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This Issue

Letter from the Editors
Welcome to the latest issue of
Data Basics. In alignment with
the publication’s commitment to the
membership of providing information on the
Society’s activities, this issue contains summaries
of the four different tracks that occurred during
the Spring Forum. As some of you may be aware,
the Spring Forum is quite different from most
industry conferences. The attendance is limited to
about 50 people, and instead of traditional tracks,
each of the participants rotates through four sessions with four related topics. These sessions are
designed to be highly interactive, with the session
leader presenting a short introduction to the topic,
and then facilitating discussions among the participants. Summaries are then shared with all the
participants the following morning. This format
has been very warmly received, and indeed the
request is often made to include something of this
sort in the Fall Conference. This year, the topic of
the Spring Forum was on the changing role of the
clinical data manager. In this issue you will find an
overview of the meeting, as well as summaries of
some of the topics. Hopefully there will be some
useful nuggets for you.
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On another note, many of us hear in our companies and at conferences that such and such a topic
is covered by or required by “the European Directive,” a mysterious tome that seems to have influence over much of what we do, but often seems as
opaque as much of the US legislation. In this issue, you will find a summary of the directives that
most impact our work, and some insight into what
they may mean for us. As is the case with so much
legislation, there is nothing that is directly labeled
“data management,” but if one reads between the
lines, there is quite a lot of useful information.
This issue also contains an interesting piece
about using color on CRFs, as well as an outline of SCDM’s Marketing Committee, a group
comprised of SCDM Board members who work
toward increasing SCDM’s visibility and value
within the industry.
As always, please let us know your thoughts on
any of the articles you find in these pages, either
via ground mail, or email, or even in person at
conferences. We would very much like to hear
from you.
Best Regards,
Kit Howard, Editorial Board Member
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SCDM?
An interview with Audra McRae, Chair of the SCDM Marketing Committee
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By: Rehana Blunt, Sr. Clinical Data Manager, Amgen
The SCDM organization has steadily expanded its visibility within the industry through increased
member registration, educational offerings such as the certification exam, and venues to network
and share industry information such as the annual Fall Conference and Spring Forum. Part of
SCDM’s success can be attributed to the organization’s steadfast commitment to its members and
to furthering the profession of clinical data management. The Society strives to anticipate industry
trends, develop strategies and products to guide the profession, and to engage dedicated volunteers
and CDM professional leaders.
In an effort to promote Society awareness, the Board of Trustees established the Marketing Committee in January 2005. According to the Marketing Committee Charter, the duties of the CommitContinued on page 3
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Letter
from the Chair
By: Jill M. Vath, Senior Director, Genentech, Inc.
Dear SCDM Colleagues:
I hope you all had an enjoyable summer and that
each of you took some
time out from your busy
professional lives to savor
the season!
As always the SCDM
Committees and Volunteers have been very active this year producing and
enhancing our products and services for the benefit
of our members and to advance our profession.
Below, you will find just a few of the many ongoing activites.
The 2006 Spring Forum, Transforming the Role
of the Clinical Data Manager, was once again an
excellent meeting, stimulating a lot of discussion
and debate on where our profession is headed.
These discussions will continue as technology,
roles, standards and different resourcing methods
evolve. SCDM plans to be engaged in stimulating such discussions in order to better define our
future. Summaries of some of these discussions can
be found in this issue.
This is the first complete year for our new GCDMP
Webinar Series. Vendor Management, the first of
four in the GCDMP Webinar Series, was highly
rated by participants and the others look to be

equally enlightening. This is an easy way to increase
your knowledge of the GCDMPs and topics relevant
to each of us without ever leaving your office. I hope
you will make time to participate.
As I write this, the 2006 Membership Survey,
developed to assess member satisfaction with
SCDM’s products and services, has just been closed
and the Committees are busy evaluating the results.
Thank you to those who took the time to complete
the survey. The results are critical in helping us to
continue to evolve and enhance SCDM’s products
and services.
Have you gotten involved in your Society yet? If
not, I encourage you to consider it. There is a wide
range of opportunities so I am sure you can find
one that fits your interest and talents. Remember,
the Society is only as strong as its active volunteers
and we need all of you to reach our vision to be the
premier, most influential, and the “must join” association for those who manage clinical data.
I look forward to seeing many of you in Orlando
in October at the SCDM Fall Conference. The
Planning Committee has been hard at work all year
and have put together an excellent program that
has something for everyone. I know you will find it
well worth attending.
Warm Regards,
Jill

