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Letter from the Editors
It’s the beginning of a new
and dynamic year for
SCDM. 2000 was
a fantastic year for
SCDM achievements.
Many initiatives delivered
major milestones while other exciting initiatives
were just beginning. 2001 promises to build on
the momentum and continue to advance the
profession of clinical data management. See the
article on “SCDM Strategic Overview” for detail.
More and more of our members are taking an
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active role in the organization by contributing their
time and efforts on various committees. It’s a great
way to share your experience and contribute to the
direction our profession will take as it evolves.
We received a positive response to the recent
inclusion of advertising. We hope it continues to
be of help to our membership and will allow us
to grow our publication.
Regards,
Tam & Cathie

SCDM Strategic Overview
for Y2001
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SCDM Strategic Overview for Y2001
Welcome to another exciting year for SCDM.
We enter 2001 with a robust foundation of
accomplishments from last year, including delivery
of the Good Clinical Data Management Practices
(GCDMP), membership input towards CDM
professional certification and enhancements to the
web site including a password-protected area for
members containing our on-line directory. The
Spring Forum and Fall Conference were successful
and valuable through generous leadership,
coordination and content from the membership
and sponsors. Thanks to all who have contributed
to the CDM profession through the many ways
you participate in SCDM.
The Board of Trustees met recently to hear
about committees’ plans for 2001 (picture how
thorough a conversation around budgeting is
with a room full of data management
professionals!) and it looks like this year will be

something to be proud of as well. The GCDMP
committee remains active and energetic in their
efforts to bring us Version 2 later this year. The
Professional Certification is kicking into high gear,
addressing the many complicated logistics
around certifying CDM professionals. The web
site committee is looking into a variety of ways
to deliver more value to the membership. The
continued on
next page
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Calendar of
SCDM Events
March 18-20, 2001

Clinical Data
Management as
a Profession
Spring Forum
The Tremont House Hotel
Galveston, TX, USA
September 23-26, 2001
Fall Conference
The Westin Seattle
Seattle, WA, USA
March 10-12, 2002
Spring Forum
Radisson Bahia Mar
Beach Resort
Fort Lauderdale, FL, USA

SCDM Strategic Overview for Y2001
continued from previous page

Effective Use of Technology committee is seeking to deliver information that will be valuable
to the membership. Our Spring Forum will be focused on Clinical Data Management as a
Profession and our Fall Conference carries the theme “Challenges for Clinical Data
Management in the 21st Century.”
SCDM exists to enhance recognition of CDM professionals and to provide for both our career
development and communication needs. Each of the initiatives we are undertaking serves one
of these purposes. I invite you to participate in one of these exciting activities this year.
Committee participation is an excellent way to contribute to the data management profession
and interact with colleagues from other companies; as I recently learned, you may even be part
of a fellow committee member’s company some day! Conferences provide opportunities to
develop and deliver profession-specific information to our peers through session chair and
presenter roles. For those of us not inclined to public speaking, Data Basics, the SCDM
newsletter provides opportunities for publishing articles.
Thanks to the efforts of our membership, we have come a long way to further the profession.
We are far from done and you’re part of the future success of data management. I am very
much looking forward to serving the society as this year’s Chair, hearing your ideas to make
SCDM more valuable to you, and watching our active society make it happen!

October 6-9, 2002
Fall Conference
Grand Hyatt Buckhead
Atlanta, GA, USA

Doug Schantz – Chair of SCDM Board of Trustees, 2001

March 16-18, 2003
Spring Forum
Palm Springs Marquis
Conference Resort
Palm Springs, CA, USA
September 21-24, 2003
Fall Conference
Cheyenne Mountain
Conference Resort
Colorado Springs, CO, USA
March 21-23, 2004
Spring Forum
La Mansion del Rio Hotel
San Antonio, TX, USA
October 10-13, 2004
Fall Conference
Royal York Hotel
Toronto, Canada
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Ratification of Bylaws
The proposed amendments to the bylaws, which were distributed
to SCDM membership November 17, 2000, have been ratified.
The updated bylaws can be found at our website, www.scdm.org
under the “About SCDM” heading.
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PROFESSIONAL IDENTITY OF
CLINICAL DATA MANAGEMENT
Spring Forum 2001
will be held on
March 18–20, 2001
at The Tremont House
Hotel in Galveston,Texas.
The overall theme is
“Clinical Data
Management as
a Profession”.

Calendar of
ACDM Events
March 20-22, 2001

Intermediate Clinical
Data Management
Swan Diplomat Hotel
Streatley on Thames, UK
April 4, 2001

Cultural Awareness in
International Teams
Senior Clinical Data
Managers’ Forum
Novartis Foundation,
London, UK
April 24-26, 2001

Advanced Clinical
Data Management
Swan Diplomat Hotel
Streatley on Thames, UK

Key topics covered will include:
What does it mean to be a “professional”?

