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Bringing CDISC SDTM Alive with Spotfire and SAS

Resolving an Industry Challenge

The Power of Standardisation

CDISC SDTM Based Visualizations

CFAST Therapeutic Area Support

CDISC SDTM Challenges Encountered

Questions

Visualising CDISC SDTM for Monitoring and 
Review
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Bringing CDISC SDTM Alive with Spotfire and SAS
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+ How to deliver cost effective, timely 
and practical (e.g. intuitive, 
interactive and comprehensive) data 
review systems for any given clinical 
trial regardless of therapeutic area

+ This can be achieved through 
leveraging an existing and 
established industry standard 
(CDISC SDTM), TIBCO Spotfire and 
SAS

+ Our Preclarus® Patient Data 
Dashboard (PDD) is delivering 
results, for example:

+ Identified an increase in infections 
which contributed to discussions 
towards a protocol amendment

+ Subjects efficiently reviewed during 
dose escalation review meetings

+ A reduction in study specific Patient 
Profile requests for medical review

Resolving an Industry Challenge
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+ Through CDISC SDTM standards, comprehensive data 
review systems can be designed for any future clinical 
trial

+ Scalable: The same platform is deployed on any 
study that has CDISC SDTM data

+ Comprehensive and Intuitive: reproducibility 
means centralized and specialist investment that gets 
the system right

+ Cost effective: There is no requirement for study 
specific customization, so it’s effectively free where 
SDTM is available. Reduction in safety review listings

+ Quick to deploy: The Preclarus PDD engine is built 
using TIBCO Spotfire, SAS and SDTM standards in 
advance, not designed off study data. Simply upload 
new SDTM data into the system

The Power of Standardization
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CDISC SDTM Visualizations – Adverse Events
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CDISC SDTM Visualizations – Subject Report
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CDISC SDTM Visualizations – Subject Report
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CDISC SDTM Visualizations – Labs
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CDISC SDTM Visualizations – Hy’s Law
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CDISC SDTM Visualizations – Accessing Risk
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CFAST Therapeutic Area Support
“CFAST is an initiative formed to accelerate clinical research and medical product 
development by creating and maintaining data standards, tools and methods for conducting 
research in therapeutic areas that are important to public health. CFAST was initiated as a 
partnership between CDISC and the Critical Path Institute (C-Path).”1

1 Source:  www.cdisc.org/cfast-0

12



13

PPD CDISC SDTM Experience

Cross-functional leadership team with clear 
accountabilities that

Address strategic, operational, medical and 
scientific challenges

Drive all PPD rare disease and pediatric-related 
activities

Leverage expertise to drive new approaches to 
trial delivery 

By therapeutic area, 516 studies as of March 2017 
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Enhanced Therapeutic Area Support

Cross-functional leadership team with clear 
accountabilities that

Address strategic, operational, medical and 
scientific challenges

Drive all PPD rare disease and pediatric-related 
activities

Leverage expertise to drive new approaches to 
trial delivery 

+ We established Therapeutic 
Area (TA) working groups to 
enhance the Preclarus® PDD 
specifically for TAs based on 
the CFAST therapeutic area 
user guides (TAUGs), for 
example:

+ Oncology – Disease 
response assessments and 
CTCAE

+ Cardiovascular –
Identification of MACE events

+ Neurology – Enhanced 
questionnaire support

+ Vaccines – Solicited AEs and 
reactogenicity

+ Ophthalmology –
Recognition of study and non-
study eye 
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Delivering Visualizations – Oncology
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Delivering Visualizations – Oncology
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Delivering Visualizations – Vaccines

17



18

Delivering Visualizations – Vaccines
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Presenting data not yet 
standardized within 
SDTM, e.g.
• Pulmonary Function Tests 

(PFTs), RE domain not yet 
approved

• American Diabetes 
Association Classification of 
Hypoglycemia
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SDTM inconsistencies, e.g.
• EXTRT change from “Name of Actual 

Treatment” to “Name of Treatment”

Challenges

CDISC SDTM Challenges Encountered

Identifying data that 
has changed between 
SDTM runs
• When comparing data 

across two runs of SDTM, 
sequence variables (xxSEQ) 
are often re-assigned.

Accounting for accepted 
variations in SDTM, e.g.
• Displaying captured 

relationships, i.e. using 
RELREC
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Delivering CDISC SDTM Visualizations

+ PPD’s Preclarus® Patient Data Dashboard (PDD) is a dynamic 
and visualization based view of CDISC SDTM data for ongoing 
review and monitoring.
+ Scalable: Out-of-the-box data review tool for any SDTM study
+ Comprehensive and Intuitive: Centrally developed by experts
+ Cost effective: No study specific customisation required
+ Quick to deploy: Simply upload SDTM into the system

+ Using SDTM Standards we have successfully deployed:
+ Interactive visualisations across over 30 SDTM domains so far:

+ AE, CE, CM, DD, DM, DS, DV, EG, EX, FA, IE, LB, MB, MH, MO, MS, OE, 
PE, PR, QS, RELREC, RP, RS, SU, SV, TA, TE, TI, TR, TS, TU, TV, VS

+ 120 visualisations across over 40 individual pages
+ Implement on over 70 studies across 10 clients and rising, for example:

+ Deployed for safety review/ trending
+ Deployed for dose escalation support
+ Deployed for identifying data issues
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Contact Information 

www.ppdi.com

philip.bartle@ppdi.com

Philip Bartle
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