The following are currently
active Committees within
the Society for Clinical Data
Management, Inc.

Certification Committee
Chair: Colleen Cox, CCDM
Phone: (617) 868-2020
E-mail: collmcox@yahoo.com
Education Committee
Chair: Mary Foy, CCDM
Phone: (919) 668-8547
E-mail: mary.foy@duke.edu
Marketing Committee
Chair: Audra McRae
Phone: (919) 303-3941
E-mail: audra. mcrae@gmail.
com
GCDMP Committee
Chair: Carol Garvey
Phone: (650) 225-6317
E-mail: garvey.carol@gene.com
Membership Committee
Chair: Deb Cole
Phone: (513) 741-0279
E-mail: dac_cincy@yahoo.com
Publications Committee
Chair: Lynda Hunter
Phone: (913) 410-2065
E-mail: hunterlynda@praintl.
com

Got SCDM?

Continued from cover
tee are to review SCDM promotional materials,
develop marketing strategies to further promote
SCDM within the industry and to work closely
with other SCDM committees to promote the
SCDM product portfolio. The Marketing Committee is currently comprised of 4 board members,
a professional marketing expert and administrative
support staff.
This committee meets regularly, via teleconference
and in person, to discuss initiatives outlined in the
annual marketing plan. The 2006 Plan includes
initiatives such as increasing the number of applicants for SCDM certification as well as promoting
awareness of SCDM to academia and recruiting
agencies. Increasing the visibility of the Society
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2006 SCDM Committees

and its products, such as the Certification Exam,
GCDMP and webinars will, in turn, promote quality awareness and bench marks for our industry.
In support other committees, the Marketing Committee recently lent its expertise and helped the
Membership Committee assess members’ views
through an online survey. Among other activities,
the committee is also working on a new brochure
and has just unveiled the new Society logo and
tagline. As the industry and our profession grow,
SCDM will continue to lead the way and be our
most valuable professional resource. Our SCDM
committees are working tirelessly to ensure we earn
well deserved recognition for our talents.

Research Initiative Steering
Group (RISG)
Jonathan Andrus, CCDM
Phone: (941) 544-9765
E-mail: jrandrus@comcast.net

Web Sites to Check Out
ACDM - www.acdm.org.uk
CDISC - www.cdisc.org
FDA - www.fda.gov
ICH - www.ich.org
There are more links to be
found on our web site!
SCDM - www.scdm.org
Please let the Web Site Committee know about any other
“hot” web sites that you feel
would be of interest to the
SCDM membership.
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Society
for Clinical Data Management 2006 Spring Forum
By: Karen Mancinelli, Duke Clinical Research Institute

2006 SCDM
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From March 19-21, 2006, the Society for Clinical
Data Management, Inc. (SCDM) hosted its 2006
Spring Forum at the Washington Duke Inn and
Golf Club located in Durham, North Carolina.
The topic of the forum was Transforming the Role
of the Clinical Data Manager — Addressing the
Elephant in the Center of the Room. The Forum
began with a kick-off dinner on Sunday Night
March 19th, followed by the Keynote Speaker,
Susan Acker-Walsh, who set the stage for the subsequent events. Three sponsors helped to support
the success of the meeting including Medidata,
Omnicare Clinical Research, and Phase Forward,
who sponsored the reception.
Starting on Monday, March 20th, more than fifty
leaders in the Data Management profession assembled to share ideas and participate in small discussion groups that rotated separately between four
key topics. The format for the meeting was designed
to ensure the maximum amount of participation,
promote an open exchange of ideas, identify and
contrast differing views and experiences, and foster
friendly debate among attendees. Discussion leaders
facilitated the exchange of ideas and used flip charts
and posters to document the points of interest and
concepts from each group of participants.
Below is a summary of the four key topics of
focused discussion:
The Implementation and Operation of OffShore CDM Services was led by Gregg Dearhammer, Director of Biometrics, Kendle International.
Gregg shared his insights into Kendle’s efforts,
presented models for offshoring, outsourcing planning, and implementation, and led group discussion of these topics.

