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Letter from the Editors
Welcome to the Winter issue
of Data Basics and our last
issue for 2002. What
a memorable and busy
year it has been! We as
a society have held three major events this year.
We began the year by holding the 2001 Fall
Conference in Seattle, Washington in February.
Then in March, we held our annual Spring
Forum, another major event. Then just this past
October 6 - 9 we held our very exciting 2002
SCDM Fall Conference in Atlanta, Georgia the
proceeds of which can be found in this issue of
Data Basics. And that was just the meetings!
On top of that there has been work done by the
society in the arenas of certification, GCDMP,
DIA and FDA interactions, international networking, and the list goes on. As I said, it has been a
very exciting and very busy year!
This issue is packed with just a taste of what
we have been doing this year. The report from our

annual business meeting will give you the highlights
of the activities of all the various liaisons to the
board, the committees, and the society as a whole.
There are summaries from the conference, and a
report from the survey conducted recently by the
membership committee to take the pulse of the
society. Tam and I and the rest of the Newsletter
Committee hope you find it to be useful, informative and fun to read.
Next year we look forward to taking a more
focused approach. We are looking for articles
touching on MedDRA, HIPPA or various aspects
of 21 CFR part 11. If this is something that
interests you, you have read a good article about
one of these subjects that we might be able to
re-publish with permission, or you have some
experience with or a viewpoint on one of these
subjects, we would love to hear from you. Let’s
all work together to make 2003 an informative
and interesting Data Basics year!
Regards, Cherie & Tam
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SCDM 2002 Annual Business Meeting Summary
Hugh Donovan, Chair

The SCDM may not issue a glossy annual report
for its ‘shareholders’ i.e. you, the membership.
However, it does report to its membership annually through the Business Meeting held at every
Fall Conference. We can be trite and say that the
reason that we go through this every year is
because we have to and that is true; it is a legal
requirement that we have an annual business
meeting where we report to the membership.
However, this legal obligation can be met in
much less than the 77 overheads used in the
presentation this year. To me it is also important
to recognize the contributions of all the volunteers
that are essential if the SCDM is to continue to
thrive. It is also a useful vehicle for the Board of

Trustees (BOT) to share information with the
membership. Let’s face it, the board exists to
represent the membership and it’s important for
you to see that the BOT is representing you well.
Also it provides an opportunity for the membership to ask questions in person. Finally it hopefully
encourages others to participate in the society by
volunteer to assist in one or more of the many
activities that are currently ongoing.
This year the Business Meeting took place on
October 7th in conjunction with the very successful conference in Atlanta. Realizing that not all
members can attend and therefore do not hear the
various presentations outlining the achievements,
continued on page 4
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Comments from the Membership
The following letter is a follow-up to an article that appeared in the Fall issue of Data Basics.
Dear Data Basics Editorial Board In July I submitted an article to you explaining
HIPAA legislation. I wanted to take this opportunity to update the membership regarding the
most recent developments in the HIPAA realm.
Here is a synopsis of what has occurred:
The HIPAA Privacy Rules (only) were finalized
on August 14, 2002.
The final amendments contain no major
departures from those proposed in March.
Perhaps the biggest difference affecting research
is the addition of a class of information, called a
“limited data set”, which is not completely
identified, but which can nevertheless be used for
research, public health or health care operations.
The final changes clarify that the development
of research repositories (warehouses) and data-

bases for future research is itself considered
research, and would therefore generally require
patient authorization. This clarification places a
premium on carefully-drafted authorizations by
suggesting that a well-drafted authorization
could permit the creation of databases that may
be used for research purposes that were not
contemplated at the time the authorization
was obtained.
My article was meant to encourage readers to
investigate the HIPAA rulings further and to
find out how they affect their own field within
DM. Hopefully (their search will) lead them to
these clarifications.
Thank you for your attention,
Francine Gumkowski

TO

Call for Letters the Editors
Do you have an opinion or concern about some activity of one of SCDM’s various committees?
Do you have a question you feel needs more discussion or a more in-depth answer?
Have you been wishing for a way to express yourself to both the society membership
and those serving on a specific committee?
Have you been looking for a way to do any of this anonymously?
Well the wait is OVER! Your opportunity to express yourself is here, and “no,” you
don’t have to publish your comments with your name.
Data Basics has created the “Comments from the Membership” column in order to give you that
opportunity. We want to hear from you, the membership, on any data management or society-related
topic that interests you.
All letters should be submitted for publication to Data Basics co-editors Tam Blackstone (tblackstone@allos.com)
or Cherie Stabell (stabell@gene.com). Materials are requested to be submitted in electronic form (MS Word)
but may be submitted via e-mail, fax, or by mail. Acceptance for publication will be at the sole discretion of
the Editorial Board. The decision to publish will be based primarily upon professional merit and suitability
(i.e., topic, scope, and perceived interest to SCDM membership). Materials accepted for publication may be
edited at the discretion of the Editorial Board (principally for formatting and grammar/spelling).
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Notes from the Chair of the Society For Clinical Data Management
Sally Cassells – Lexington Clinical Data Systems

Happy New Year!
By the time you read this edition of Data Basics, the cold winds
and snow will make you long for a warm October day in Atlanta.
We had four delightfully warm October days in Atlanta at
the 2002 Fall Conference. We also had many informative
presentations on the Clinical Data Management perspective on
Electronic Data Capture. Once again, the topics of the sessions
were relevant, the talks provided useful detail and depth and
the speaking talents of the presenters were evident. It was also
a great occasion to meet some new faces and catch up with old
friends. Many thanks are due to Karen Klingler and Doug
Schantz for putting together a great program.
The year 2002 was an active year for SCDM. In addition to
two Fall Conferences (the 2001 Fall Conference was postponed
until February 2002) and the Spring Forum, our committees
were hard at work between these events and have much to
show for their efforts.
A major focus for the Board of Trustees was outreach to other
organizations. In 2002 our outreach was focused on the FDA,
the International CDM Network and the DIA.
One of the highlights was a meeting, held in August, between
officers of the SCDM Board of Trustees and several
representatives of the FDA. The meeting was arranged through
the persistence of Doug Schantz and Hugh Donovan and with
help from our FDA Liaison Steve Wilson. As this was the first
ever meeting between the two organizations, the focus of the
meeting was on introducing the SCDM, describing our
GCDMP process and the work of the Certification committee.
We also discussed our emerging relationship with the
international network. The FDA representatives were impressed
by the diversity of our membership and the breadth of the
GCDMP. They were also very interested in the progress of the
Certification work. We look forward to continuing this
collaboration and will look to find ways to include agency
representatives in future conference agendas.
Once a quarter, either very early in the morning or very late at
night, BOT member Alec Vardy takes part in a truly global
teleconference with colleagues in the International CDM
Network. The network currently includes representatives from
CDM organizations in the UK, France, Germany, Scandinavia
and Australia. Our colleagues in other organizations are very
interested in the GCDMP and have been invited to review the
new version of the document. We look forward to gaining this
valuable global perspective.

