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(Continued from page 4)
If more than one person in your organization reviews the document(s), please please work through any dif-
ferences and submit one consistent set of comments.

All comments spreadsheets will be consolidated into one document, and the comments will be reorganized
and sorted many times in many ways. It is therefore critical that each comment stands alone. Comments
like “Same comment as above” lose their meaning when the documents are combined.

Comments Spreadsheet instructions include (my

additions are in italics):

1. Comment Number: Please record the com-

ment number. (This is a sequential number that

provides a stable id for the comment)

2. Submitter: Enter the name of the comment

submitter. (This is your name, not your company’s

name)

3. Submitter Email Address: Please enter your

email address in case we need to contact you to

get more information on your comment.

4. Affiliation/Organization: Please provide your affiliation/company or organization. (This helps the
team to understand your perspective, and to align your comments with others from similar organiza-
tions.)

5. Domain: Please enter the relevant domain. (This is the data domain. Please use the appropriate ab-
breviation, e.g., AE for adverse events — this speeds the comments and organization process. If the
comment pertains to more than one domain, enter all)

6. Page Number: Please enter the page number that you are
commenting on.

7. Variable Name: Please enter the variable name, where
appropriate. (If there isn’t a variable name, please indicate
the section or other object to which the comment refers. If
it is a general comment, please leave the Domain, Page #
and Variable Name columns blank. Remember that what is
obvious to you may not be obvious to the CDASH team)

8. Proposed Change/Comment: The proposed change/
comment to the standard. (Please be complete. If you don’t
like something, please say why, and propose an alternative.
If you don’t understand something, please explain what about it you don’t understand.)

9. Motivation/Rationale The motivation/rationale is the reasoning for your proposed changes (Why
you think your proposal is a better approach than what already exists. Please be complete.)

Remember that the team does not have your context, doesn’t work where you do, doesn’t know what
kinds of studies you do, and doesn’t have your knowledge base. For them to understand your com-
(Continued on page 6)
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Don'’t See a Topic?

If you don't find the specific standards, quality or CDM
training you need, please contact us.
We have many additional courses, or can develop one for
you.

CDASH Standard cont.

(Continued from page 5)
ment they need to understand your assumptions.. That said, if you don’t understand something in the
standard, chances are someone else won’t either, so do include the comment. However recognize that
this is an update to an existing standard, and so radical changes are unlikely to be adopted.

How to Review the Documents

This section will help you approach the review process. This is certainly not the only way to review the
documents; it provides one way to think about these large and complex documents.

As you go through the documents, note your comments and questions. The sug-
gested review process provides an overview first, and then delves into details, as
much of the standard may not make sense out of context. If you prefer, work
the other way around.

Remember that the standard and UG will be different from what you do in at
least a few cases. The point of the standard is not to mimic every organization’s
approach, but rather to develop one approach that can meet most underlying
needs and goals, and that is compatible with SDTM and the other CDISC stan-
dards. Adopting the standard will require everyone to change at least a bit.

If you are already familiar with CDASH, you may wish to focus on those domains that have changed, but
you are encouraged to review the entirety of the User Guide.

1. Begin by scanning the table of contents of each document. This will provide an overview of the
scope of the documents.
2. If you are familiar with CDASH already, review the list of changes in CDASH Standard Appendix G.
This can help you focus your review.
(Continued on page 7)

Page 6



K - News May 2010

CDASH Standard cont.

(Continued from page 6)

3. Review Appendix E, List of Abbreviations and Glossary to learn any new terms
4. Read CDASH Standard Sections 1 —4. They provide a good orien-
tation to the entire document, and each has new information, in-
cluding alignment to SDTM and what being conformant to CDASH
means. Even if you are not familiar with SDTM, it is useful to under-
stand how CDASH relates to it, as information from CDASH will
eventually have to flow into SDTM.
5. Read the CDASH User Guide Sections 1 and 2. These provide
information understanding and interpreting the domains. Specific
things to think about:
a. Does this information match your prior understanding of the

standard and/or the domain and how to implement it?

b. If there are differences, are they significant?

c. Canthe standard achieve the same goal as your approach, or
are your data meaningfully different?

d. If they are different, why? Is it because “you always did it that
way,” or do they provide indication-specific information? In
other words, does CDASH do the same thing your data do in a
different way, or are your data answering a different question?

6. Begin with AEs, or your favorite domain, and read the introductory sec-
tion of that domain in the CDASH Standard, scan the fields, and read
the CDASH UG section for that domain.

7. Ask yourself

Did You Know? a. Does the information make

sense?
b. Does the User Guide match the

way my organization has designed that domain? If | al-
ready implemented CDASH, does it match how | inter-

preted the domain in the original standard?

(9]

. Do I understand how to apply it in my company?

o

. Are there any obvious gaps?

)

. Anything else that strikes me?

(Continued on page 8)
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(Continued from page 7)
8. Take your company’s standard, or a common sample CRF and compare your
version to CDASH. Using both the standard and the user guide, determine
a. Canyou use the CDASH standard to capture the information you need | *

b. Are the differences between the two limited to field names, or is the
meaning of the field different?

c. Does CDASH have highly recommended fields that your organization
does not capture? If so, why don’t you include them, and should you?

d. Does your CRF have required fields that are not required in CDASH?

Why do you have them? Remember that data relationships may be
handled a bit differently, and that may be OK, but it may cause difficulties when you have to
submit in SDTM.

9. Model your data using the CDASH structure, including the Controlled Terminology. Follow the proc-
ess you would if you were trying to implement the standard by following the UG’s recommendations,
including annotating a CRF. This will help you to see if there are pieces you don’t understand, or that
don’t work.

10. After you have completed all the domains, read back over the standard and the UG to see how it
matches your understanding now. Adjust your notes and comments as necessary.

11. Transfer your comments to the official Comments Worksheet and submit
them to Shannon Labout at slabout@cdisc.org by May 14. Fan Forum!

Thank you so very much for taking the time to provide feed-
back on the CDASH documents. This work is critical in mak-
ing the discovery and development of medical treatments
more efficient, effective and high
quality. You have played an im-
portant part in creating the medi-
cines of tomorrow.

Please visit our corporate website at www.kestrelconsultants.com for information about our other services, including consulting on
standards development and implementation, data quality, clinical data management projects, and data and process audits.
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