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How a Clinical Metadata Repository facilitates
compliance with industry standards and

expedites metadata storage, sharing, analysis
and submission times.

Gilbert Hunter | Customer Success Manager



The need for a Clinical Metadata Repository (CMDR)
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The need for a Clinical Metadata Repository (CMDR)
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EDC Automation
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Deliverables

SDTM Automation




Long study setup & build time.
Lack of quality & consistency.
Long wait for SDTM.

Delays in submission deliverables.

Delays in trial submission.

A lot of time, costs and resources
needed!



What’s the answer?
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Design & visualize
CRFs in top EDCs

Comply with
CDISC
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Automate SDTM

CMDR

Standardize &
reuse content
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Build full EDCs
from standards




Standardization in trials

Standardizing metadata provides pre-approved content for reuse across future studies.
This equates to time savings, and better data quality and consistency. Plus, it’s easier for
stakeholders to find the latest approved content.
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Impact of a Clinical MDR on trial set-up effort
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Cost break-even point for complex trials
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Drive further benefits with automation

* Specifications. * Automated CRF annotations.

* Design & build for leading EDCs. * Built in quality & compliance.
 SDTM dataset conversions.




EDC integration




See how metadata looks before
EDC build

* See how CRFs look for leading EDCs as you
design forms.

* See metadata specifications.

* See visit structures.

* View edit check specs.

* See mapping specs.

* See submission ready annotated CRFs in PDF.
* Get SAS XPT and SAS v clinical views.
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Control the approvals process

Draft > In review Production Superseded

Rejected




Design with compliance built-in

* Define rules for how your
standards are used in
studies.

* View the compliance of your
studies to your standards.
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SDTM-IG 3.2

Datasets

v Datasets Dataset Structure Keys Documentation Location
AE (Adverse Events) .
. AE Adverse Events EVENTS One record per adverse event per Tabulation ae.xpt @
APRELSUB (Associated .
subject
CE (Clinical Events)
CO (Comments) APRELSUB | Associated Persons RELATIONSHIP One record per relationship Tabulation aprelsub.xpt &
. . Related to Subjects
CM (Concomitant Medic !
DD (Death Details) CE Clinical Events EVENTS One record per event per subject Tabulation ce.xpt &
DM (Demographics) co Comments SPECIAL One record per comment per subject Tabulation co.xpt &7
RS (Disease Response) PURPOSE
DS (Disposition) ] ] ] ]
o CcM Concomitant INTERVENTIONS | One record per recorded intervention Tabulation cm.xpt &
DA (Drug Accountability Medications occurrence or constant-dosing interval
EG (ECG) per subject
-- (Events class templal
DD Death Details FINDINGS One record per finding per subject Tabulation dd.xpt &
EX (Exposure)
EC (Exposure as Collect DM Demographics SPECIAL One record per subject Tabulation dm.xpt &
FA (Findings About Ever PURPOSE
-- (Findings class templ RS Disease Response FINDINGS One record per response assessment Tabulation rs.xpt &
HO (Healthcare Encoun: per visit per subject per assessor
IS (Immunogenicity Spr DS Disposition EVENTS One record per disposition status or Tabulation s.xpt &
IE (Inclusion/Exclusion protocol milestone per subject
-- (Interventions class t - - _
LB (Lab DA Drug Accountability FINDINGS One record per drug accountability Tabulation da.xpt &
(Labs) finding per subject
MH (Medical History)
MB (Microbiology Specil EG ECG FINDINGS One record per ECG observation per Tabulation eg.xpt &
. . time point per visit per subject
MS (Microbiology Susce ~ P P P y
> == Events class template | EVENTS One Record per Event Tabulation --.xpt &

* No double programming.

* Define mappings from source data to SDTM.
* Generate SDTM from EDC / source data.
* Link studies to the EDC.

* See data faster — less lag time.
* Run conversions in real-time from go-live.



Go further by integrating with 39 party technologies
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To find out more visit our website
formedix.com

Stop by our booth for a demo.
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