teaching programs, workshops and conferences for a broad
spectrum of professionals involved with Clinical Research
and Drug Development. While there is indeed overlap among
our membership, the SCDM mission of promoting Data
Management excellence through activities such as the
development of the GCDMP and establishment of the CDM
certification program is unique. Through a series of exchanges
between Hugh Donovan and Bob Ascenzo we have begun to
interact. An SCDM advertisement will appear in a forthcoming
issue of the DIA Journal. The DIA staffed a booth at the
Atlanta Fall conference. In October a group representing the
leadership of both the SCDM and the DIA met to explore the
idea of DIA sponsored courses in support of the CDM
certification effort and other forms of collaboration.
The Certification Committee, chaired by Armelde Pitre, is making
great progress with the certification exam. Over twenty individuals
have contributed to this effort by writing test questions. Look
to the web site and for announcements in the eNewsletter for
an announcement of the beta test location and timing.
As I write this letter, the GCDMP committee is finishing its
work on version 3 of the Good Clinical Data Management
Practices document. Chair Chris Little and Editor-in-Chief
Lisa Freeman have put in long hours, rounded up numerous
volunteer writers and section editors and put together several
new chapters in addition to major revisions to some of the
existing sections. Look for the new version on the Web Site.
If you are already tiring of winter weather, you can begin to
look forward to this year’s Spring Forum. The theme this year
is Interdisciplinary Interactions. Much of our work as data
managers requires collaboration with our colleagues in
disciplines such as Biostatistics, Clinical Monitoring, Project
Management, and Drug Safety. As was noted during the
Atlanta conference, these collaborations will be increasingly
important as our organizations embrace EDC. The Spring
Forum will be held in Palm Springs, California from
March 16-18. If you are a CDM Manager, plan to join other
CDM leaders in this unique 2-day event.
With the accomplishments of 2002 behind us, we look forward
to 2003. Special thanks are due to departing BOT members,
Doug Schantz, Karen Klingler and Brenda Hoeper and we
welcome new BOT members Armelde Pitre, Sharon Miller and
Judy Pyke. We have an amazing amount of talent and energy
within the SCDM. I feel very honored to be a part of it. If you
have ideas, comments or other feedback, please contact me at
sally@lexclindata.com.

The third area of outreach has been toward the DIA – with the
CDM SIAC in particular. The DIA has for many years offered

WINTER 2002
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SCDM 2002 Annual Business Meeting Summary
Hugh Donovan, Chair

the full presentation has been posted
on the website. Below are the
highlights:

2002 Accomplishments:

SCDM Chair
Hugh C. Donovan,
Head, Global Data
Management, Aventis

Hugh Donovan, 2002 Chair, gave
a brief summary of achievements
in 2002. These included the release
of the GCDMP document Version
3.0, the development of the
Certification Program, holding
two ‘Fall’ Conferences and a Spring Forum, the
development of the SCDM Policy Manual, our
first meeting with the FDA, increased interaction
with the DIA, participation in the International
CDM network, the introduction of on-line
balloting and discussion forums. Above all,
membership continued to grow and we maintained
a strong financial position.

acknowledged the volunteers who made them
possible.
■

■

Financial Report:
Judy Kasperczyk, 2002 Treasurer, presented the
Society’s finances. Judy reported that for 2002,
despite the uncertainty around having two Fall
Conferences and the impact that this may have
on revenue, and the large financial outlay
required to implement the Certification Program,
the SCDM’s finances are very healthy.

Advertising:
For 2002 the BOT decided to have a special
presentation on advertising to report back to the
membership the impact that this has had since it
was implemented in late 2000. Brenda Hoeper,
the 2002 Advertising Liaison, described the three
types of advertising opportunity available, namely
Data Basics, the e-newsletter and the website.
All three have been very successful. Through the
first eight months of 2002 the income from
advertising has not only met the cost of producing
the advertisements it has more than covered the
cost of producing Data Basics and the e-newsletter,
providing money to be used in initiatives to
support the membership.

Committee Reports:
Representatives from the various committees
described their group’s achievements and

4
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CERTIFICATION COMMITTEE

Karen Klingler, 2002 Board Liaison: The group
has contracted with Galton Technologies to put
together the infrastructure needed as well as to
provide expert advice on developing certification
programs. Following the process outlined by
Galton, two training classes for Subject Matter
Experts (SMEs) (all SCDM volunteers) were held
and subsequently over 300 test items were developed. Also the beta test plan has been produced,
and Prometric Test Centers will be utilized.
Related to this the application process has been
developed. The group has also developed the
Code of Ethics and a violations review process.
Karen recognized the twelve members of the
committee and the 21 SMEs.

MEMBERSHIP COMMITTEE

Marianne Plaunt, 2002 Board Liaison: This year
the group has increased its use of technology to
communicate with the membership, in particular
the renewal campaign focused on the use of
e-mail and the membership survey was conducted
through zoomerang.com. The latter led to more
responses in the first day than the total number
of responses to the previous survey held in 1999.
The results of the survey are included in this
edition of Data Basics. Membership has continued
to grow and as of October it stood at 1446, and
Marianne recognized the seven who constitute
this committee.

GOOD CLINICAL DATA MANAGEMENT
PRACTICES COMMITTEE
■

Chris Little, 2002 Committee Chair: Chris started
by thanking the authors and editors of version 3
of the GCDMP document, a total of 16 individuals, with special thanks being given to Lisa
Freeman, the Chief Editor for version 3. She also
thanked the more than 40 reviewers. One feature
this year has been the international participation
in the document with comments from the French
CDM group, DMB, being incorporated, and
presentation at an International CDM Network
teleconference. Version 3 includes five new chapters,
namely Data Privacy, Electronic Data Capture
Principles, Dictionary Management, Metrics for
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Clinical Trials and Clinical Data Archiving.
Also the Training section has been updated.
■

WEBSITE COMMITTEE

Greg Dziem, 2002 BOT Liaison: Greg
thanked the five members of the committee
for their accomplishments during the year
and made a plea for additional members,
emphasizing that no technical knowledge is
required. This year we have been averaging
just over 100 separate visits per day, with
the Events, Job Listings, Membership and
GCDMP pages all averaging over 1000 hits
per month. In 2002 on-line voting has been
added, along with increased job posting
activity. The GCDMP document was made
available, as was the Code of Ethics. At the
time of the presentation the posting of a
Training Matrix with the ability to post
reviews and the implementation of
Discussion Forums were close.
■

DATA BASICS

Cherie Stabell, 2002 Co-editor: Cherie
started by introducing the six members of
the Editorial Board who were responsible
for the publishing of three issues of Data
Basics up to October, with one more to go
this year. She also mentioned that an index
of articles is being produced. The Board is
always looking for articles of interest to the
membership. Please consider writing for
Data Basics as a way of contributing to the
data management profession.
■

EFFECTIVE USE OF TECHNOLOGY

David Sabritt, 2002 BOT Liaison: This
year the six members of the committee have
been focused on Software/System Selection
Methodology. The results of their labors
will be published shortly.

Interactions with DIA:
David Sabritt, the 2002 BOT Liaison to
DIA, described the activities this year to
date and the plans for the remainder of the
year. The DIA is exhibiting at the SCDM
conference for the first time and the
SCDM will be advertising, again for the
first time, in the DIA Journal.
WINTER 2002

Opportunities for further collaboration,
including training support for the CDM
certification program, the dissemination of
the GCDMP document, and exchange of
information through mutual participation
in meetings and publications, have been
identified and were the topic of discussion
at a joint planning meeting held the week
after the conference.

Sally Cassells also recognized the contributions of the retiring chair, Hugh Donovan,
who will serve as Past Chair in 2003.
Sally then presented the Officers for
2003 namely:
■ Sally Cassells, Chair
■ Marianne Plaunt, Vice-chair
■ Meredith Nahm, Secretary
■ Judy Kasperczyk, Treasurer

Interactions with other
CDM Organizations:

She also introduced the following new
BOT members:
■ Sharon Miller
■ Armelde Pitre
■ Judy Pyke
■ Kit Howard (Data Basics Co-editor)

Alec Vardy, the 2002 Liaison to the
International Network of CDM Associations,
gave the background to this new network
and its seven members, which includes the
SCDM, in addition to groups from UK,
the Nordic Countries, France, Germany
and two separate groups in Australia.
Membership will likely be expanded to
Japan soon, with Italy, Switzerland and The
Netherlands also targeted. The Network
holds quarterly teleconferences at which
topics of mutual interest are discussed.
This year’s topics have included the
GCDMP Document and CDISC. It has
also produced a Network Poster, giving
details of all the member groups.

