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Ten Myths About Standards

T here is no longer a question of whether any given organization should standardize, at least in some
fashion. The only open questions are what, how and when. Not only do organizations need to run

their clinical trials more quickly and efficiently, it is also clear that CDISC will become required at some point
in the future. Yet standardization is a rocky road for many organizations, and far more standards schemes
have been abandoned than adopted. The reasons are varied, but they are fueled in part by a series of myths
about what standards are and are not, or should and should not be. These are
some of those myths, along with an alternate take on each.

- Myth # 1. The goal of standards is to reduce costs

For many years, this has been a common justification for standards, and is one

reason for resistance. Reducing costs often means doing things the same ex-

act way, and thisiasto limit the ability to pursue the science (see Myth # 7).
(Continued on pag8)

Cutting Edge Education

OJr clinical research and development training programs teach you:

1 Data Standards: Understand and apply consistent principles and proces
optimize your data design capture, management dassing, analysis, reporting
and regulatory submission. :

1 Data Quality: Learn innovative techniques for building quality into your studi
and targeting the high risk issues that pose the greatest threat to your data W
streamlining error identification and resolution.
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Cutting Edge Education cont.

(Continued from pagé)
Our team has many decades of experience in clinical research and develop
particularly in standards and quality. Our staff were early members of CDIS
CDASH, currently serve on its management board addatbthe CDISC Medic
Devices standards team. We have a comprehensive understanding of the c
plexities of the CDASH model and its interpretations. Kestrel is a CDISC R ?\
tered Solutions Provider for CDASH.

We offer webinars as well as custom-site classes, which are cesffective so- |
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tools for you to:

1 Maximize the quality and reusability of your clinical data
1 Improve the efficiency and cosfffectiveness of your clinical studies
1 Meet regulatory requirements for clinical data submission

Get Ready!
Coming in July 2010, the Fully Downloadable

Standards Managment 101 Series

f you have decided to adopt clinical data standards, you knowsthatdards promise

cost and efficiency improvements. But what you might not know is that standards man-
agement requires a specialized and dedicated knowledge set that does not exist in other
functional areas. Kestrel has developed the Standards Management 101 education series to

address just that. Our4idepth 7-part course teaches you the range of skills necessary for
ongoing development, management, maintenance, tracking and retirement of standards in
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Ten Myths About Standards cont.

(Continued from pag#)
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how something should be done. A good standard has addressed the needs of all the stakeholders, can be
implemented, and is workable, maintainable and useful. If our standards define all the needs and uses for

the data, from protocol to study report, the resulting plan robustly handles the entire data lifecycle. The
reusability, and therefore the efficiency gains and cost reductions, is

simply a (fortunate) byproduct.

Myth # 2. Once standards are developed, the work is done

If science never changed, and companies never pursued new therapy
areas, and the standards were developed perfectly, it is just possible
that no further work would be necessary, but none of these condi-
tions is ever met. In reality, there must be a standards life cycle,
rather similar to a product or program life cycle, in which each stan-
dard is developed, implemented, used, measured, adjusted, and eventually retired.

Myth # 3. CRFs should be the center of the standards

Case Report Form development often seems to be the logical place to begin standards development, and
indeed many organizations have done this. The flaw is that the point of clinical research is not to produce
CRFs, but to answer research questions on the basis of statistical analyses, data summaries, and patient data
tabulations. The information necessary for these outputs can be qualitatively different from CRF data, and
those output needs must inform the entire process to ensure that the right data are collected. Input and

output needs should be balanced in developing the standards. That said, the data management department

is often the driving force for

standards development, and 3 Realize Your Potential!

CRFs and databases are usudly Achieve YOUF GO&'S!

under their control, this is ofte : > A v 4 = ~
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the only place they can start.

www.Kkestrelconsulting.com/reqistration.php
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Standards Management 101 cont.

Standards Management 101 Session Titles

Part 1: An Introduction to Part 4: Governance
Standards Part 5: Managing Standards
Part 2: Standards Development Part 6: Standards in Contracted

Part 3: Standardization and Clinical Environment

Flexibility Part 7: When Standards Collide

Ten Myths About Standards cont.
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Myth # 4. Each function can standardize by itself

It follows from the previous discussion that these definitions cannot be created within functional areas, but
must rather be a crosfunctional collaboration. When functieoentered standards are developed, they

can result in a series of isolated definitions, where handoffs become

more risky, and there is a limited understanding of requirements be-

tween functions. This creates particular vulnerability to geographic and

cultural misunderstandings. Conversely, datntric standards bring the

needs of all the functions together, ensuring that expectations and as-

sumptions are defined before a study ever starts.

Myth # 5. Standardization is expensive and tirsensuming

The degree to which this is true depends upon the time frame considered. Developing, implementing and
training on standards in the short term is indeed pricey, both in terms of time and money. However, in the
long term, the time saved and quality added by reuse of properly designed data modules is priceless.

(Continued on pagB)

Page 4



