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Agenda

= RECIST Discussion
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RECIST

Received forms from groups

CDISC SME performed a mapping analysis across the Groups

|dentified semantically equivalent content

Developed an approach to standardize across the groups
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Next Steps

= Next Meeting
= QOctober 21st, 2019

= Continue reviewing content
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CDISC Harmonization WG
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LPO Specific Content
(e.g. LPO_TBD_DICT_VALUE)
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LPO Management

of Supplemental
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Engage CDISC SME support
as needed for supplemental
question creation.

Questions Workflow

LPO creates the supplemental question
in Rave, in harmonizatlon with any
applicable CDISC requirements/
considerations,

LPO implements the
supplemental question for
‘the target protocol.

LPO submits new
supplemental question
details to CDISC Project

business days of questlon
lmplementation.

> team via ALS file within 15

A 4

SUMBIT New Supplemental Questions
to the CDISC Project team for inclusion

lnto the "NCI CDI Supplementul