Special Service Award:
Hugh Donovan presented Catherine
Celingant a plaque in recognition of her
more than five years as Chair of the
Membership Committee. During that time
membership has more than doubled, thanks
in large part to the efforts of Catherine and
her committee, whether directly by membership drives, or indirectly by finding out
what the membership wants and making
sure that the BOT acts on these requirements,
e.g. certification, increased use of the Internet.

Sally Cassells and Doug Schantz concluded
the meeting by talking about plans for the
2003 Spring Forum and Fall Conference
respectively.
During the subsequent question and answer
session it was stated that MedDRA would
be an excellent topic for articles in Data
Basics, and that the SCDM catered to all
Data Management professionals, and would
ask the Membership Committee to pay
particular attention to expanding our
coverage of those involved in CDM in
academic institutions.
As you can see, 2002 has been a busy and
productive year. Please volunteer to ensure
that 2003 is even more successful.

Retiring Board of Trustee Members:
Hugh Donovan recognized the following
retiring board members for their accomplishments:
■ Tam Blackstone (Data Basics Co-editor)
■ Brenda Hoeper
■ Karen Klingler
NEWSLETTER OF THE SCDM
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Conference Overview
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While electronic data capture (EDC) has been a vision for most pharmaceutical
companies and the service providers that support them, only in the past few years has
this vision become a reality. The objective of the Fall 2002 Conference in Atlanta was
to provide data management professionals with an opportunity to share their strategies
for EDC implementation and solving EDC-related issues, as it becomes reality.
From beginning to end, our conference was a success, thanks to the hard work of the
session chairs and presenters, our vendor and sponsor partners and the professional
conference management staff.

1.3K
452.15

92.6
12.7
$67.8
476.9
11.2

96%

Practical Considerations for
Data Management’s Transition
to Electronic Data Capture

Our pre-conference tutorial this year was given by Kaye Fendt (Phoenix Data Systems),
“GxP for Clinical Data Managers.” Kaye discussed the myriad of regulatory
guidance documents that govern the pharmaceutical industry and their impact on
CDM professionals.
We kicked off the meeting with a welcome reception and dinner at the World of Coca
Cola in Atlanta. The attraction gave attendees the opportunity to catch up with
friends, meet “the face behind the phone voice” in business relationships, and make
new acquaintances. In addition to the interesting displays in this museum-like tribute
to Coca Cola and its world presence, the food was good and plentiful, the drinks,
especially Coca Cola products from around the world, were flowing and the company
was great!
Co-Chairs Karen Klingler (Wyeth) and Doug Schantz (Pfizer) kicked off the conference
by welcoming attendees and introducing the keynote speaker, Michael Higgins
(Belgard Business Transformations), and organizational development consultant who gave some
excellent advice in his keynote address, “How to
Lead and Thrive in Times of Non-Stop Change.”

Douglas A. Schantz,
Director of Data Coordination,
Pfizer Global Research & Development

We hope you’ll take the time to read the summaries
of the individual sessions, including the keynote
address, the SCDM Annual Business meeting and
the 10 educational sessions. The hard work paid off –
we had a great Fall Conference!

Karen L. Klinger,
Senior Director, CDM, Wyeth Research

WINTER 2002
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K E Y N O T E S P E A K E R S U M M A RY

How to Lead and Thrive in Times of Non-Stop Change
Speaker:

Michael B. Higgins, Vice President/General Manager,
Belgard Business Transformations

Using a mixture of human
insight, well placed quotations and humor, Michael
Higgins shared a model for
leading an organization through transitions. With the
CDM profession undergoing profound change with
the advent of Remote Data Capture, these insights
were most helpful for leaders and contributors alike.
The methodology, while not sequential in nature,
starts with educating and engaging executives to be
the champions for change. Key tactics and methods
outlined by Michael Higgins include:
■

Transitions start where people are, not where they
are going to be. Therefore, transitions need to
begin with an ending. Higgins cautioned the
audience to make sure the ending of a role or
process is clearly communicated in addition to
the beginning of the new.

■

In times of transition, it is not possible to over
communicate according to Higgins. Higgins
encouraged communicating frequently, using
various forums and media, to honestly and openly
share goals, rationale, endings and support for staff.

■

Higgins suggests being respectful of the past while
giving people something to hold on to during the
transition.

Keynote Speaker
Michael B. Higgins
with Douglas A. Schantz,
Conference Co-chair

8
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■

Understanding that with loss or change there is
grieving (which often gets interpreted as resistance),
Higgins recommends dealing with grieving directly
through open, honest communications, being very
respectful of people. He suggests nourishing new
beginnings by inviting staff participation and by
sharing the plans moving forward.

Higgins clearly identified as key to change management, the consistency and visibility of the transition
management and reinforcement of the new activities.
All champions and managers must be on the same
page, committed to the same goals and passionately
sending consistent messages to staff. Higgins suggested creating symbols for the new, giving rewards and
sharing successes publicly.
In some ways, he cautioned this means changing the
tribal culture as well as the mindset of the organization. The tribal culture can be changed by visibly
redefining the heroes of the organization. The old
heroes may have been crisis managers and problem
solvers while the new heroes may be those who prevent crises from occurring through planning and
using the new processes. This can also be accomplished by changing performance objectives and aligning rewards to the new objectives. The mindset of the
organization needs to recognize that change is the
norm.
In essence, Higgins reminded the audience that every
change includes an ending, a transition and new
beginning. He suggests that it is up to leadership to
assure staff are informed, involved and supported
through the stages of change while aware of the
benefits and rewards for making the transition happen.

Promoting Clinical Data Management Excellence
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SESSION I

Integration of EDC with Other Technologies
Moderator:
Speakers:

Karen L. Klinger, Senior Director, CDM, Wyeth Research
Mary L. Hickey, Senior Manager, Clinical Data Management,
PRA International and
Glen deVries, Chief Technology Officer, Medidata Solutions, Inc.
Todd Kole, Operations Director, ClinPhone, Inc.
Anne Zielinski, Vice President, Strategic Alliances, CB Technologies, Inc.

In this session, the speakers shared experiences using a
variety of means to integrate data collection technologies
with EDC and CDM systems.
Mary Hickey and Glen deVries’ presentation entitled
“Facilitating Capture of Electronic and Paper Case
Report Form Data Through Integration of Electronic
Data Capture with Traditional Clinical Data
Management Systems” focused on streamlining efforts
through the use of a hybrid system. DeVries and Hickey
described a system where both EDC and the traditional
data management system are created using the same
designs, allowing sites to use the data collection method
they are most comfortable with, while removing the
sponsor’s dependencies on the site’s technical capabilities.
This system allows data to flow from EDC at the site or
from traditional paper data entry offering the benefits of
both methods in one system creating efficiencies on the
study setup process, as well as consistent centralized
encoding and timely data locking.
In his speech entitled “Leveraging and Integrating
Interactive Voice Response (IVR) Systems with EDC
Technologies to Collect Patient Recorded Data,” Todd
Kole described the advantages of using IVR for purposes
other than the traditional randomization and drug
management. Kole shared information on the methods
and advantages of using IVR to collect patient diary
information, health outcomes and quality of life data
and to integrate these data with the EDC system. Kole
made a case for the improved compliance via use of IVR
compared to documented evidence that patients are very
non-compliant in the completion of paper and electronic
diaries. Kole described results of a study showing a high
degree of patient acceptability (77%) for the IVR system
along with compliance rates averaging in the area of 90%.