The Redefinition of Traditional Roles and Responsibilities: From Task Management to Project
Management was led by Emma Banks, Manager,
Clinical Data Management at Datatrial. The challenges companies are facing in acquiring and retaining proficient CDM staff in the midst of redefining
roles and a rapidly evolving environment were the
main issues addressed in this discussion group.
The topic of Standardization was led by Jane
Diefenbach. Understanding the purpose of CDISC
standards for electronic FDA submissions and
operational data interchange was the focus of this
discussion. The teams collaborated in examining
the issues involved in implementing data standards
under several scenarios.
A reception was held on Monday evening, March
20th, at the North Pavilion of the Duke Clinical Research Institute. Meeting attendees enjoyed music
from the Duke String Quartet, hors d’oeuvres and
had an opportunity to relax and network with their
peers.
The results of the smaller interactive groups from
Monday’s sessions were discussed on Tuesday, as
everyone assembled to review all of the documentation and summarize the lessons learned. Ideas were
further refined to give participants some take home
lessons.

Future SCDM Conference Dates and Locations
Fall Conference Dates

2007
SCDM Annual Fall Conference
September 16-19, 2007
Hyatt Regency Chicago on the Riverwalk
Chicago, Illinois



The Transition from Paper to Electronic Processing was led by Cheryl Simon, Manager GCDM
at Schering-Plough Research Institute. Cheryl led
discussions focused on planning and managing
implementation of EDC. Participants reviewed the
various forms of e-technology and identified the
key aspects of a successful EDC implementation.

2007
SCDM Spring Forum
February 25-28, 2007
Nashville Renaissance Hotel
Nashville, Tennessee
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SCDM
Spring Forum 2006: Data Standards
By: Jane Diefenbach, Clinical Data Strategist and Training Specialist, PharmaStat LLC
Participants in the Data Standards Session at the SCDM Spring Forum
took time out of their busy schedules as data managers and statistical
programmers to consider the impact of this industry trend on their
day-to-day responsibilities. Participants were organized in groups and
each group spent ninety minutes with a facilitator exploring the uses
of data standards and comparing experiences. This session focused on
the CDISC Study Data Tabulation Model, a data standard that will be
required for regulatory submissions in the near future.
Topics covered during the overview included:
 What does Industry want in a content standard?
 What does the FDA gain from a content standard?
 What is CDISC and how does it develop standards?
 What is the SDTM and how is it used?
 What is required to initiate an implementation of the SDTM?
 How can I get more information?
With the basics under their belts, each of the groups continued with
an exercise aimed at putting the fundamental concepts of the SDTM
into practice around the following three scenarios. They divided into
subgroups based on their interests to pursue discussions around the
following three scenarios:
Scenario 1: Outsourcing DM for a new study
As Director of DM for a sponsor company with a fully outsourced
model, you are placing a new study with a CRO. The deliverable is
CRT data.
Scenario 2: Performing data consolidation for an IND update
As Director of Statistical Programming, you may choose to perform
this work in our out. The product is integrated CRT datasets that
will support analysis and TLGs across studies.
Scenario 3: Bringing the standards in-house
As Global Standards Czar for a pharmaceutical company or a CRO,
you want to replace your data standards with the SDTM. You will
look at data flow in your company and consider the options for using
SDTM content standards.
In their reports for this exercise, the subgroups were asked to determine their strategic goals after prompting with these questions:
 If you are a sponsor company outsourcing, what knowledge must
you build/retain in-house?
 If you have a large investment in data standards, what part of these
are you prepared to replace?
 If you are a vendor, how will you manage the expectations of your
customers as you build institutional knowledge of SDTM standards?
 What should drive your implementation timeline?
 If you are a sponsor company, how might data standards affect
outsourcing decisions?
The subgroups were also asked to compile the management issues
around implementing data standards.
 Personnel: How does using data standards affect the job of Data
Manager? Statistical Programmer? Biostatistician? Project Manager?
QA Specialist?