June 27-28, 2001

How will the SCDM-sponsored clinical data management
professionals certification program be structured?

Workshop on Computer
System Validation in
Clinical Research

What direction should the Good Clinical Data Management
guidance take?

Burnham Beeches Hotel
Burnham Beeches, UK

How will this program affect the professional lives of
SCDM members?

July 4, 2001

What is the link between certification and training?
What challenges lie ahead for our profession?
As with other Spring Forums, the SCDM will organize a special
event on Sunday evening. Check out http://www.galvestonhistory.org
to learn about Galveston.

SPRING 2001
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Developing and
Assessing Personal Skills
in Data Managers
Senior Clinical Data
Managers’ Forum
Commonwealth Institute,
London, UK
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Call for Nominations – SCDM Board of Trustees
Volunteers from the SCDM membership are being sought to lend their time and expertise by becoming
a Board Member. Three Board Members are completing their terms in the fall of this year.
As defined in the Society’s Bylaws, the Fall Conference marks
the terms of service of Board Members and officers. Board
Members begin and conclude their tenure as of this meeting.
The current Board creates a slate of candidates and considers
geographic, corporate and membership representation when
creating the slate of nominees to assure that the SCDM
membership has a large cross-section from which to elect Board
members. The SCDM membership vote on the nominees via
mail-in ballot.

(908-359-7619) or e-mail (april@profmgmt.com) to
SCDM by April 13, 2001.Questions regarding these positions
or the process should be directed to Hugh Donovan, SCDM
Vice Chair (hugh.donovan@aventis.com).
It is important for Board Members to have their employer’s
commitment in terms of time and money. The responsibilities
of a Board Member include attendance at four meetings each
year (two of which coincide with the Spring Forum and the
Fall Conference) plus a variable amount of time to conduct
SCDM work. Board members or their employers pay for travel
and lodging costs associated with attending Board meetings.

The Board would like the general membership’s involvement
in identifying candidates to fill the three vacancies. Interested
individuals may nominate themselves or others by letter, fax

NEWSLETTER OF THE SCDM
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Call for Nominations – Treasurer
Volunteers from the SCDM membership are being sought to take over the role of Treasurer, starting at the Fall Conference this year.
This is a two-year position, the appointment being made by the Board of Trustees. During this time the Treasurer serves as a full
member of the Board. The Treasurer works closely with our administrative group, the PMA, and in particular their accountant who
keeps the accounts for the SCDM. Therefore no direct knowledge or experience of bookkeeping is required. The primary roles are to
establish the budget for the year, monitor expenses against that budget and keep the rest of the Board Members informed about
issues related to budget and expenses.
Interested individuals may nominate themselves or others by letter,
fax (908-359-7619) or e-mail (april@profmgmt.com) to SCDM by
April 13, 2001. Questions regarding this position should be directed
to Hugh Donovan, SCDM Vice Chair (hugh.donovan@aventis.com).
It is important for the Treasurer to have their employer’s commitment in terms of time
and money. The responsibilities of the Treasurer, as a Board Member, include attendance at
four meetings each year (two of which coincide with the Spring Forum and the Fall Conference)
plus a variable amount of time to conduct SCDM work. Board members or their
employers pay for travel and lodging costs associated with attending Board meetings.

SPRING 2001
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C E R T I F I C AT I O N C O M M I T T E E U P D AT E

From Competencies to
Professional Certification
Part 5 in a Continuing Series
In our last Data Basics article, the certification committee published the results
of the “Professional Certification Technical Capabilities Questionnaire”. The results
were summarized across all respondents, and respondent categories such as
Data Managers, Managers of Data Managers, type of company and role within
each type of company. Additionally, the core and optional capabilities for Data
Managers and Senior Data Managers were identified. These results are available
to SCDM members on the SCDM website.
The core and optional capabilities were derived from questionnaire results that
had a majority of responses across all categories of respondents. Several items were
deleted from the list of capabilities because the majority of respondents deemed
the capability not relevant to the Data Manager or Senior Data Manager role.
The questionnaire results will be used to develop the certification assessment tool
and scoring methods. These topics are the focus of SCDM’s 2001 Spring Forum.
Watch Data Basics for updates as the certification committee’s work progresses.
Please contact Armelde Pitre at Armelde_Pitre@Groton.Pfizer.com if you are
interested in learning more about this committee.

GOT A
WEBSITE?
Want to support SCDM?
Please feel free to place a link
on your web site to
www.scdm.org!
Contact Sally Cassells
(scassells@phtcorp.com)
if you need
more information.

Web Sites to
Check Out
ACDM
http://www.acdm.org.uk
CDISC
http://www.cdisc.org
FDA
http://www.fda.gov
ICH Main
www.ifpma.org/ich1.html
There are more links to be
found on our web site!
SCDM
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.