WINTER 2002
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Anne Zelinski presented an abstract entitled “Bridging
the Islands: Integrating EDC with Clinical Management
Systems.” Zelinski pointed out that EDC has not met
sponsor expectations for improving efficiencies primarily
because it is only one piece of the solution. She
described the multitude of clinical systems utilized in
clinical research as islands requiring tight integration
to achieve the expected gains. Zelinski identified one
solution companies have developed as the data warehouse solution, which requires very tightly integrated
and shared databases and tables, as well as a high degree
of standardization. In this model, vendors need to
comply with the sponsor standards, which often costs
the sponsor a great deal for little benefit. Zelinski suggested that a better solution is to use CDISC standards
to bridge the islands. CDISC standards promote the use
of vendor neutral data sharing. Widespread support for
vendor use of CDISC standards would reduce the
integration costs, yet gain all the benefits. Zelinski stated
that vendors need trial sponsors to require the use of
CDISC standards in order to be motivated to move in
this direction.
Clearly the ongoing development of data collection
technologies must take into consideration the ease of
use, compliance and efficiencies to be gained through
providing a comfortable technology to the end user
while enabling low cost integration of the systems/databases to finalize the study data. These presentations
offered thoughtful information to assist companies in
the development of technologies and provided evidence
of proof of concepts and successes in IVR, hybrid systems and CDISC integration capabilities.

Promoting Clinical Data Management Excellence
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SESSION II

Making EDC Successful at the Investigator Site
Moderator:
Speakers:

Robert Goodwin, Consultant, The Agency
Tricia Gregory, Associate Director,
Boehringer Ingelheim Pharmaceuticals, Inc.
Beth Stout, Senior Clinical Data Coordinator, Quintiles, Inc.
James Streeter, Coordinator Electronic Data Acquisition
(CDAM), Pfizer Inc; and
Nikki Bonnell, Director Clinical Systems, Ingenix

Tricia Gregory gave a fantastic
presentation on data acquired
through the EDM Forum in her talk titled “Extracts of a
Global Survey to Identify Investigational Site Needs
Associated with EDC Trials”. It was very enlightening to
understand the investigator landscape with respect to computer literacy and their experiences. It was good to hear
that 80% of the investigators have access to the web and is
using email and the Internet as part of their every day job.
Beth Stout has a great career ahead of her as a stand up
comic. In her talk titled “Making EDC Successful at the

Investigator Site”, she talked quite elegantly and in a very
humorous way about investigator check lists for starting
trials, and gave some tips on training, stressing the need for
teamwork. There are no books that can replace real life
experiences.
Finally, Jim Streeter and Nikki Bonnell double teamed
process issues around hardware, communications and focus
on the little things than can be forgotten in their talk titled
“Areas for Consideration for a Positive Site Experience
When Implementing EDC in Your Clinical Trial”. I think
the take home message was powerful, “Say thank you”.

DRA
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SESSION III

Applying 21 CRF Part 11 to EDC
Moderator:
Speakers:

Jonathan R. Andrus, Senior Validation Consultant,
Taratec Development Corp.
Steve Raymond, PhD, Chief Scientific Officer & Founder,
PHT Corporation
Lisa Morton, Senior Project Manager, DataCeutics, Inc.
Andy Alasso, Senior Product Manager, Oracle Corporation

The application of 21 CFR Part 11 (Part 11) to Electronic
Data Capture (EDC) is not an easy topic. Open systems,
encryption, non-biometric electronic signatures, controlled
system access, these are the topics that permeate the discussions. This session shed some light on how to navigate this
regulatory roadmap.
Dr. Stephen Raymond, and his presentation entitled “The
Irony of Sponsor Anxiety over Regulatory Suitability of
eClinical Trial Technologies,” helped the attendee understand some of the reasons for industries slow adoption of
EDC technologies. Steve began with a review of the fact
that the FDA intended Part 11 to help permit the expanded
use of technology and that FDA, in recent presentations,
have made it clear their desire for electronic submissions
and clinical trials. Steve offered a few reasons for the slow
adoption of EDC technologies. These included anxiety
over varying interpretations of Part 11 by technology
providers, and that the standard model of EDC has not
been good enough. Steve, in his conclusion, indicated that
industry must view technology in the same way that the
FDA in the preamble to Part 11, and that “regulatory
anxiety should not impede exploitation of eClinical trial
technologies when the scientific benefits and data integrity
benefits are compelling.”
The second presentation, provided by Lisa Morton, was
entitled “EDC Regulatory Compliance Whose Job Is It?”
Lisa expanded on the role of the vendor, investigator, and
sponsor in ensuring both technical and procedural compliance with Part 11. The vendor is responsible for ensuring
that compliance is built into their system including, audit
trails, compliant electronic signatures, and security to name
a few. From the investigator’s perspective, measures such as
firewalls, anti-virus software, and proper password control
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were elucidated. Standard operating procedures were also
highlighted and their importance in the use of electronic
technologies at the clinical site. The sponsor, who has
ultimate responsibility and accountability for regulatory
compliance, must consider numerous technical and procedural controls and measures to ensure initial and continued
compliance over the life of a given study. Lisa emphasized
the fact that the sponsor, investigator and the vendor must
work together as a team to ensure the achievement of
regulatory compliance.
Andy Alasso finished this session with a presentation on
“Applying 21 CFR Part 11 to EDC: An Oracle Perspective.”
Andy expressed the pressure placed on vendors to ensure
that their products are developed and maintained in a
compliant manner, and that there be capabilities built into
the system to help users comply with applicable predicate
rules. Andy went on to share in his presentation how
Oracle went about establishing quality systems that helped
ensure that core processes and templates were being used
efficiently and effectively throughout the organization.
Listening to the needs and comments of customers,
auditors, regulators, and conference presenters, the quality
system is ever dynamic and changing to meet new
demands in compliance.
Throughout all of the sessions, the theme of team work,
listening, and documenting was heard. These themes,
although quite basic, are critical to the success of any foray
into EDC. Documenting your position on Part 11, working with investigators, and developing robust quality
systems are just some of the keys to compliance with EDC.
However, users of EDC must remain ever vigilant in
reevaluating regulatory expectations.

Promoting Clinical Data Management Excellence
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SESSION IV

Transitioning a DM Department to ECD, Part 1
Moderator:
Speakers:

Lisa A. Freeman, Biometrics Training Coordinator,
Immunex Corporation
Jeanne Ashton, Senior Director, Data Management,
PharmaNet, Inc.; and
Christine Cramer, Associate Director, Data Management
Europe, Pharmanet Ltd.
Sharon Miller, Medical Consultant, Eli Lilly and Company; and
Sharon Powell, Associate Consultant Edata Management,
Eli Lilly and Company
Patricia Stetser, Manager, Clinical Data Manager, Wyeth Research
Lisa Spielman, Manager, Data Management, Quintiles, Inc.