 Partnerships: Licensor to Licensee? Sponsor to CRO? Communication in general?
 IT: Are current tools adequate or is some investment required?
 QA: Will process checkpoints change?
The discussions over these scenarios were lively and productive. The
groups responded with goals and recommendations including those
summarized below:
Goal

Implication/Recommendation

Prepare for an NDA

Plan in advance. Build institutional 		
knowledge first. Don’t put an ambitious
standards implementation on the critical
path of an NDA; you might lose your job.

Enhance the value of
your data

The better your data conform to the
standard the more value it will hold for
your partners.

Improve the efficiency
of Data Management,
Statistical
Programming,
Biostatistics and
Quality Assurance

This requires planning, tools and
procedures to be put in place. The first
study is difficult, the second and third
are easier. Those following should become
routine. Every department is affected by
some product related to the new naming
conventions and structures implied by
the SDTM.

Increase the value of
vendor services

Requires management and proactive 		
support of vendors during a transition
period.
Existing vendor relationships may be 		
more valuable if they have developed 		
CDISC standards expertise.

Unify processes across
geographical regions,
product areas, and
phases.

Requires institutional commitment at a
very high level, i.e. executive champion.
Find help wherever you can: user groups,
CDISC programs, expert consultants, 		
SCDM and other professional societies.
Continued on page 7

Call for Articles – Future Issues of Data Basics

SCDM is seeking articles for future issues of Data Basics. For
more information regarding article submission, please contact
Monica Drake at mdrake@scdm.org.
Themes for the 2006 issues of Data Basics include:
Winter 2006
2006 Fall Conference
Spring 2007
TBD
Summer 2007
TBD
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Continued from page 6

Data Standards Implementation Checklist
Stage

Task

Strategy/Considerations

Initiation
Develop requirements, draft a justification
		
		

Prepare for an NDA? Enhance the value of data? Improve the efficiency		
of DM, Stat Prog, Biostats, QA? Increase the value of vendor services?
Unify processes across regions, product areas, phases?

Draft a high-level plan
		
		

Scope and positioning depend upon the requirements/justification.		
Note pivotal and ancillary workers or departments. Identify success 		
criteria.

Estimate timeline and costs

Internal or external resources? Consider IT requirements.

Take a proposal to management
		

Identify an executive champion. Seek preliminary buy-in from			
Regulatory Affairs, Quality Assurance, Clinical.

Preparation

A strong project leader is essential.

Identify and allocate resources

Prepare the workforce
		
		

Provide technical training for internal workforce. Screen CROs for		
CDISC experience but balance this against established relationships.		
Consultants can provide expert support.

Set up a tracking system for mile stones and										
resource utilization
Technical
implementation

Prepare a detailed custom specification

Public documentation is not adequate.

Refine the requirements, project plan and
quality assurance plan

Requirements should be tightly tied to the specification; both require		
maintenance.

Assign work and schedule deliverables
		

Plan frequent meetings for team members to compare notes. Revisit		
the custom specifications often and update as necessary.

Execute work and implement status
reporting
		

Plan for adjustments. Ensure mile stones are designed to catch failures 		
early. This stage is cyclical: execute work, find problems, refine			
requirements, execute work, find problems, refine requirements….

Evaluation
Compare results to success criteria
		

This will be important to obtain management buy-in to expand the 		
implementation.