SPRING 2001
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Membership Committee Update
We are pleased to announce that new members have recently joined the committee.
Members now include:
Ed Andrews (Boston Biostatistics, Inc.)
Catherine Celingant (Wyeth-Ayerst/Genetics Institute – Chair)
Hugh Donovan (Avantis – Liaison to the Board of Trustees)
Linda Fan (PMA liaison)
Joann Masi (Wyeth-Ayerst)
Carol Nelson (Merck & Co.),
Marianne Plaunt (STATPROBE)
In 2000, the Committee continued to sponsor various programs. These programs were designed to
make a greater number of Data Management professionals aware of the Society’s initiatives to advance
our profession. We also worked with the Web Site Committee to add links to and from the web site and
to provide our membership directory on-line. We hope you have had the opportunity to use the on-line
directory and appreciate its convenience.
In 2001, one of the Committee’s new focuses will be to increase the Society’s visibility in the professional
press. A second member survey (the first one was conducted in 1998) is also planned for early 2002.
If you are interested in joining the committee and contribute your ideas as to how SCDM can best
serve its members, please contact Catherine Celingant at 617-876-1170 or ccelinga@genetics.com.

Membership as of:

1/24/2000

1/17/2001

TOTAL

1245

1229

Renewing members

617

621

38

17

590

591

New members
2000 members yet to renew

NEWSLETTER OF THE SCDM
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2001 Membership by Region:

Australia

1

Belgium

1

Canada

27

Colombia

1

England

6

Netherlands

1

Switzerland

1

United States

1191

Zone 0:

360

Zone 1:

271

Zone 2:

103

Zone 3:

33

Zone 4:

93

Zone 5:

3

Zone 6:

108

Zone 7:

40

Zone 8:

9

Zone 9:

171

2001 Membership by State:
Arizona

1

Indiana

7

New York

37

Arkansas

1

Kansas

24

Ohio

23

California

143

Kentucky

2

Pennsylvania

194

Colorado

5

Massachusetts

123

Rhode Island

1

Connecticut

43

Maryland

17

Tennessee

13

Delaware

38

Michigan

61

Texas

40

Dist.of Columbia

1

Minnesota

3

Utah

3

Florida

10

Missouri

19

Virginia

15

Georgia

10

North Carolina

68

Washington

28

Illinois

66

New Jersey

195

SPRING 2001
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Alternative Scheduling for Non-Exempt CDM Employees
Theresa Abell & Linda Frye
Kendle International, Inc.

Background:

The data entry staff at our company location had requested that they be able to work four 10-hour days instead
of five 8-hour days. This had been requested regularly by each staff member for at least two years. The data entry
staff felt they could be just as productive with the shortened workweek and save themselves commute time and
transportation expenses such parking fees, gas, wear and tear on their car, or bus fare.
In today's labor market, we in management felt this was a reasonable request and would be something to offer
resulting in little, if any, added cost to the company. We hypothesized that employees would gain a benefit at the
same time the company reaped the reward of happier employees.
This alternative work schedule had been tried in the past at our company but with little success. For this attempt,
we agreed that if we limited the scope and carefully defined our expectations, we would have a better chance of
success. We decided to pilot a workweek of four 10-hour days (referred to as “4x10”) during the summer with
the expectation that we would review and evaluate the results in September.

Pilot:

This pilot was limited to non-exempt employees on the data entry staff with no expectation that exempt
employees would adopt this same schedule. By definition, exempt employees are not required to work a fixed
number of hours per week. They are expected to achieve their goals and deliver on their projects regardless of the
hours spent. In addition, in the CRO business, our employees must be available as necessary to meet the needs
of their customers and are expected to adjust their schedules accordingly. In contrast, the data entry staff has a
fixed number of hours to work (40). It was assumed that these 40 hours could be arranged in varying schedules
and still achieve the same results.
We created the following rules for the 4x10 schedule:
The employee would be paid for 8 hours for a holiday. If the holiday occurred on the off day, the employee
would have to work 32 hours for the rest of that week.
The employee would still take two 15-minute breaks.
No change in lunch schedule.
Not everyone could have Monday or Friday off. Off days were selected in order of seniority. Management
had the option of vetoing selections based on need for coverage.
The expectation was clear that, as usual, Data Entry personnel be flexible to work
overtime during a heavy workload.
We agreed on the following success measures:
Turnaround time: stay the same or improve
Error rate: stay the same or improve
Sick time: decrease in use, assumption that employees would use the extra
off day for appointments instead of using sick time.
Employee feedback: positive

SPRING 2001
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Alternative Scheduling for Non-Exempt CDM Employees
continued from previous page

Results:

Three (out of nine) data entry employees participated in the 4x10 schedule this summer starting the week of
June 5th and continuing into September. One of the three was off on Monday, another on Tuesday, and the
remaining person was off on Friday. More employees would have liked to participate but their personal schedules
did not allow it.