Electronic data capture has arrived! In this session,
presenters shared the challenges encountered and
advantages experienced when EDC is put into practice.
Jeanne Ashton and Christine Cramer started off the
session with a presentation titled “The Evolving Role
of a Data Management Professional in an EDC
World”. One of the key process changes they emphasized was the fact that the database and edits checks
had to be setup and tested before the first patient could
be enrolled in the study. The fact that the review of
patient data and data corrections are concentrated at
the site was also discussed. The fear of letting go of
total control of the database was an issue that had to be
managed during their transition to EDC. Jeanne and
Christine also emphasized the importance of training
when implementing EDC processes.
Sharon Powell’s and Sharon Miller’s presentation,
“Making EDC Happen: Moving From Talk to Action”,
outlined the organizational transformation that
occurred during the implementation of EDC in
approximately 20 clinical trials. They discussed successes
and challenges from past experiences when EDC was
just emerging as a new technology. They talked about
the importance of SOP development and training,
especially when implementing this technology on a
global scale. One of the lessons they had learned was
that implementing EDC touches many areas of the
organization. Therefore, planning and flexibility are
key to a successful project.
Pat Stetser gave a dance lesson called “The Transition
Tango”. Pat was given one year to implement EDC on
a global scale at her organization. She tackled this
challenge by breaking the project down into three
WINTER 2002
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phases. The first of these was the “Transition Tango”,
where she planned with study builders and CRF
designers how to switch over from a traditional paperbased system. The second phase was the “Management
Mambo #5”. This phase trained management and
various project staff on how the transition would effect
the overall study process. The final phase, “The TA
Two-Step” trained project senior staff members on how
the transition would effect their areas. Pat reminded all
of us when faced with an overwhelming project to take
it one step at a time and have as much fun as possible.
Lisa Spielman closed up the session with “The Role
of Data Management in the World of eTrials”. She
emphasized that using EDC is a different way of doing
business. She compared the differences from the
current data management processes and team roles to
how those processes and roles apply to an EDC world.
One of the key differences that Lisa discussed was the
QC process. Traditionally, this came at the end of the
study but with EDC, QC is focused more on the
application, database and rules. She also emphasized
the importance of good technology support and
training. The role of trainer covers not only in-house
staff but site staff as well. The training becomes the
‘consultant’ or the ‘go-to person’ for the trial.
Overall, the presenters shared with the audience the
challenges and successes that had experienced when
using EDC at their organizations. They were all
courageously candid about the obstacles they had
encountered as they plowed through uncharted
territory during their EDC journey.

Promoting Clinical Data Management Excellence
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SESSION V

Panel on EDC Success Stories
Moderator:
Panel:

Michael Harte, Director of Sales, North America, Etrials.Com, Inc.
James Kirwin, Assistant Vice President/Data Management,
Wyeth Pharmaceuticals
Adrian Hsing, Head of Clinical Data Management,
Gilead Sciences, Inc.
Rebecca Meraz, RN, BSN, Clinical Data Manager,
Tyler Cardiovascular Consultants, Tyler, TX

The purpose of the session was to highlight the advantages
of using technology and dispel the negativity associated
with this growing area of the clinical research business.
The chair, Michael Harte, introduced the session by
outlining the rationale for streamlining development
processes. Slides were introduced to display the costs of
purchasing developmental drugs in the pipeline from
biotechnology companies, the amount of money spent
on existing drugs to secure revenue prior to patent
expiration, and the pressure being applied by Wall Street
on pharmaceutical companies to produce blockbuster
drugs. The new paradigm was presented, encouraging
companies to evaluate technologies that can create
greater efficiency, reduced time to market and real time
access to clinical data. Myths of sites’ lack of acceptance,
the reliance on paper, and threat of security were also
presented and dispelled. The panel was introduced to
share their own experiences and highlight the successes
achieved by implementing this strategy.
Jim Kirwin of Wyeth Pharmaceuticals led off the panel
by discussing the move from paper to electronic processes. He provided an overview of the current decision
making processes within his organization and the
decision around technology being better than paper.
Jim suggested answering questions such as: who will be
impacted?; what are the old versus new responsibilities?;
and, what process to be optimized? Jim closed with
providing an ability to offset losses with gains – a
process owner may need to concede some things to
make it work, the ultimate goal must remain as the key
focus in order to be successful, and be realistic about the
impacts of technology on the process and the team.
Adrian Hsing of Gilead Sciences presented a Data
Management perspective to the use of technology, since
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Gilead has employed a totally virtual approach to data
collection and cleaning using Electronic Data Collection
(EDC). Adrian has utilized multiple vendors successfully and has experienced some challenges along the way.
Some challenges to consider include considerations for
technical, clinical and regulatory areas. Adrian provided
some internal metrics with using a paper process versus
EDC, where the EDC process realized a 75% reduction
in data clarification requests and a 45% reduction in
freezing of the database after last patient last visit. EDC
works and will continue to be a strong part of the strategy for Gilead Sciences going forward.
Rebecca Meraz represents a clinical site as an end-user
of EDC. Rebecca’s perspective was unique, in that she
aired the issues surrounding EDC as an actual user of
the products selected. She presented the challenges
from a site level for getting Internet connections, the
challenge of multiple web pages, and the need for some
paper in the process. Rebecca followed these bullet
points with a list of advantages for using EDC –
immediate queries, no paper, more rapid process, access
to the eCRF, etc. Rebecca’s overall experience has been
very positive and she, as a site representative, is very
much in favor of using EDC.
Electronic Data Collection, while a bit painful to implement and challenging to change process, is very rewarding. There are many advantages to all users in the system
– clinical operations, data managers, and end users
(sites, CRAs). Technology is a tool – process change +
technology = success! The short-term pain is worth the
long-term gain – the goal is to achieve rapid closure of a
database and this has been experienced and demonstrated.
Lastly, BELIEVE that technology will produce results!

Promoting Clinical Data Management Excellence
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SESSION VI

Transitioning a DM Department to EDC, Part 2
Moderator:
Speakers:

Gary E. Drucker, Deputy Director, CDM, Bayer Corporation
Joanmary R. Lavitz, CDM Supervisor, Schering Plough
Research Institute; and
Michelle S. Meany, Manager, Clinical Data Management,
Schering Plough Research
James Streeter, Coordinator Electronic Data Acquisition (CDAM),
Pfizer Inc; and
Patti Compton, Supervisor, Electronic Data Services,
Pfizer Global Research & Development
Deb Jendrasek, Senior Sofware Trainer, CB Technologies, Inc.
Charlene L. Dark, Manager, Clinical Data Operations,
Analytical Sciences, Inc.

The objective of this session was to supply insight into the
issues associated with transitioning a CDM organization to
EDC. This was achieved by the presentations providing
evaluations and details regarding new CDM roles, EDC
implementation planning needs, new CDM skill sets, broader
EDC issues to be considered and EDC data management
options that can be applied to an EDC implementation.
In their presentation “Change in Role of EDC in the
Electronic Data Capture World” the first two speakers,
Joanmary Lavitz and Michelle Meany, covered the direction
(with justification), impact and challenges CDM faces with the
implementation of EDC. Key points in support of EDC were
the planned efficiencies in resources needed to clean data, time
to lock database, time to start a study and reduction in handoffs. The presenters offered a regional data management model
where Clinical Data Managers have direct site contact for data
related issues. The presenters also underscored the need to recognize the implementation of EDC as an evolving process and
to “think outside the box” to realize the efficiencies at hand.
The presentation “Establishing EDC in Data Management:
Suggested Roles” by Patti Compton and James Streeter
covered an overview of the key EDC support roles in the areas
of business administration, technical administration, study
initiation, discrepancy management and study closeout. It
highlighted and contrasted the internal vs. external options
for providing EDC support.
In her presentation titled “Truth or Dare - Transitioning to
EDC”, Deb Jendrasek delivered an innovative metaphor to a
road race, covered an overview of the status of EDC, types
currently implemented, regulations affecting EDC and key skills
needed where shifting gears can bring an organization closer to
EDC implementation. The presenter detailed the skills that
CDM personnel need to become key players and “drivers” for
EDC success and encouraged CDM personnel to do so.
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The presentation titled “Transitioning a Data Management
Department to EDC: Enhancing the Staff with the
Technology” by Charlene Dark covered a systematic method
to EDC implementation covering development of a Business
Plan with an integration component, training needed for
integration and an example of how to proceed. The example
emphasized the need to build on the existing Clinical Data
Manager skill set by providing additional technical training
and exposure to EDC along with noting that collaboration
with other colleagues is needed to be successful with EDC.
The conclusion that can be reached is that CDMs role in
EDC is real and must change to meet the technical and
project management demands of EDC. We need not throw
away what has been learned by managing data in the paper
CRF environment, we must build and enhance the skills and
apply this combination of new and old skills to EDC.
The skill set and approach in the paper CRF model affords the
Clinical Data Manager a foundation from which to build their
skill set to become a key player in EDC. The Clinical Data
Manager and their management must recognize that Clinical
Data Managers need additional technical training and the
realization that CDM as a discipline in EDC requires an
overall set of project management skills to coordinate the
development and field deployment of the eCRF. CDM is
becoming less of a data cleaning role and more of data management role with a strong project management component.
It is also important to note that CDM is one component player in EDC’s success. EDC’s implementation requires support
from IT, Clinical Operations, programming, etc.
A key quote that was heard at the meeting can help guide
organizations toward EDC. “EDC is more an evolution
than a revolution.”