Adjust the implementation plan to correct
failures

With luck, much of this will be done in a cyclical fashion during the 		
technical implementation.

Select a new project and expand the
Pace and scope depends upon the needs of the organization.
implementation					

		

SCDM Fall CDM Tutorials and Webinars

2006 GCDMP Webinar Series: Electronic Data Capture (EDC) Principles
Thursday, November 9th 2006 - 2:00 - 3:30 PM EST

Database Validation, Programming, and Standards
Thursday, January 18th, 2007 - 2:00 - 3:30 PM EST

Register online at www.scdm.org for the remaining two 2006 GCDMP Webinars.
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Role
Change: From Task Management to Project Management
By: Emma Banks, Head of Data Services, Datatrial
At a recent SCDM Spring Forum, one of the sessions focused on
the evolving role of the clinical data manager. In attendance were
senior data managers from many companies, both sponsor and CRO,
adding to the depth of discussion as many different experiences
were shared. The sessions concluded that the role of the clinical data
manager is in flux.
The objectives were to:
• Review current paper-based roles within clinical trials
• Discuss and define potential new roles within eClinical for a data
manager
• Explore the transition of a data manager from task management to
project management
• Define key considerations for managing role change

How do we get there?
A number of key considerations were identified to transition data
managers into a project management role and these are:
1. Strong leadership from the top: a strategy in place and obvious
support given to local line managers in making these changes.
2. Clear identification of the new roles required to manage eClinical
trials, taking into consideration the core competencies of a data
manager and the new skills required.
3. When additional resources are required, identifying the personnel
able to take on a more project management focused role.
4. TRAINING!

The majority of the delegates agreed that many of the issues facing a
data manager in today’s eClinical environment vary from company to
company and depend on technological choices made by that company.

We may end up with some very broad categories for data managers;
specialists who perform technical tasks and generalists who provide
more oversight. Of course, there has to be some middle ground
as data reviews and query management are still required, but with
eClinical, this is a less significant part of the data management role.

Roles in paper that match eClinical

Opportunities

Some key tasks are required from a data manager regardless of
process. In eClinical as well as paper, both edit check specifications
and programming are required for the database. The main difference
in these technical tasks is the need to perform eCRF design closely
associated with the database design. Some companies have been able
to train their paper CRF designers in eCRF/database design. In addition, medical coding is still a requirement of an eClinical trial, but
this may or may not have been within the control of a data manager
as many companies have separate coding groups.
From a processing perspective, data management tasks within eClinical involve reduced query management and some data review, but
this has become a significantly less resource intensive aspect of an
eClinical trial. Much of the data cleaning is now performed on-site.

New roles in eClinical
Depending on the size of a company and its infrastructure, many
data managers are now involved in supporting the helpdesk for sites,
providing more technical as well as data handling training for system
users and being a direct point of contact for the CRAs for system
and data handling questions. All of a sudden, the role and profile of a
data manager is more project focused rather than task focused.

Project Management
The rationale supporting the premise that a data manager is in a
good position to work in close collaboration with the clinical team
and take on a lead role in the deployment of an eClinical trial was
discussed at length. Data managers, with their understanding of technology and databases as well as data collection skills, are in a good
position to lead a team in the deployment and subsequent support of
an eClinical trial. All things considered, a data manager could oversee
or play a more significant part in the eClinical trial process.
However, there are challenges associated with this increased exposure.
Data managers are now being pushed out of the shadows and expected to have many other key skills as well as good attention to detail in
order to manage eClinical studies. These key skills include leadership,
additional clinical knowledge and presentation/training skills.

Summer 2006

Although much of this may seem obvious or even make you a little
apprehensive, there are many opportunities available to data managers in our changing industry. As mentioned above, if the leadership
and support from the top down is clear and stable, these opportunities can be identified easily and the necessary training and development provided.

