My name is Landen Bain, and I am here representing CDISC, a global standards development
organization serving the clinical research industry. In my former life, I served as CIO for two
academic medical centers - Ohio State University Medical Center in the 90s, and Duke
University Health System through the 2000s- and was an implementer of standards, responsible
for hundreds of working HL7 message interfaces. To an implementer, a standard is a noun, a
specification, a document, something to be followed. But to a standards developer, my current
role, a standard is a verb, a process, something to be participated in, engaged with. So my
recommendation to this body is not to just 'adopt standards', but to go beyond that to 'leverage
the standards development process'. In short, a standard is not so much a noun as it is a verb.

In my role at CDISC I lead an initiative which we call Healthcare Link, which works to create
HIT-enabled research. I work closely with a number of commercial EHR companies through
Integrating the Healthcare Enterprise (IHE) to develop solutions using the IHE profile
development process. IHE created a domain called Quality, Research, and Public Health
(QRPH), which addresses secondary use of EHR data for three sub-domains. I now co-chair the
planning committee of QRPH, and am proud to say that the solutions that we originally
developed for research also work for quality and public health. So I am glad to bring the
standards perspective to this group.

The standards development process is an engine of innovation which brings together
collaborative groups of competitors to solve common, industry-wide problems. Let me give a
couple of examples of standards-based innovation

e CDISC's CDASH standard defines the content that is common to most research case
report forms. This standard has given the EHRs a target to hit, and enabled a content
profile - Clinical Research Document - that defines a generally useful export document
for EHRSs to pre-populate research forms.

e HL7's Continuity of Care Document (CCD) defines a general purpose summary of a
patient’s EHR. As with many standards, this one went beyond its initial purpose and
found value for secondary use in research, quality reporting, and public health.

o [HE created a simple web service integration profile called Retrieve Form for Data-
capture (RFD) which allows research systems to exchange content and display data
capture forms in an interoperable way, leveraging both CDASH and CCD.

Taken together, these profiles enable EHRs to participate in the research (and quality reporting)
ecosystems. No single entity could have developed an approach so egalitarian and broadly
useful.

Standards can address cross-system work processes. Data come from processes, from human
activities mediated by systems. Data capture during the clinical process serves first and foremost
the patient care imperatives. But quality reporting and other secondary uses require some
intervention at the point of data capture to make these data useful later on. Skillful interventions
in the human and system workflows can minimize disruption and add value. But to do this,
standards developers need to go beyond the tight focus on data and look to the processes that
create data. Like standards, data is a verb.



Given a chance, standards improve with time. Exercise of standards in real and test settings
always creates opportunity for improvement. IHE has a rigorous testing process, the
Connectathon, which invariably produces change proposals to the tested profiles. In real world
implementations, standards-based innovations need to be monitored and improved. New
standards are new solutions and should go through the familiar life cycle of any new software.

Standards are global. This group is understandably US centric, but keep in mind that projects in
Europe and Asia, several of which CDISC has joined, lend a global understanding of how
standards-based innovations work in different settings. Your friendly local standards
organization is a source of global input
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