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- Where are the standards today?

- Which trends are driving the models forward?

- What initiatives are taken to solve the issues of today?

- What is the use of global standards expected to offer in the medium 
term?

- What is the vision for the long term?
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Risks in Near Future
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CDISC Trial Design Domains are currently not matured enough
to use in metadata driven environment. 

May change as electronic protocol standard matures.

Risks in Near 
Future
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Risks

FDA has officially stated that the introduction of HL7 standards as a 
transport vehicle will not happen in the near future
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Regulatory requires increased transparency in the processes and data
flows.

Pharma industry need to save resources and avoid costly remapping.

The standards – ie SDTM – need to be static, yet expand into new
areas.

Current Trends
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Electronic Protocol Representation:

Example

3.1. Summary of Study Design
This is a prospective, randomized, double-blind, double-
dummy, placebo controlled, forced-titration, multicenter, 
parallel group trial. Stage I or II hypertensive patients, age 18 
years of age or older, who meet all other inclusion and 
exclusion criteria and successfully complete the placebo run-in 
period will be randomized at the site level.

Medium Term
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Electronic Protocol Representation:

Example

3.1. Summary of Study Design
This is a prospective, randomized, double-blind, double-
dummy, placebo controlled, forced-titration, multicenter, 
parallel group trial. Stage I or II hypertensive patients, age 18 
years of age or older, who meet all other inclusion and 
exclusion criteria and successfully complete the placebo run-in 
period will be randomized at the site level.

Medium Term

Degree of blind
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Electronic Protocol Representation:

Example

3.1. Summary of Study Design
This is a prospective, randomized, double-blind, double-
dummy, placebo controlled, forced-titration, multicenter, 
parallel group trial. Stage I or II hypertensive patients, age 18 
years of age or older, who meet all other inclusion and 
exclusion criteria and successfully complete the placebo run-in 
period will be randomized at the site level.

Medium Term

Diagnosis
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Electronic Protocol Representation:

Example

3.1. Summary of Study Design
This is a prospective, randomized, double-blind, double-
dummy, placebo controlled, forced-titration, multicenter, 
parallel group trial. Stage I or II hypertensive patients, age 18 
years of age or older, who meet all other inclusion and 
exclusion criteria and successfully complete the placebo run-in 
period will be randomized at the site level.

Medium Term

Age Criteria
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Transparency:

Ability to maintain good transparency all the way from raw data 
to submission deliverables.

There is an ever increasing demand for transparent data-flows 
from the authorities. 

Of importance for all pharma companies submitting data.  

Examples of Priorities 
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SDTM resources:

Ability to limit resources used for creating SDTM for clinical trials 
that never reach submission.

Important when running drug projects with a low probability of 
reaching submission or for medium and small size pharma
companies that use their resources in a targeted fashion

Examples of Priorities 
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Connect CRF Systems and Electronic Health Care Systems:

The Biomedical Research Integrated Domain Group (BRIDG) Model is a 
collaborative effort engaging stakeholders from the Clinical Data 
Interchange Standards Consortium (CDISC), the HL7 Regulated 
Clinical Research Information Management Technical Committee 
(RCRIM TC), the National Cancer Institute (NCI) and its Cancer 
Biomedical Informatics Grid (caBIG®), and the US Food and Drug 
Administration (FDA). 

Long Term Vision 
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Connect CRF Systems and Electronic Health Care Systems:

Imagine collection of Medical History:

Initially a doctor enters it into a Health Care system.

Years later an investigator manually transfers it to the CRF system 
during a clinical trial.

This is then carefully checked by a CRA and cleaned by Data Managers

Long Term Vision 
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