Planning and Implementation
In conjunction with the initial sessions, a group of delegates worked
together to map out a plan in order to present the opportunities and
manage this role change associated with eClinical. They provided the
following advice on how best to manage this transition.
If you are to implement an eClinical approach and transition the role of
the data manager, consider:
1. What would it take in your organization to implement these
changes?
• Bring in consulting resources or develop an advisory board
• Define the scope and the stakeholders
• Assess impact and risk of these proposed changes
• Make public the planned shift
• Gain management approval
2. What do you see as potentially prohibiting/inhibiting implementation in your organization?
• General resistance to change, both internal and external
• Cost
• Availability of resources
• Gaining agreement from other groups on partnering and 		
choice of pilot projects
• Presence or absence of standards
• Process review and update
3. How do you envision taking this back to your organization?
• Develop a detailed plan with objectives and outcomes defined
• Present the plan and progress on an ongoing basis through a
		 number of different media such as e-mail, meetings and 		
websites
Continued on page 10
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It’s
Time To Act
By: Chris Pagotto, Managing Director, Clinical Brokers
As electronic data capture (EDC) becomes prolific and makes data
management more efficient and more accurate, clinical data management professionals must prepare themselves for a transforming environment to ensure their longevity and success. Critical to preparation
will be functional diversification and the expansion of their knowledge base to remain current.

EDC’s Impact
Although EDC is not new, recent studies supporting claims that
EDC condenses the clinical trial phase by 25% and the number of
queries by as much as 80% are driving increased acceptance of this
technology. Proponents recognize the potential to save millions of
dollars for each clinical trial and possibly hundreds of millions of
dollars for pharmaceutical companies annually by simply getting
drugs to market faster. The bottom line is pharmaceutical companies,
answering to their shareholders, have no choice but to explore every
possible option that will enable them to get drugs to market in the
most expedient manner possible.
While EDC is gaining more momentum in the industry, many data
management professionals need to brace themselves for the anticipated effects on their careers. What to do?

Back to School
Embrace this technology. Learn it, love it, live it. It is here to stay. To
remain competitive you must learn everything there is to know about
it. If you are at a company that has been slow to embrace EDC, take
evening courses, a seminar, read a book. Every piece of information
that you internalize will help you expand your knowledge base.

Only the Strategic will Survive
As companies embrace EDC or outsource it, the most strategic positions to hold are more senior level roles such as clinical data managers, clinical data coordinators, and database managers. Ultimately,
those individuals who position themselves as integral to the design
and implementation will be the most valuable.

Role Change: From Task Management to Project Management

Innovate
In the coming years a diverse skill set will be the key to a successful
career in data management. What are your colleagues with similar
backgrounds doing that interests you? How can you make yourself
more valuable? These are the questions you should be asking yourself.
Many organizations are recognizing the career challenges EDC will
pose to data executives and as a result are creating new hybrid positions. For example, one company has merged two focus areas and
is cross training clinical data management professionals and clinical
research associates (CRAs). This is an excellent opportunity. If your
organization is not offering this training, ask for it. Asking can only
show that you are interested and willing to learn other functions
within your company.
Another great way to diversify your skill set is to consider working
at a small company. Organizations with less than 100 people are less
compartmentalized. You simply have more people wearing more hats.
As a result, their employees are able to cross-pollinate and develop a
wider breadth of experience, giving them a heightened understanding of the drug development process. The result can be a great career
move as it enables individuals to learn multiple functions within an
organization.
Regardless of your approach, it’s time to take action. Your future
depends on it!
Chris Pagotto is the managing director of Clinical Brokers, a division of
The Brokers Group (www.thebrokersgroup.com), a privately held company that provides senior level staffing solutions from mid to large size
employers in the information technology and clinical trial industries.

SCDM Professional Certification
The Society for Clinical Data Management (SCDM) would
like to congratulate the following individuals for receiving their
Certified Clinical Data Management designation!!

continued from page 9

Summary
None of this is simple and much is dependent on the company, its
infrastructure, the leadership in place and its technological choices.
One key message is the requirement for industry leaders to be experts
in change management.
It’s expected, but how many of us have the necessary skills through
experience or training? That’s a discussion for another day!

