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Scientific
Opportunity

* Personal experience

» Multiple entry of data

* Reuse of data

+ High system maintenance

+ Dependence on individuals for data access
+ High cost of research (time, money, people)

» Shadow systems
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Research
Ethics

* Beneficence

* Practical impossibility
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*eGov

* Interoperability of government
health systems

* Focus on standards
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Oversight of
Clinical Research

* Regulatory spiral
+ Burden of oversight falls on Pls, IRBs,
Institutions

» Hopkins suspension NOT for death of
normal volunteer, but for inadequate
and underesourced review process
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Technology
* Rising expectations (internet/WWW)
» Falling costs
* Relational databases

« Gigabyte storage
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HIPAA

+ Audit trails

- Consent management

* "Anonymization"

» Data disposal

» Compliance date 4/2003
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New CRC

* Opens summer 2004
* New locations
* New processes

+ Old system?
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Aging MIS

* Primitive user interface
» Steep learning curve
* No standard interfaces
* Proprietary database
* Not built for research

+ Not built for the longitudinal
record
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Regulatory requirements
Suggested language



Architecture?

Why Here?
Why Now?

» Architecture...

Where we are

Assisted
Protocol
Writing

Outputs

inclusion criteria

exclusion criteria

protocol synopsis

research care plan

adverse event reporting plan
protocol
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Protocol

Mapping

Outputs

Detailed care plan

Data collection plan

Protocol context for results/documentation
Projected activity volumes

Total dose (x-ray & blood)

Patient calendar



Architecture?

Why Here?
Why Now?

» Architecture...

Where we are

IRB

Referring
Physicians

\

CcC

Protocol

Mapping

/N

Departments

Patients

/

CC Cost
Accounting
System

Clinical
Care
System

Al es & P\\e\'@



Architecture?

Why Here?
Why Now?

» Architecture...

Where we are

Clinical
Care
Systems

Rles g N&S©



Architecture?

Why Here?
Why Now?

» Architecture...

Where we are

Clinical
Care
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Embedded Knowledge

Data collection forms (CRFs)
Protocol order sets

Service formularies

Service directories
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Outputs
Results with protocol context
Documentation with protocol context
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Clinical
Data
Warehouse

Embedded Knowledge
Adverse event detection rules
Adverse event reporting rules
Event cluster detection rules
Event cluster reporting rules
Regulatory reporting rules
DSMC reporting rules
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Clinical
Data
Warehouse

Outputs

Full research data
Adverse event reports
Event cluster repots
Regulatory reports
DSMC reports
Activity volumes
Compliance reports
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PACS Web client
awaiting vendor
update
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