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DA Takes Up Standards Again
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ing tools can help the agency become more efficient. Unlike many confere
it was intended to be a working meeting, and notes were taken in each ses
to allow progress on the issues. The tddane message from the meeting we
that the lack of data standards, adequate computing power and appropriate
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computing power and tools to support data crunching of, for example:
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Cutting Edge Education
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April webinars are sure to give our colleagues the tools the

need to stay ahead in this highly competitive Industry.
il attended | |

Best Practices in Designing Clinical Data, Parts 1 & 2 \é\::zt'?ﬂavaen:ﬁ'te:j:d
similar courses given by
Part 1: Monday, April 12, 2010 11:30 ati00 pm EDT other companies, but this
one definitely stood out
Part 2: Wednesday, April 21, 2010 11:30-&00 pm EDT because it made a
technical topic easily
understandable for non-
technical people, but still
&(—Fpt the attention of the
technical pe|o
Howard presented the
= . P . = |topic well gad it ywas clear
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| 1 Different options for capturing Serious |consultants for more

’ ' ¥ AE data with pros and cons of each offerings!o

Structuring clinical data is an art, and while current standards help, they leave much
unanswered. Jumping off from CDISC domains, thispavbwebinar examines under-
lying design assumptions and illustrates the consequences of different implementat
decisions on data capture vs. analysis vs. submission. Topics include:

A Michelle Meany,
~ . 1 How to develop your approach to the Standards Chair,
new DILI FDA guidance Schering Plough

1 What do the regs really say about

when to start capturing AEs?

(Continued on page 2)

Please visit our corporate websitevavw.kestrelconsultants.coror 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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Cutting Edge Education cont.

(Continued from page 1)

1 Modeling questionnaires horizontally vs. vertically, what that means_2,

when it matters
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This webinar will benefit heads and colleagues in

Different numbers of answers for questions in one questionnaire
Different answers for different questions in one questionnaire
Controlled terminology in questionnaires

Epochs and elements: what they are and what they can for you
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Standards management

Clinical data management

Clinical database programming
Statistical programming

Anyone involved with designing clinical data

Risk Assessment in Cleaning Clinical Data Part 2: Applying the Model
Monday, April 19, 2010 11:30 anr1:00 pm EDT

(Continued on page 5)

Missed the first webinar(s)?
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Think again!
Past webinars are available for download at
www.kestrelconsulting.com/registration.php

Standards Managment 101 Part 7

Register Now foi 2 K Sy { 0 | y R,[ParR ®of Stardards Ma&nagement 101

Wednesday, April 14, 2010 11:30 ah:00 pm EDT

What is the art of harmonizing standards? How should you balance industry standards with
internal needs? What standards do you have to observe? What does being compliant mean
At what development stage? For CDISC standards, how can/should data flow between the

models you use, and how does it flow to the agency? How should legacy data be handled?
What happens when companies merge and the standards don't match? This webinar sugge
approaches to these challenges. It also summarizes the entire Standards Management 101
series and reinforces the takeome messages from each section.

This webinar series provides the insights and skills necessary for ongoing development, management, mainte
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(Continued from pagg#)
1 Lab data, including molecular modeling, microarrays, proteomic analyses
1 Simulations and Monte Carlo modeling
1 Large database and surveillance analyses
1 Bayesian analyses of large clinical databases (e.g., detecting
potential safety signals by comparing to huge historical databases)

Some key messages emerging from the meeting included:
1 FDA understands thatdustry needs clear direction with re-
spect to standardsand cannot function if the direction keeps
changing
1 EDA is committed to SDTM/SAS XPT submission standards for
the foreseeable future SDTM/HL7 submission standards will be
developed as well, but will not become required until industry has
had ample time to evaluated and adjust to them. The PDUFA IV 5
year IT Plan will be changed to reflect this. (The eventual move to
HL7 is inevitable, though, as the Department of Health and Human
Services has decreed that it will be the standard.)

1 EDA strongly encourages adoption of CDISC (CDASH) standards from trial beginning
rather than mapping to SDTM at the end, which is expensive and may change data
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datasets.

1 EDA will actively participate in standards developmwith industry again to en-
sure that the results meet their needs. They are dedicating staff to the informatics
and standards projects, both administrative and scientific.

1 While they are the right solutiorCDISC standards are t
flexible, allowing for the creation of datasets that vary td
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Five breakout sessions identified and prioritized different sets of {
to be developed. These focused on rdimical preapproval needs,
clinical preapproval needs, pestarket safety requirements, prod-
uct quality and data quality. Notes from each session will be pul
lished soon, and will contain the tools identified.

Presentations on related topics included the caBIG informatics p

jects, the Janus data warehouse, the plans for CDISC standards

laboration with the Computational Sciences office (the FDA offic¢

coordinating this informatics project), and the need to translate t . ,
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In her keynote address, Dr. Janet Woodcock, Director of CDER, J€*
scribed the current state and gaps, and indicated the need for robust informatics capabilities.
When one looks at what CDER and CBER have to do, one begins to understand why they are,
as Dr. Woodcock put it, swamped. Among many other responsibilities, the 3,000 employees
of CDER annually handle:

Nearly 500,000 AERSs reports

Trial metaanalyses with tens of thousands of patients

Identifying the need for and running clabBased analyses (e.g., suicidality)

New electronic registration of all marketed drugs

Over 5,000 manufacturing supplements

Evaluating 300,000 import requests at over 300 import points

800 ANDAs for generics
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