“Day In the Life” with Digital Data Flow (DDF) Initiative

“l am responsible forsetting up a studyin an EDC systemto collect, organize,
manage, and validateincoming clinical data as per the protocol content,
and for overseeing and coordinating the associated clinical data capture

processes. The DDF initiative enables me to focus on data collection and quality
strategy, highervalue work that has a criticalimpact on data management
deliverables and outcomesfora study and across the molecule program" - Sienna,

Clinical Data Manager *

Sienna starts herday with a review of the
digital protocol, with a focus on SoA and
digital data fields, metadatathat wil be
used in automation of eCRF build in EDC.
Working in a digitized, automated
environmentenabled by the DDF
initiative could streamline data
management processes, introduce cost,
time and quality efficienciesfreeing up
time to work on high-value creation
services, including innovation,

data analytics and quality
enhancement

Sienna asks the clinical science and safety
scientist, PK and Biomarker scientistsfor further
information on the pertinentscientific
rationale of the clinical study during protocol
review to identify priority areas and ensure
data flow into EDC system.

At theweekly Team meeting,
Sienna discusses any study
build issues, data cleaning
requirements, resource issues,
non-eCRFrequirements, team
alignment on deliverable due
dates, and answers any
questionsregarding the digital
protocol.

With the DDF solution components, suchas
the USDM, Sienna can shift focusto strategic,
high value-added tasks as repetitive and
tactical workflows are automated.
Reducedendto end cycle time provides
Sienna bandwidth to focus herwork on value

creation and innovative activities. U

Siennashareswith her data
managementteamthe digital
protocoland SOA fortheir
awareness and input regarding
downstreamimpacts.

She later discusses the digital protocol at
a molecule/program levelto ensure
alignment across the program so that the
data can be pooled across multiple
studies for analysis and re-use for

data insights and metrics.

A digitized protocoland USDM
generaterich structured data
contentand metrics, providing
digital insights to help Sienna and her
team make betterinformed
decisions.

Sienna attendsan

eCRF designreview
meeting to collectstudy
team feedback andshare
draft annotated eCRF.
With the availability of structured
data and digitized study design
formats enabled by USDM required
study protocol contentcouldbe
available in the first round of study
data collection.
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*The Clinical Data Manager toolkit focuses on the responsibilities generally performed by the clinical data manager within the context of the study
protocol and does not coverthe broad swath ofresponsibilities of a clinical data manager ina pharma company
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processes. The DDF initiative enables me to focus on data collection and quality
strategy, highervalue work that has a criticalimpact on data management
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Clinical Data Manager

Sienna works with the projectteamto
discuss the critical data in the digital
protocolandSOA tocreate - — =
a critical data review/

cleaning mitigation plan. :

A digitized, automated .
environment could allow Siennato spend
more of hertime onsuch value creation
activities and less on manualwork

in settingup EDC, eCRF. @

Sienna attends virtual training on the
overview of the digital protocoland
review processin the study builder tool.
She also attends training on SOPs and
process updates as a result of DDF
implementation.
Trainingon USDM enabled
processchanges, system
upgradesand SOPs enable
Siennato work effectively
and extractmaximum value. &

Sienna attendsUATreview of the EDC build
and associated edit checksaswell as
addressing any systemintegration issues
betweenthe SDR and EDC system.

Sienna completes aself-paced e-
learning module onthe USDM to
stay ontop of systemupgrades
and processredesign updates. @&

Sienna works with the project team

to define tracking and readiness
process metrics.

She receivesa metricsreport from the
clinical programmeron the most
frequently collected eCRFs, datafields,
dictionaries that have the highest
impact on analysis outputs for her study
deliverables. She also receives higher
levelmetrics across the molecule
program, metrics of data with the lowest
impact for considerationin future study
development. She discusses metrics with
her study team and with the program lead.
The digitalization of end-to-end processes
from study design to EDC generates structured
data that can be leveragedto track
outcomes, trends, and progress made. O

Sienna completes periodic pulse check
surveysto provide feedbackon EDC
automation and impact of DDF on her

role and work.

The Change Champion on Sienna’s team
shares the latest updatesand collects and
collatesthe feedback. U

environmenthasfreed up
time for Sienna.
She usesthisfreed-up timeto
review upcoming timelines forstudy
build completionand projected study
deliverablessuch as the first
data monitoring deliverable.
Sienna assesses any risks to timelines. U

Beited A digitized, automated
i
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