Success Measures
1. Turnaround time improved. Our company regularly receives shipments of Case Report Forms several times
during the day. The 4x10 schedule allowed us to begin data entry of CRFs immediately whether they were
received early in the day or later. One of our goals is to prevent backlog of CRFs prior to data entry. This
schedule allowed us to accommodate 24- and 48-hour turnaround times. We experienced no backlog during
the pilot period.
2. Error rate did not change. All of the members of the data entry staff were already experienced operators with
no one having less than three years experience. The learning curve remained constant throughout the course
of the pilot.
3. Sick Time decreased. Only one “sick” day was used during this period across the three employees who
participated in the 4x10 schedule. This was much better than we had expected. One employee had been
having extensive absences due to chronic illness of herself and family members. She no longer takes time off
from work and is able to work a full 40-hour workweek.
4. Employee Feedback was positive. Employees report that they are very happy with their schedules and want
to continue it.
In addition, no additional computer support or management coverage was needed.

Summary:

What we learned:
Occasionally an employee will need to work on his/her scheduled off day due to business needs. In this pilot,
two employees each worked on one scheduled off day.
Everyone had to make an extra effort to share information with each other. It was hard at first because people
forgot. Once everyone was accustomed to it, the problem disappeared.
This pilot was an unqualified success and we are continuing it for another three months to verify our results.
Our employees and managers welcome the flexibility in scheduling. It allows employees to be more productive
at lower cost to themselves and to the company.

NEWSLETTER OF THE SCDM
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Read any good books or articles lately?
Please share them with the rest of us! Pass on your
recommendations to the Editorial Board!
“Leading Teams: Mastering the New Role” by Zenger et.al.
“Clutter’s Last Stand: It’s time to de-junk your life!” by Don Aslett

Has your e-mail address changed recently?
SCDM is utilizing e-mail to disseminate information of interest
to the membership.
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.

NEWSLETTER OF THE SCDM
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How GCDMP Contributes to Increased Quality in Clinical Data
Barbara E. Tardiff, M.D., M.Phil.
Duke Clinical Research Institute
Duke University Medical Center
Should we expect GCDMP, and other standards for
data acquisition, interchange, handling and archiving
to impact data management quality? Based on the
impact that regulations and guidelines have had in
other industries the answer is emphatically yes!
The application of standards to clinical data
management can be examined from two perspectives;
how other industries have used standards and, in
what situations are standards applicable to Clinical
Data Management. Standards and technical
regulations are considered essential to trade, commerce
and the diffusion of technology. A standard provides a
measure that is approved by a recognized body and
recommends voluntary rules and guidelines covering
the characteristics of products, processes or methods.1
Standards complement regulations that are prescribed
by regulatory authorities for which compliance is
mandatory. Standards promote the industry by:
transmitting information in a consistent way
permitting comparisons of products and services
allowing for economies of scale
promoting efficient use of parts and components
facilitating diffusion of technology and knowledge
promoting quality and safety2
All of these are important in delivering a cost
effective, consistent, secure, and valid database that
will assure reliable conclusions. Corporations like
General Motors achieve uniform product quality
around the world by having defined processes and
standards. It is reasonable to expect that we will see
the similar returns from standardization in terms of
quality in data management.

1
2
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The user, the nature of the study or data, and the
regulatory environment interact to determine the
quality of data. Data quality can be described in
terms of accuracy, completeness, intra- and interdatabase consistency, cost effectiveness, utility, and
timeliness. Described another way, the quality of data
can be determined by how well it:
ascribes to data processing procedures in
compliance with applicable regulations (is valid,
complete, and consistent),
meets the needs and expectations of the user (is
cost effective, useful, and timely), and
supports the protocol (is attributable, original,
and well defined).
To determine whether a database or data management
plan fulfills these criteria one must have a set of
standards.
If there is less variability in the process one should
expect less variability in the product. Defining
standards allows one to measure whether or not
something is “right”. Measuring what is “right”
increases the likelihood that product (data) is “right”,
decreases variability and increases the likelihood that
product will meet the needs and expectation of the
data user. This ability of standards to increase
the likelihood that product is what the user is
expecting is really the key marker of quality.

Steven R. Wilson, The Impact of Standards on Industrial Development and Trade, Quality Progress, July 1999.
National Research Council, Standards, Conformity Assessment and Trade, National Academy Press, 1995
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Call for Articles and Advertising
We’ve had some very promising writers answer the call! Look for
their articles in upcoming issues! However, the search continues...!
Please submit any articles, ideas, etc. for publication to the Editorial Board.
Submit advertising as indicated in the Advertising policy section below.

