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March 11, 2020: WHO declares
SARS-CoV-2 a pandemic

MAR/APR 2020 Quarantine Shutdown
Protocols begin Globally

SEP 2020 to NOV 2021
Cases rise from 32.7M to over 260.5 M
Deaths reported NOV 2021 at 5.19 M

May 2021 Four VOC variants circulating

NOV 2021 Omicron variant emerges

*sourced WHO.INT on 11apr22




The need for a
different approach
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Learning #1: Mindset

Relishing change and being open to new ways of working
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Growth Design Continuous
Mindset and Test Improvement
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Learning #2: Front-load effort

Planning, testing and resourcing to minimize the critical path

1. Continuous validation
2. Daily/hourly planning
3. Designing parallel activities
4. Smart resourcing
5

. Daily check-in meetings

- Datasets Data issues to Test Run and
released for Data programming
S&P Review Management updates
8:00 14:00 18:00
TUESDAY IDMC Blinded Programming Team Test Run on DBR Data
8:00 - 18:00
[ [ [ I [ [ l [ |
10:00 11.00 12:00 13:00 14:00 15:00 16:00 17.00
8:00 18:00
Release of
Blinded Data
DBF Declared - and Code
Final datasets package to
released SDAC
8:00 13:00
WEDNESDAY IDMC Blinded Programming Team - DBF Run and collation of ZIP file for SDAC SDAC Unblinded Run of Outputs (24H)
8:00-13:00 13:00 - 18:00
‘ [ I [ [ | [ I [
10:00 11.00 12:00 13:00 14:00 15:00 16:00 17.00
8:00 18:00
Release of
Unblinded
Outputs from
SDAC to IDMC
1i)0
THURSDAY SDAC Unblinded Run of Outputs (24H) IDMC Output Review Time (24H)
8:00 - 13:00 13:00 - 18:00
[ [ [ [ I [ ‘
10:00 11:00 12:00 13:00 14:00 15:00 16:00 17.00
8.00 18:00
Start of IDMC
meeting, any
time from:
13,00
FRIDAY IDMC Output Review Time (24H) IDMC Meeting - US East Coast Working Time
8:00 - 13:00 I ~ 13:00-18:00 -
[ [ I [ 1 [ | I
10:00 11:.00 12:00 13:00 14:.00 15:.00 16:00 17.00
8:00 18:00

4th May 2022

DHO5 - Experiences and Innovation from studies in COVID-19



Learning #3: Cross-functional benefit of innovation

Using learnings to expand cross-functional relationships

Use of

Innovation dummy/ Batch runs, Cross-data Multiple
: Continuous QC
synthetic . . Dry-runs
data validation techniques

Collaboration Ability to use Reduction of Minimise
Early review outputs for submission changes and

of outputs ongoing risk for key enable CSR

clinical review end points templating
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Conclusions

* Necessity is the mother of invention, COVID-19 has helped
highlight new possibilities

* Mindset is key, including a willingness to challenge the status quo

* Innovation can benefit cross-functionally as well as within
discipline
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