Promoting Clinical Data Management Excellence
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SESSION VII

Vendor Selection and Evaluation
Moderator:
Speakers:

Kathleen C. Greer, Senior Project Manager, Clinical System
Services, DataCeutics, Inc.
Jonathan R. Andrus, Senior Validation Consultant,
Taratec Development Corp.
Gary Drucker, Deputy Director, CDM, Bayer Corporation

The use of Electronic Data Capture has changed the way
clinical trials are required to be managed. The Vendor
Selection and Evaluation session addressed the requirements
and compliance issues that need to be met by a vendor and
the importance of EDC Standards.
Common Findings in Vendor Evaluations: An Auditors
First-hand Perspective – Jonathan Andrus, Senior Validation
Consultant of Taratec Development Corporation, has an
extensive background in conducting audits, 21 CFR Part
11 Assessments and HIPAA (Health Insurance Portability
and Accountability Act) Assessments. Jonathan walked
the audience through structured auditing concepts. He
emphasized the importance of developing an initial plan
and he coordinating staff such as QA and subject matter
experts. An agenda should always be produced prior to the
audit stating the general areas to be audited, not specific
documents. As part of the initial planning, a checklist
should be used as a guide for the audit.
Utilizing a structured approach to vendor audits includes
addressing seven key areas of focus:
■

Software Development Life Cycle – defined SDLC and
recognized standards

■

Customer Support – is there logical security

■

Testing – Traceability of requirements to design to test

■

21 CFR Part 11 – Part 11 Matrix and appropriate
controls for Open Systems

■

Data Center and Business Continuity Process–
Complete Network Diagrams and procedural controls

■

Change Control and Configuration Management –
Configuration Management Scheme

■

Quality Management – Dedicated Quality Staff

Other areas to consider are project and technical issues,
elements of system selection, and the review of business,
regulatory and technical requirements. Further, the
Software Development Life Cycle (SDLC), Customer
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Support, testing, 21 CFR Part 11, Data Center and
Business Continuity Process, Change Control and
Configuration Management and Quality Management are
also important aspects of an audit. To be effective, vendor
auditing must be continuous and dynamic. Although audits
are time consuming, they are critical to implementation
and project success.
The Benefits of EDC Standards – Gary Drucker, Deputy
Director, CDM, Bayer Corporation, completed the session
by addressing EDC standards and their role in successfully
implementing clinical data management systems. Gary
addressed several benefits of adopting EDC standards, such
as increased efficiency in developing EDC systems for new
trials; training new EDC system developers; training new
EDC users; and monitoring tasks and data cleaning within
the EDC system and EDC Helpdesk support.
At Bayer, two therapeutic areas are implementing standards.
The Clinical Pharmacology Standard System and the
Cancer TAS Standard System are both adapting the
Clinical Standard System. The Global Medical Standards
Manager conducts regular reviews of the standards used by
these areas. Documentation is modeled after the Clinical
Standard System, and both areas are members of the North
American team.
The Clinical Standard System is the starting point for
standardizing throughout different areas in a company.
It is important to achieve global team membership, where
responsibilities are assumed for system development,
documentation, version control and training.
In conclusion, as standards are put in place throughout a
company, the company, their EDC software vendor and
CRO vendor must adhere to these same standards.
Conducting an audit for internal and external resources to
verify that standards are in place is critical for a successful
implementation of EDC standards.
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SESSION VIII

Measuring the Return on EDC Investment
Moderator:
Panel:

David U. Kim, Executive Director, Scirex Corporation
Paul F. Clarkson, Associate Director, Clinical Data Management,
Genentech, Inc.
Michael R. Hufford, PhD, invivodata, inc

The return on investments (ROI) for electronic data
capture (EDC) has been difficult to fully evaluate for
many of us in the pharmaceutical industry. The investments
consist of both hard and soft costs. Hard costs would
include such items as hardware, software licensing, maintenance fees, and validation. Soft costs include investments
and potential reduction in profit margin from process
and organizational changes. It is noted that ROI assessments may need to be evaluated on a case-by-case basis
for each organization. For the purpose of this session, we
have not taken into account net present value (NPV).
Paul Clarkson started the session with a presentation
titled “Justifying an EDC System on the Basis of Cost
Savings”. An acute myocardial infarction registry study
was selected to evaluate standard paper solution against
scanning/OCR and several EDC solutions. This study
was initiated in 1990, thus detailed cost benchmarking
information (paper-based solution). In 2000, data
management and CRF printing composed of 35% of the
annual budget. Request for proposals (RFP) were sent to
10 vendors, and four vendors were included in the cost
comparison exercise. Genentech developed a model of
current costs, gathered cost data from vendors, normalized
vendor cost relative to paper-based benchmark, and
compared costs over multiple years. The expectation for a
scanning/OCR process would reduce the costs to 80% of
paper-based solution. The four EDC vendors estimated
relative costs of 380%, 70%, 70%, and 140%, respectively. After the EDC vendor was selected, the break-even
time was reached even earlier than expected.

studies measured subject experiences and that diaries
were utilized in approximately 25% of clinical trials.
The data driven measurement of returns were evaluated
in the following categories: data quality, subject compliance for recording data at the correct time intervals, and
sensitivity. A study was developed to compare reported
and actual compliance rates between patients using
Instrumented Paper Diaries and electronic Patient
Experience Diaries (PEDs). Although the reported
compliance was high (approximately 90%), the actual
compliance was very low (approximately 10%).
Hoarding was prevalent for paper diaries. Hoarding is
defined as the completion of diary cards in batches,
back-filling, and forward-filling. The electronic diary
reached approximately 95% compliance for both reported
and actual. Therefore, electronic diaries were able to
increase the power of the study by increasing the
sensitivity. Sensitivity is impacted by reliability, validity,
and number of compliant assessments.

Then Michael Hufford spoke on “Return on Investment:
A Comparison of Paper and Electronic Data Capture
Methods”. Dr. Hufford focused on return on investments
for electronic diaries. He noted that 78% of Phase I-IV
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SESSION IX

Impact of EDC on Study Timelines
Moderator:
Speakers:

Ralph J. Russo, Manager, Schering Plough Research Institute
Paul Mason, Director, Clinical Data Programming, Quintiles, Inc.
Alice Robertson, PhD, Vice President, Clinical Operations,
etrials, Inc.