EDITORIAL BOARD

PUBLICATION POLICY

(also known as Newsletter Committee)
Tamela Blackstone, Co-editor
Allos Therapeutics
Phone: 303-426-6262
E-mail: blackstone@allos.com
Cathie Muza, Co-editor
Boston Biostatistics, Inc.
Phone: 508-416-2629
E-mail: cmuza@bostonbio.com
Lana F. Turner
Pharmacia
Phone: 616-833-0542
E-mail: lana.f.turner@am.pnu.com
Frannie Rink
Wyeth-Ayerst Research
Phone: 616-341-5693
E-mail: rinkf@labs.wyeth.com
Cherie Stabell
Genentech, Inc.
Phone: 650-225-7672
E-mail: stabell@gene.com
Saru Salvi, Advertising Business Manager
Coding Plus
Phone: 760-966-6858
E-mail: saru.salvi@codingplus.com
Kathy Meyer
Pfizer
Phone: 743-622-7572
E-mail: kathy.meyer@pfizer.com

We welcome submission of previously unpublished materials for publication in Data Basics. Materials should
preferably be submitted in electronic form (MS Word). Acceptance of materials for publication will be at the
sole discretion of the Editorial Board. The decision 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.

SUBMISSION DEADLINES

(Articles and Advertising Art Work)
Our quarterly publication schedule for the next
4 issues requires the following input deadlines:
Volume 7, Issue #2 (Summer)

April 27, 2001

Volume 7, Issue #3 (Fall)

July 31, 2001

Volume 7, Issue #4 (Winter)

October 26, 2001

Volume 8, Issue #1 (Spring)

February 1, 2002

Each issue is mailed to the membership
approximately 6 – 7 weeks after the corresponding
submission deadline and posted on the SCDM web
page (www.SCDM.org).
NEWSLETTER OF THE SCDM

ADVERTISING POLICY
AD RATES**

Size
Quarter Page
Half Page-vertical
Half Page-horizontal
Full Page

Inches
3 5/8 x 4 7/8
3 5/8 x 10
7 1/2 x 4 7/8
7 1/2 x 10

Costs (USD)
$240
$400
$400
$575

**Ads are net, non-commissionable

MECHANICAL REQUIREMENTS: Black and White scannable camera-ready art (no screens less than 72dpi).
Digital art/electronic files may be Black and White or 2-color (PMS 556 and Black) and must be Mac format,
supplied on floppy, Zip disk or 1 GB Jaz disk. Accepted software: QuarkXpress, Adobe Illustrator and Adobe
Photoshop. Proof must be supplied with disk. All files and fonts must be supplied with disk.
Ads not conforming to size and mechanical requirements will be returned.
PAYMENT: Payment must be received with advertising. Space reservations cannot be made by telephone.
There is NO Agency Discount. All ads must be paid in full.
CANCELLATIONS: Cancellations or changes in advertising requests by the advertiser or its agency 5 days or
later after the submission deadline will not be accepted.
GENERAL INFORMATION: All ads must be pre-paid. Publisher is not liable for advertisement printed from
faulty ad materials. Advertiser agrees to hold SCDM harmless from any and all claims or suits arising out
of publication on any of his/her advertising. SCDM assumes no liability, including but not limited to
compensatory or consequential damages, for any errors or omissions in connection with any ad. The SCDM
does not guarantee placement in specific locations or in a given issue. SCDM reserves the right to refuse or
pull ads for space or content.
Please submit all forms, artwork, and payments to:
Society For Clinical Data Management, Inc.
c/o Professional Management Associates, LLC
203 Towne Centre Drive
Hillsborough, NJ 08844-4693
Phone: 908-359-0623
Fax:
908-359-7619
E-mail: info@scdm.org
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2001 ANNUAL FALL CONFERENCE

Challenges for CDM
in the 21st Century
September 23-26, 2001
The Westin Seattle Hotel
Seattle, Washington
Call For Papers
The 2000 SCDM Fall Conference was successful because of the hard
work of people who volunteered their time to make it a success. As anyone
in CDM knows, the key to success is careful planning. The time is now
to start planning for the 2001 SCDM Fall Conference. It will be held
September 23-26, 2001 at The Westin Seattle Hotel in Seattle, Washington.

Presenters. We are also seeking Companies who want to sponsor events or
exhibits at the conference.
Both Session Chairs and Presenters play key roles in shaping the conference.
Session Chairs select the speakers who will present in their session;
Presenters communicate valuable experience and information through
their papers.

