicket Closer
Learner
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“Based upon reviewer
experience, establishing
traceabillity is one of the most
problematic issues associated
with any data conversion."
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What is the significance of
December 171h2014/2016%2

In 2018, according to FDA,
approximately 30% of
marketing applications
receivedhad crifical data
compliance errors

CDER and CBER began
rejecting submissions that
fail eCTD study data

v alidationson September
15,2021

Havewereceived
feedback from FDA on our
study data standardization
plan for our upcoming
submission?

DAY IN THE LIFE...

THE STATE OF MY CLINICAL DATA?

We acquired our &K
compound from another
company, what should |
do with the legacy
datae

Are the clinical data <
assets & artifacts thatwe
POssess as an
organization aligned
with currentregulatory
guidance?

How confident are we <
as an organization that
our greatest asset, our
‘data’is ready for our
upcoming submission?
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EMERGING BIOTECH (l.E. SMALL BIOTECH)

» Are you planning an upcoming marketing
application/submission (preparing for Pre-NDA
meeting, end of phase Il etc.)2

» Have you acquired another compound and are
further researching the compound for eventual

marketing purposes?
W H O I S » Do you outsource significant amount of clinical

operations work?

T H | S F O R » Are you the parent company of small biotech(s)2
-
il

LARGE PHARMA

D Typically, this function or expertise exists within
large pharma, howeverregulatory function is
sometimes misaligned with the clinical team
specific to data standards and FDA guidance

» Are you working with legacy dafa?  gzinstem



USE OF CDISC STANDARDS

NON CLINICAL CLINICAL

PLAN COLLECT ORGANISE ANALYSE SUBMIT
>
w Bl oime e
\4
>
ODM-XML y ODM-XML Define-XML
Dataset-XML
SEND PRM CDASH SDTM ADAM

»> THERAPEUTIC AREA USER GUIDES >
» BRIDG, CONTROLLED TERMINOLOGY, CORE, GLOSSARY >
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STUDY DATA
TECHNICAL CONFORMANCE GUIDE

Technical Specifications Document

This Document is incorporated by reference into the following
Guidance Documentis):

Guidance for Industry Providing Regulatory Submissions in Electronic
Format - Standardized Study Data

For questions regarding this technical specifications document, contact CDER at
cder-edata@fda.hhs.gov or CBER at cher-edata@fda.hhs gov

U.S. Department of Health and Human Services
Food and Drug Administration
Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)

March 2022

https://www.fda.gov/me

dia/153632/download
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_PATHS TO TRACEABILITY

i laf

of fraceability foreach
study?¢

-- — - ® Doesthe established path

of traceability meet current
FDA expectations?

.' - ® What are the current FDA
.\ | expectationsfor data

standards?¢
y
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SUBMISSION STRATEGY SCENARIOS

Some studies contain CDISC data packages from a : . . .
. . . Determine which data are essential to submit
tabulation and analysis perspective : "
supporting traceability
Upcoming Some studies did not use CDISC datainputsto . . . .
NDA/BLA produce tables, listings, and figures in thereport Egreigfe i Fbia elieeily 1o elign en expeeiations
"‘, Numerous studies not in CDISC format _De’rermine s’rro’regy_for integrating data to support
‘v . . integrated summaries
Numerous studies in acceptable versions of SDTM . . ) )
Integration of . . |dentify inconsistent represent ation of analysis
Data Many studies outsourced to various CRO partners parameters
& Numerous studies in legacy data format Conduct detailed review of clinical data assets and

} Dictionary coding information not in some studies compare to current acceptable guidance

Programs and reference dataused to produce Plan for dictionary coding activities tosupport
& Partnerships tables, listings, and figures not present integration

Compound Acquisition




FDA DATA STANDARDS CATALOG
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FDA Data Standards Catalog v8.2 (08-01-2022) - Supported and Required Standards

For full description of column headings, see Instr.& Column Descriptions tab

[«]