Session IX of the 2002 Fall Conference focused on the
Impact EDC has on study timelines. The speakers brought
a wealth of insight from both the Clinical Operations and
Technology sides of Clinical Data Management. The first
presentation looked at the challenge we face when an EDC
implementation is undertaken, and the gain that can result
once the transition from paper to EDC is made. The second speaker looked at how software functionality, properly
leveraged, can aid in the management of study timelines.
Paul Mason’s “No Pain… No Gain” presentation began
by presenting the audience with ‘quick fixes’ perceived to
be achieved with an EDC implementation. Paul then
reviewed the challenges of EDC from the site, Clinical,
Data Management, and IT perspectives. It was clear that
acceptance of EDC use by the sites, CDMs, and CRAs was
important to the overall success of EDC. Additionally,
IT groups must grapple with how to provide fast response
time, capable help desk support, and complex hosting
issues. Paul highlighted that even with these challenges,
study timelines can be positively impacted due to the timeliness of query generation and the ability to access and
analyze data in real time. Submission preparation timelines
are decreased since the need for gathering and scanning
paper documents is greatly diminished.

Alice Robertson kept the audience interested with her
talk on “Optimizing the Use of Electronic Data Capture
Systems to Reduce Study Timelines”. Alice probed the
targets for improvement using EDC. In particular, she
focused on clinical study timelines, project management
cycle times, and global development timelines. Alice noted
that the increased startup time needed to launch and EDC
study is recouped during the conduct and database lock
phases of the clinical study timeline due to the real time
cleaning of data. Re-use of forms in and EDC system
reduces startup time as an organization gains experience
and builds object libraries. Efficiencies can be gained in
study management by creating audit-trail based edit checks
to keep the sites on top of data entry. An EDC system also
facilitates project management by providing management
and safety reports. Timely review of such reports can allow
quicker go/no-go decisions in the development of the
submission portfolio.
EDC offers direct benefits to study timelines. Initial
investments in time and money are rewarded by faster
database closures, tighter time management of clinical
portfolios, and ultimately shorter timelines to submission
to regulatory agencies.

Got A Website?

Web Sites to Check Out

Want to support SCDM?
Please feel free to place a link on your
web site to www.scdm.org!

ACDM
CDISC
FDA
ICH

Contact Jeff Sadik

There are more links to be found on our web site!

(sadikj@immunex.com)
if you need more information.
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SCDM

http://www.acdm.org.uk
http://www.cdisc.org
http://www.fda.gov
http://www.ich.org
http://www.scdm.org

Please let the Editorial Board know about any other “hot” web
sites that you feel would be of interest to the SCDM membership.
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SESSION X

The Clinical Department Perspective on EDC
Moderator:
Speakers:

Catherine Celingant, Director, Clinical Data Manager,
Proctor & Gamble Company
Cyndi Springer, BS, Clinical Research Associate,
Procter & Gamble Pharmaceuticals
Tina Siemens, RN, BSN, Director, Project Management,
Quintiles, Inc.; and
Gary L. Cron, Clinical Data Manager, Procter & Gamble Company

The purpose of this session was to share insights gained
by Clinical and Project Management colleagues in their
implementation of EDC.
Cindy Springer, Clinical Research Associate, Procter &
Gamble Pharmaceuticals (P&G), presented the lessons
learned from a women’s health, phase II study in 447
patients at 47 US sites, which her company conducted
using Phase Forward’s InForm 2.0. They were able to lock
the database 5 weeks after the last patient visit.
In general, P&G observed a close correlation between
the study coordinators’ satisfaction with EDC as a data
collection method and the system’s performance at their
site. The sites liked the navigation features and the immediate
feedback from the on-line automated validation, which
seemed to result in fewer queries at the end of the study.
However, they felt the entry of abnormal laboratory values
was difficult and the support desk, at times, too technical
for effective communication. They also suggested an on-line
bulletin board to post study updates and newsletters.
The CRAs on the study liked being able to review the data,
review and close queries remotely, assess the site’s progress and
identify any training issues. However, they felt the system
required more monitoring time at the site and the lack of
reports made it difficult to track source document verification.
Taking this experience into account, P&G incorporated the
following modifications for subsequent studies: Abnormal laboratory results are uploaded directly into InForm, the help desk
received study specific training, the CRAs are in charge of all
queries, and the set-up and programming was brought in-house.
Tina Siemens, Project Director, Quintiles, Inc. and Gary Cron,
Clinical Data Manager, P&G presented their EDC experience
from an on-going pivotal, phase III cardiovascular study
involving 250 sites and 3,000 subjects using InForm 3.0. This
is an in-patient study in a surgical setting.
WINTER 2002
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To expedite any necessary remediation and provisioning, the
technical assessment of the sites was completed during site
selection visits. Criteria included past EDC experience and
acceptance of EDC, hardware availability, and connectivity,
including speed at various times of the day and server capacity.
Although they had assumed that about 10% of the US sites
and all EU sites would require provisioning, they ultimately
had to provide equipment to a larger number of sites. This
was primarily due to the hospital setting, which makes it
difficult to access to the patient records.
The training plan included 1.5 day of basic EDC training,
1 day of project specific InForm training and 1 day of
eClinical site staff training. This is followed by advanced EDC
training about one year after enrollment of the first patient
and includes feedback from query analysis.
To date, the query metrics are as follows:
■ 95% entry rate
■ average of 3.5 users per site
■ 38% of the sites required provisioning
■ the study is on target for database lock within 4 weeks of
the last patient visit
The CRAs on the study appreciate the real-time query feedback and monitoring of data entry compliance, the ability to
review data while preparing for a visit, the ability to lock
patients and sites on an on-going manner. Their challenges
with EDC include: securing on-line access during site visits,
the management of technical issues (as they remain the site’s
first point of contact, although the sites are encouraged to call
the help desk), and the integration of their review of the data
with the CDM process.
This team feels that maintaining a positive and progressive
attitude toward EDC, clear communication, comprehensive
training and on-going support are key to succeeding with EDC.
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P L E N A RY S E S S I O N

CDISC Model Overview
The Clinical Data Interchange Standards Consortium (CDISC) Lab
Team presented an overview of the DISC Laboratory Interchange
Model. A multidisciplinary team of representatives from pharmaceutical
companies, central laboratories, and technology application developers
developed the model. The model is the first step in the development of
standards for the interchange of the clinical trial laboratory data. It will
decrease the time and resources required to process and handle laboratory data, thereby containing costs and improving data quality.
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2002 Fall Conference Sponsor Recognition

SCDM Committees
The following are currently
active Committees within
the Society for
Clinical Data Management.
Certification Committee
Chair : Armelde Pitre
Phone: (860) 732-5642
E-mail:
armelde_pitre@groton.pfizer.com
GCDMP Committee
Chair : Christine Little
Phone: (919) 408-8000
E-mail: clittle@rhoworld.com

The Society for Clinical Data Management
would like to thank the following sponsors
whose generous contributions
have made this conference possible.
A&H Print On Demand
Monday Afternoon Refreshment Break
Amgen, Inc.
Educational Program Technology
The Cambridge Group
Monday Morning Refreshment Break
Conference Signage
CB Technologies, Inc.
Sunday Evening Welcome Reception and Dinner
at World of Coca-Cola Atlanta
Educational Program Co-Sponsor
Covance
Conference Syllabus
EDC Management
Educational Program

Membership Committee
Chair : Catherine Celingant
Phone: (617) 876-1170
E-mail: Ccelinga@wyeth.com

etrials, Inc.
Monday Evening Cocktail Reception in the Exhibit Hall

New Technology Committee
Chair: Kenneth Carlson
Phone: (212) 573-7985
E-mail: carlsk@pfizer.com

Imperial Graphics, Inc.
Conference Promotional Brochure

Newsletter Committee
Chair: Cathy Muza
Phone: 508-416-2629
E-mail: cmuza@averion.com
Web Site Committee
Chair: Jeff Sadik
E-mail: jds108@attbi.com
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Genentech, Inc.
Educational Program

Ingenium Research Inc.
Tuesday Speaker Breakfast
Integrated Clinical Systems, Inc.
Monday Luncheon in the Exhibit Hall
Kendel International Inc.
Educational Program Co-Sponsor
Pacific Data Designs, Inc.
Monday Continental Breakfast
Placemart Personnel Service
Monday Speaker Breakfast
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DATA BASICS

Call for Articles and Advertising
The content for Data Basics comes from you, our members. Without your articles, comments
and thoughts, there is no Data Basics. We’ve had some very promising writers answer the call!
It’s your turn to share your experiences and thoughts with your peers.
Please submit any articles, ideas, etc. for publication to the Editorial Board.
Submit advertising as indicated in the Advertising policy section below.

