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About Me

> Brad Moran
> Software Engineer

> Phuse Reviewer’s Guide XML
Team

> Qualifications
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Current Standard Management
Practices

Excel Spreadsheet
MDR Vendor
Nothing

Pinnacle 21
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How do we enforce quality of our
custom standards?

Validate our standards
Use our standards to validate our data
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Benefits of Validating Against a
Custom Standard

Reliability across studies and submissions
Consistency for business partners, CRO’s, and
even internal distributed teams

Efficiency of shared metadata



Obtain Standard
spreadsheet from
P21 support

Customize
Standards

Correct as needed

Upload Custom
Standard

Apply Custom
Standard to
Data Package

Validate Custom
Standards

¢

( Promote to
L Production

Validate Study
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Standard Validation

MD---- rules
Enforce high quality standards
Issues should be resolved
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Data Validation

SP-"- rUIes Dashboard || Analysis Support | Datasets | Issues | History | More Reports

Issues ShOUId be rESOI\’ed i |Qsp00 | Filters| Status~ | Risk v || Assigng

Doesn’t change agency results S —
Does nlt c h a nge va I id atio n SCO re SP0057 Sponsor Expected variable AEBDSYCD not found

SP0063 Sponsor/dataset variable label mismatch
DM - Demographics (2 Issues)
SP0056 Sponsor Required variable ACTARM not found
SP0057 Sponsor Expected variable RFXSTDTC not found
SUPPCM - Supplemental Qualifiers (1 Issues)

SP0055 Sponsor/dataset variable type mismatch
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Import Excel Terminology Template

Ad a p I e | S Please select the template

Please select the standard

Save time and effort

Please select the define version compatibility

Define 1.0 Define 2.0

Please select .xls,.xIsx spec file(s) to import

==

ate, download it here

:! : H: l Cancel
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Problems to Solve

Allow editing in system with improved audit trail
Integrations with popular MDR vendors
Public API
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