Date Support Date Requirement Date
Data Exchange = Exchange SELCERE supported S Begins 2D SV Begins Requirement  Statutory, Regulatory, or Guidance
Use Development . Implementation  FDA Center(s) Ends .
Standard Format Organization (S Version Gulde Versio (MM/DD, (MM/DD (MM/DDIYYYY, Ends Authority
3 M M o "5 M - | Al - IR ooy [~ |
Clinical study Version 3.1.2 03/15/2019 [1] 12/17/2016 [1] 03/15/2019 [1] Standardized Study Data
6 datasets SDTM XPT CDISC 1.2 Amendment 1 CDER. CBER 08/07/2013 03/15/2020 [2] 12117/2017 [2] 03/15/2020 [2]
Clinical stud .
datasets g 12/17/2016 [1] Standardized Study Data
7 SDTM XPT colIsc 1.3 313 CDER, CBER 12/01/2012 03/15/2021 12/17/2017 [2] 03/15/2021
Clinical study 03/15/2018 [1] Standardized Study Data
8 datasets SDTM XPT CDISC 1.4 3.2 CDER. CBER 08/17/2015 03/15/2019 [2] -
Clinical study Standardized Study Data
9 datasets SDTM XPT cDIsc 17 33 CDER, CBER 03/15/2021 03/15/2023
T
Animal Rule study 3/15/2022 [1] Standardized Study Data
0 datasets SDTM XPT colsc 1.8 SENDIG-AR v1.0 CDER 03/15/2020 3/15/2023 [2]
Clinical study 03/15/2019 [1] 12/17/2016 [1] 03/15/2019 [1] Standardized Study Data
1 a . . ngoing
datasets ADaM XPT CDISC 2.1 1 CDER. CBER ongoi 03/15/2020 [2] 121712017 [2] 03/15/2020 [2]
clriea) stady 02/15/2019 [1] Standardized Study Dala
2 atasels ADaM XPT coisc 2.1 1.1 CDER, CBER 03/15/2018 03/15/2020 [2]
C“Q'Cta' Stt“dy Standardized Study Data
3 alasets ADall XPT CDISC 2.1 12,13 CDER. CBER 07/18/2022 03/15/2024
» Instr. & Column Descriptions | Submission Data Exchange Stds | SubmissionTerminology Stds | Che ... @ Kl m

hitps:.//www .fda.gov/media/160564/download
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SUBMISSION REA

SUBMISSION READINESS REVIEW

DINESS REVIEW

* Focus on intended use of your clinical .
data

+  Gain full understanding of the clinical
studies to support your compound .

+ |dentifyrole of each studyin upcoming
submission

+ Establishintegrated analyses planning
« Initiate Study Data Standardization Plan
« Set Pre-NDA/BLA Meeting

\ 4

Assess clinical data assets available for
each study comparing to agency
requirements

Assess traceability as it originates from
source datathrough to clinical study
reports

Define current study timelines, ongoing
analyses, expectations

Obtain agency feedback

¥

PLAN ASSESS RECOMMENDATION

Produce implementation plan and
remediation activities

Assist with strategic planning and
authoring of documentation

Focus primarily on ensuring sponsor data
is compliant prior fo agency review

v

COMMUNICATION DUE DILIGENCE SUBMISSION READINESS

Infoemation Solutions For Life



EMA RAW
DATA ANALYSIS

https://www.ema.europa.eu/en/news/ema-
launches-pilot-project-analysis-raw-dat a-
clinical-trials

News 12/07/2022

EMA has launched a pilot project to assess whether the analysis of ‘raw data’ from clinical trials by
Regulatory authorities improves the evaluation of marketing authorization applications (MAAs) for new medicines as

Well as post-authorization applications and to explore the practical aspect of submission and analysis of such data.
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https://www.ema.europa.eu/en/news/ema-launches-pilot-project-analysis-raw-data-clinical-trials
https://www.ema.europa.eu/en/news/ema-launches-pilot-project-analysis-raw-data-clinical-trials
https://www.ema.europa.eu/en/news/ema-launches-pilot-project-analysis-raw-data-clinical-trials

BENEFITS AND VALUE OF REVIEWING YOUR

SUBMISSION READINESS

©] D % 12

Dev elop a cohesive Create a roadmap for Verified Data Integrity & Dev elop trust within your
Data Submission Strategy submission readiness — Confidence - by organisation
—take an endin mind make an individualised demons’((o’ring Make your stakeholders
approach based on assessment of each data traceabillity Tl e B e e e
currentregulatory asset V erification of the submission
guidance Define a remediation plan ifecycle of your data

for each clinical & non- from collection through

clinical data asset to to analysis aligns with

support submission FDAs expectations

readiness
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re fransformed for the benefit of ev

Jent solutions empowering collabc
and life-enhancing science.
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