EDITORIAL BOARD

SUBMISSION DEADLINES

(also known as Newsletter Committee)

Our quarterly publication schedule for the next 4 issues requires the following input deadlines:

Tamela Blackstone, Co-editor
Allos Therapeutics, Inc.
Phone: 720-540-5274
E-mail: tblackstone@allos.com

Volume 9, Issue #1 (Spring)
Volume 9, Issue #2 (Summer)
Volume 9, Issue #3 (Fall)
Volume 9, Issue #4 (Winter)

Cherie Stabell, Co-editor
Genentech, Inc.
Phone: 650-225-7672
E-mail: stabell@gene.com

PUBLICATION POLICY

Cathie Muza, Chair, Newsletter Committee
Averion, Inc.
Phone: 508-416-2629
E-mail: cmuza@averion.com

Kit Howard
Pfizer Inc
Phone: 734-622-7848
E-mail: kit.howard@pfizer.com
Lynda Hunter
PRA International
Phone: 913-577-2972
E-mail: hunterlynda@praintl.com
Saru Salvi
Coding Plus
Phone: 760-966-6858
E-mail: saru.salvi@codingplus.com
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February 3, 2003
April 28, 2003
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Calendar
of Events
March 16-18, 2003
2003 Spring Forum
Palm Springs Marquis
Conference Resort
Palm Springs, California
September 21-24, 2003
2003 Fall Conference
Cheyenne Mountain
Conference Resort
Colorado Springs, Colorado
March 21-23, 2004
2004 Spring Forum
La Mansion del Rio Hotel
San Antonio, Texas

Has your
e-mail address
changed recently?
SCDM is utilizing e-mail to disseminate information of
interest to the membership, via the e-Newsletter
and other announcements. Don’t miss out!
Be sure SCDM@PMA (e-mail: info@scdm.org)
has a current e-mail address where you prefer to receive
SCDM information. You can also use the members only
section of the Web site to update your information
(www.SCDM.org).
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October 10-13, 2004
2004 Fall Conference
Royal York Hotel
Toronto, Canada
October 9-12, 2005
2005 Fall Conference
Sheraton San Diego Hotel
& Marina
San Diego, California
October 8-11, 2006
2006 Fall Conference
Orlando, Florida
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MEMBERSHIP COMMITTEE UPDATE:

SCDM 2002 Membership Survey Results
Earlier this fall, the Membership Committee conducted our first internet survey through
Zoomerang. This survey focused on assessing our current needs and topics of interest of
Data Management professionals. We received feedback on our current programs and lots
of suggestions for enhancements.
We thank those of you who responded to this survey and are pleased to share some
“hot off the press” results.

Survey Information
Email notification of our survey was sent to
2,145 individuals, including past, present and
non-members. We received 433 responses.
The survey was opened on September 11, 2002
and closed October 17th.

Our Respondents
An overwhelming majority (85%) are SCDM
members. Of those who weren’t, 25% indicated
that their company did not pay for membership and 3% were in the process of joining or
just forgot to renew.
8% live outside the United States, mainly in
Canada, Australia and UK, with eight other
countries represented.
Almost half (44%) are in the pharmaceutical
industry, followed by CRO (24%),
Biotechnology (15%), Medical Device (4%),
Consultants (2%), and other (11%). This
split remains about the same as our Summer
2000 results.
The majority of your time is spent on data
cleaning, management (staff, query and project)
and training/procedures. Very few of you are
involved with site monitoring, biostatistics,
dictionary management or contract/sales.
Most of you review proposals and provide
input in all areas (CDM processes, systems,
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personnel), with a smaller percentage also
making the decision on these issues.
You outsource some of your CDM work
(55% indicate some outsourcing), but most
say only up to 25%.
Half of you use RDC (Remote Data Capture),
with a wide majority using it less than 25% of
the time. External trainers are used exclusively
less than 20% of the time, with a majority
using a mixture of both external and in-house
training.

How are we helping you?
74% visit the SCDM website less than once a
month. Only 8% of the respondents have
used the job posting service, either to post or
respond. The most frequently requested
addition to the website was to add discussion
forum/chat rooms. Other ideas include
expanding links to other CDM information,
adding training programs and/or information
on where to get training, more regulatory
information and a general “sprucing up” –
making member login area more prominent.
A little more than half of our respondents use
the GCDMP document. Suggestions for
improvement include adding SOP templates.
[this was taken from the website suggestions].
Though more people have attended Fall
Conferences than Spring Forums, the Spring
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Forums were found to be more useful.
Less than half the respondents have
attended the Fall Conference, with the
2002 Seattle event being most attended.
16% of respondents have attended the
Spring Forum, with highest attendance
going to the 2000 Isle of Palms event.
Respondents indicated that they were
looking for “higher level” presentations at
the Fall Conference. They also thought
that there was too much focus on one
topic as the presentations tend to become
redundant.
Over 46% of the SCDM members
responding always read DataBasics, with
less than 20% hardly ever or never
picking it up. Only 6% have utilized the
advertising services and most think
DataBasics is somewhat useful. Some
respondents see it as an advertising
vehicle or to cover conference/committee
activities. Respondents would like to
see more information sharing and
technical articles.

Things that Interest You
You’re looking for more information to
help you do your job as indicated by your
responses to our “what topics are you
interested in” question. You’re most
interested in Electronic data handling,
query management, training/procedures,
standards management and database
design. You also suggested career transitions/development, process improvement,
working with CROs, system validation,
DM oriented strategic planning and
CDM metrics/benchmarking.

Finally, most agree that SCDM should
collaborate more closely with the FDA,
CDISC and DIA also got the votes,
along with write in nominations for
ACDM, ACRP, OCUG, EDM Forum
and many others.
The Board of Trustees will be reviewing
the complete results of this survey and
will use these data during their planning
meeting in January.
We also plan to present more in-depth
results in future issues of DataBasics.

You also want guidance on keeping
everything compliant as additional topics
you chose and some you also suggested
include SOPs and regulatory issues/
guidance.

Where You Work
Pharmaceuticals
Biotechnology
CRO
Medical Devices
Nutritionals
Central Lab
Hospital/Investigator Site
Site Monitoring Organization
Academia
Recruiting Agency
Other

Over 37% of the SCDM members
responding always read the e-Newsletter,
with less than 20% hardly ever or never
reading it. 4% have utilized the advertising
services and most think the e-newsletter
is somewhat useful. Most who responded,
indicated that it focuses on events and
ads. Again would like to see more content,
although one response stated that it was
too verbose for email.
70% of respondents indicated that you
would be interested in a regional chapter
of SCDM.
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SCDM@PMA

Professional Management Associates (PMA) provides professional management
support to the SCDM organization in the following areas: administrative tasks,
communications, financial, mailings, meeting arrangements (including registration), membership database, newsletter, printing and tracking.
Please contact SCDM @ PMA if you have questions about registration for
upcoming meetings or if you need to provide updated mailing/contact information.
Society For Clinical Data Management, Inc.
c/o Professional Management Associates, LLC
203 Towne Centre Drive
Hillsborough, NJ 08844
Phone: 908-359-0623
Fax:
908-359-7619
E-mail: info@scdm.org
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