At this time, the SCDM is seeking people who would like to participate as

Sessions Are Planned in the Following Areas:
The Impact of E-Business on CDM

Different Methods of Working with CROS and Vendors

Roles, Processes and Technology

Optimizing Training for the New Century

Change Management, Changing Roles and Recognition of Data
Managers

Merging Regulatory, GCP and Technology
Individuals who would like to present should send a brief 2-3 paragraph
abstract summarizing their proposed paper to one of the Conference
Co-Chairs by MARCH 31, 2001.

Certification for Data Managers
Taking Advantage of Good Clinical Data Management Practices
Data Management and Crossover Roles

Interested Presenters, Please Contact Conference Co-Chairs:
Jean Mazalewski, Novartis
973-781-8475
jean.mazalewski@pharma.novartis.com

SPRING 2001

Karen Klingler, Wyeth-Ayerst
610-902-1429
klinglk@war.wyeth.com
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Interested Exhibitors and Sponsors,
Please Contact:
April Pennacchio, Director of Meetings
Society for Clinical Data Management
908-359-0623
Email: april@profmgmt.com
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How Professional Certification of Clinical Data Managers
Contributes to Increased Quality in Data
Armelde Pitre, BSCS, MBA
Pfizer Global Research and Development

Data has become the raw material for the Information
Age. Maintaining and enhancing the quality of the
data must to be important organizational activities.
This presents a series of challenges that arise in part
from the nature of data and from the increasingly
prevalent trend of using data in ways that were not
envisioned or intended. An individual or group
charged with responsibility for the data's integrity
(i.e., the data manager) must:
determine who is using what data for which
purpose,
assess the nature and extent of any deficiencies in
the data that may exist, and
evaluate the impact that quality problems could
have on the various uses of the data.
The data manager’s ability to do these effectively is
based on that individual’s experience, skills and
knowledge.
Certification attests that the data manager possesses
essential and comprehensive job-related knowledge
and skills. A CDM that possesses only entry or
minimum level knowledge and skills will not be
certified. Some significant features of our certification
program include:
certification at two distinct levels: CDM and
Senior CDM, and a recognition of the need for
these distinct levels
maintenance of competency and skills through a
continuing education requirement
commitment to a Code of Ethics that promotes
personal accountability and dedication to
maintaining the integrity of both the data and the
profession, and

SCDM’s certification program is setting high standards
for CDM professionals and provides a comprehensive
framework for continuous self-improvement in a field
that is rapidly evolving.
The results of SCDM’s recent survey describe the
expected scope of data management knowledge. These
results provide the basis for developing a standardized
test that can be objectively administered to CDMs
who aspire to professional certification status. They
further provide a springboard for companies, training
organizations and academic institutions to create and
deliver curricula that optimally meet CDM needs
and the industry's expectations of professional
data managers.
Certification provides the means of assuring a
consistent measure of competency in data managers.
It ensures that individuals in the profession have the
knowledge, skills and experience needed to comply
with GCDMP and other standards, and that they
have the ability to accurately and completely measure
and assess data quality. Competent data managers
develop quality data management processes. Quality
data management processes and competent personnel
able to execute those processes produce quality data.
In today's world, regulations and competition for high
quality are facts of life. The need for a work force
proficient in the principles and practices of their role
is a central concern of many companies. Certification
is relied upon as a mark of excellence. It demonstrates
that the certified professional has the knowledge to
assure quality of data and services. Certification is an
investment in your most important assets: yourself
and your workers. Certification is an investment in
your second most important asset: data.

a requirement that the Certified Senior CDMs
make regular contributions to their profession
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Potential Problems with Lab Data
Robert L. Chinchillo, LPTA
Boston Biostatistics, Inc.
Laboratory data is a crucial part of a clinical drug trial. The data from
lab reports can either support or refute a potential drug’s efficacy and/or safety.
Lab data must be carefully reviewed for accuracy.
The options for lab data to be collected in a clinical
trial are the following:
One site with one lab
One site using multiple labs (for instance, one lab
for Hematology and another for Chemistry)
Multiple sites with one lab (e.g., central lab usage)
Multiple sites with multiple labs
The number of labs may depend on the location of
the enrolled patients, the number of participants in
the study, and the cost of using local labs versus one
central lab.
The potential for error increases as the number of
sites increases. An “error” can be defined as a lab value
incorrectly categorized as to clinical significance or
incorrectly categorized as out of the normal range.
If a clinically significant result is missed or a
transcription error occurs when using one site, only
one correction need be made. However, if numerous
sites have made errors, corrections need to be made
to all of the affected sites and reviewed for possible
occurrence at other sites and preventive measures put
in place for all sites. Another issue is the timeliness
of error recognition by the investigator or monitor.
If an error was missed at the site, it now becomes the
job of the Data Manager to catch it. In addition,
some sites may be slow to correct the error resulting
in delays of entering accurate data. The domino effect
could ultimately result in deadlines being missed.
A central lab does have benefits. There are a limited
number of contact people per study allowing for
easier and quicker communication of information
and solution of problem. Time spent by the data
manager/monitor on laboratory issues is decreased.
Many changes or questions can be sent to a central
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lab all at once. In addition, only one Certificate of
Accreditation is required when using a central lab.
When using local lab, a Certificate of Accreditation is
needed for each lab used.
Three different methods exist for sending data from
a site to a Data Management group. One practice
is to send the entire set of study data once the study
has closed. Another procedure is to have the data
sent after a patient/subject has completed the study.
A third process calls for sending the data in
increments, such as after every month or after every
visit, until the study is closed. The problem with
the first two scenarios is that if any errors were made
at the Screening or Baseline visits, the same errors
most likely continued throughout the study unnoticed.
The error would only be noticed after the Data
Manager received all of the lab work and began
processing it. The error would need to be corrected
for every patient at that site multiplied by the number
of weeks or visits! This is a time-consuming process
that could challenge deadlines and increase Data
Management costs.
Data Clarification Forms or “DCFs” (also called
queries) are the usual method of relaying potential
errors to the site(s). A DCF may ask for lab value
clarification regarding:
“Clinically Significant” or “Not Clinically
Significant”
Relationship to the study drug.
Adverse Event Status (did the patient become
anemic or hyperglycemic after starting to take
the study drug?).
Legibility (distinguishing between a number “1”
and a number “7” written on the CRF for
manually recorded lab data)

SPRING 2001

Abnormally high or abnormally low
result (should grams/L really be
grams/dL?)
Recorded unit (should the Neutrophils
unit be “%” instead of “10^9/L?)
If abnormal lab results are classified by the
investigator as “Clinically Significant” or
“Not Clinically Significant” prior to sending
the lab data, the data manager can be
prevented from sending unnecessary queries.
Otherwise, if a DCF has to be sent for this
clarification, the database lock date may be
compromised.
The logic checks (i.e., edit checks) for studies
where a local lab (or labs) is used will
compare the lab values (input by Data Entry
from either a site lab printout or a CRF) to
the lab normal ranges provided by the site. If
a lab value is out of the normal range, it will
show up as a logic check error. However, it is
a labor-intensive process to create a database
able to correctly compare the lab data entered
from multiple sites with its respective site’s set
of lab normal ranges. Every lab value entered
would require a field in the database to
associate it with its specific lab. For example,
a field after the RBC value would be filled in
with a “1” if the value was from Site A, a “2”
if the value was from Site B, etc. If a “1” was
entered, it would be telling the computer to
compare this RBC value to the normal RBC
range from Site A.

However, the generic lab normal range was
4.0 – 10.0 X 10^9/L, prompting the logic
check to classify the RBC value (3.5) as
abnormally low.
Some lab report printouts will list the patient’s
result for a certain lab test and provide the
normal range for that test next to it. However,
if the lab normal range is not printed next
to the lab result, the computer may not have
had the normal ranges entered at all.
Therefore, it may not have a range to
compare the patient’s result to. The lab value,
if actually outside of the normal range, will
not be flagged as abnormally high or
abnormally low. Also, a patient’s results could
be compared to lab normals that are outdated
for that site. If the lab’s computer is not
programmed with the correct lab normals or
the current lab normals were not submitted
to the Data Manager, such errors may arise.
There have been cases where a lab value was
incorrectly flagged as abnormally high or low
on the lab’s computer printout. When the
patient’s result was manually compared to the
normal range for that lab test, the result was,
in fact, within the normal range. These
examples confirm that the computer printout
of a lab report may not always be 100%

accurate. Other sources of errors in lab data
could result from the following:
A contaminated sample (the machine
calculating the lab values was not cleaned
thoroughly between samples).
The wrong patient information written
on the lab sample (e.g., wrong age, sex, or
even the wrong patient entirely).
Lab normal ranges not broken down
accurately by age or sex or both.
Lab normal ranges incorrectly entered at
the site.
A lab not having a current Certificate of
Accreditation (this could be a problem
when submitting a drug to the FDA for
approval).
Every lab report printout must be accurately
and thoroughly reviewed by the investigator
and monitor. Errors can occur and then must
be caught by the Data Manager before
locking the database at the study’s end. The
accuracy of laboratory data may significantly
impact whether or not a timeline is met,
data management costs are increased to the
sponsor, and ultimately the approval of
the study drug.

If data from 10 labs is entered into the
database but only 1 set of generic lab normals
is entered, all 10 labs are being compared to
that 1 set of generic lab normals for the logic
checks. For example, a Red Blood Cell count
(RBC) from Site XYZ is flagged as “out of
the normal range” when compared to the
generic lab normals. However, the RBC
count was within the normal range from Site
XYZ. To clarify this using actual figures, the
RBC value from Site XYZ is recorded as
3.5 X 10^9/L, where the normal range for
RBCs is 3.0 – 10.0 X 10^9/L. This RBC
value is within the normal range at this site.
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Other Data Management Organizations:

German Data Management
The fourth in our series looking at other data management associations focuses on our German
colleagues. In Germany, the largest organization with data management representation is the DVMD.
It has a larger scope than other data management organizations, and is the organization for ‘Medical
Documentationalists’, who are professionals involved in all aspects of data management in health care,
in particular medical records. Despite this broad scope, the organization is a very good source for
information on Clinical Data Management activities in Germany. Below are more details:
CONTACT DETAILS
(e-mail and telephone)

Margarete Rudloff
Kendle GmbH & gmi Co. KG
Stefan-George-Ring 6
81929 Munich, GERMANY
Tel.: ++49(89)99 39 13-122
Fax: ++49(89)99 39 13-160
email: rudloff.margarete@kendle.com

FULL NAME OF
ORGANIZATION

Deutscher Verband Medizinischer Dokumentare e.V. (DVMD)
Postfach 10 01 29
68001 Mannheim
Website: www.dvmd.de.
email: dvmd@dvmd.de

NUMBER OF MEMBERS
OF ORGANIZATION

approx. 1100 members

AIMS OF ORGANIZATION

FURTHER COMMENTS
(e.g. current activities,:
scheduled trainings meetings)
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Training together with the “Akademie Medizinischer
Informatik”
Public Relations / Establishment of Info-Material
Publishing Journal PMD “Praxis Medizinischer
Dokumentare”
Harmonization of the Education for Medical Documentalists
Organization of Conferences
Contact to related Organizations/international Organizations
Several training courses scheduled (all in German language).
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CDISC Appoints New Board Members
The CDISC (Clinical Data Interchange Standards Consortium) Industry Advisory Board
(IAB) recently nominated representatives from within their group for the CDISC Board of
Directors. Two IAB representatives have now been appointed to the CDISC Board of
Directors: Stephen Ruberg, Ph.D., Director, Clinical Data Technology and Services, Eli Lilly
and Company, and Scott Neuville, CEO, iBiomatics (an SAS Company). The CDISC IAB
is composed of one representative from each of the CDISC Corporate Sponsors.
“I am very pleased to participate in CDISC
activities,” said Dr. Steve Ruberg. “Substantive
progress has been made by CDISC to date. With
backing by the pharmaceutical industry, CROs and
leading technology companies, I believe there is real
promise for CDISC to be a magnet for initiatives for
clinical drug development data standards. The goal of
industry-wide standards in this arena is no longer over
the horizon; it is coming into full view.”

received agreement from the IAB for CDISC to
support six concurrent, multidisciplinary teams.
Other key decisions made by the IAB at this meeting
included continuation of the CDISC Corporate
Sponsorship program; creation of a lower cost
Corporate Membership option; and initiation of two
IAB Task Forces: a Strategic Planning Task Force to
be headed by Steve Ruberg and a Membership/
Governance Task Force to be headed by Scott Neuville.

“The members of CDISC have worked hard to begin
establishing standard data models that will streamline
the drug development and approval process,” Scott
Neuville said. "This mission is vital to the continued
success of the industry, and I’m looking forward to
playing a role in mapping the organization’s future.”

“We could not have asked for a more supportive group
of sponsors to help continue the progress CDISC has
made over the past two years as a volunteer group,”
said Dr. Rebecca Kush, President of CDISC. “The
IAB showed their devotion and commitment to the
development of standards data models and
continuing the open and multidisciplinary principles
that have contributed to the CDISC success thus far.”

Twenty-seven representatives from CDISC Corporate
Sponsors, which include product development
companies and technology and service providers in
the medical and biopharmaceutical industry, attended
the CDISC IAB inaugural meeting. This was held on
11 October 2000 and was chaired by Dr. David
Christiansen, Principal Statistician of Genentech.
The CDISC Industry Advisory Board provides
strategic input to CDISC and its Board of Directors,
particularly with respect to prioritization of activities,
fiduciary matters, and strategic and operational plans.
During the meeting, the CDISC Board of Directors
presented CDISC team plans and objectives and
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CDISC is a non-profit organization with a mission to
lead the development of worldwide, vendor-neutral,
platform-independent standard data models that
improve process efficiency while supporting the
scientific nature of clinical research in the
biopharmaceutical and healthcare industries. For
more information, visit the CDISC website at
www.cdisc.org, or contact Shirley Williams, Director
of Operations, CDISC, at swilliams@cdisc.org or
Rebecca Kush, President, CDISC at rkush@cdisc.org.
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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 08844-4693
Phone: 908-359-0623
Fax:
908-359-7619
E-mail: info@scdm.org
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