Rajesh Patel, CCDM
Jonathan Andrus, CCDM
Jennifer Spallone, CCDM
Jamie Taguines, CCDM
Paulynn Dorotheo-Hein, CCDM
Linda Gilroy, CCDM
Marie Villarroel, CCDM

And finally, let me leave you with a couple of questions that were
raised and not answered at the end of the Forum:
“If everyone moves to a higher level (role/responsibility), from where
do we recruit staff?”
“How do we handle a distributed model where data cleaning is done
offshore? We can’t have everyone acting as a project manager!”

10

publication of the SCDM To advance excellence in the management of clinical data

Summer 2006

Globalization
of Clinical Data Management
By: Sharon Liu, Manager, Clinical Data Management Systems, Amgen and Joanna Walker, Manager, CDM Operations, Amgen
Globalization within the biopharmaceutical industry is becoming
an increasingly critical issue. Change is driven by heightened market
competition and by the scale and complexity of our clinical trials.
Within Amgen Clinical Data Management, we have taken the following steps in order to implement globalization:
• A common vision and shared goals
• Clarity of roles and responsibilities
• Defined deliverables and timelines
• High level of Standardization to ensure world-wide processes
• Enforced compliance to global regulations, processes and standards
The move towards a global organization has been evolving over several years, with the main drive and major organizational changes taking
place over the past year. Initially, Amgen’s Clinical Data Management
departments in Thousand Oaks and Cambridge worked entirely
independently, with different data management systems, SOPs and
processes and with two heads of department (one in each location).
We started to move towards harmonization of the databases in 1998
with the implementation of Oracle® Clinical as our common data
management system. We also devised a common set of SOPs to
facilitate working in the same way. Additionally, an international
“Business Process Advisory Committee” was set up to develop a standard set of Case Report Forms (CRFs) and other business processes
around the capture and management of clinical trial data.
The main drive towards globalization started in 2005 with the appointment of a Global Head of Data Management and the establishment of a Global Management Team. The team met in 2005 and
rolled out a global department structure with a standard set of job
descriptions. This new structure also meant that staff in one location
could report into managers in an alternate location. To some, there
was a perceived loss of autonomy and an increased amount of time
taken to make decisions, due to required global ratification.
We experienced many difficulties around working globally:
• Working across many different time zones is always a challenge
– the only time for a global teleconference is 4am in Japan, 12pm
in Thousand Oaks and 8pm in the UK.
• Language can also pose a problem - the same word or phrase may
mean something totally different in US English vs. British English.
For example, to “table” a topic in England means to bring up the
topic and talk about it at the meeting. In the US, it means to talk
about it at a different time.
• Different country regulations can also make it difficult to come up
with one unified process; this might discourage some departments
from globalizing and therefore keep those departments operating
on a regional/local basis (e.g., Human Resources and Finance).
• Some methods of communication can lead to misunderstandings.
Words are only one part of communication; intonation, inflection,
facial expression and body language hold meanings that are lost
with different channels of communication.
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Some of these challenges have been turned into advantages such
as being able to distribute workload globally, hire staff in multiple locations, efficiently combine and analyze data for regulatory
submissions, and make decisions drawing on diverse viewpoints and
approaches.
In order to understand individuals’ preferred working practices and
how these preferences meet with cultural norms identified for different work locations, we conducted research with our staff across all
locations. The following three research methods were used:
• A copyrighted self-assessment tool,
• A customized questionnaire that explored meeting preferences
• Participation and observation in global teleconference meetings.
These methods identified some interesting traits in our global department:
• Individuals’ working preferences did not always match the typical
profile you would expect from their work location. For example,
the profile of the participant from Japan matched more closely
with the expected profile of someone from the USA.
• The self-assessment tool also identified areas of differences between
staff at different locations. For example, the tool showed a tendency for USA staff to work with a short-term oriented perspective
whereas UK staff tend to work with a long-term perspective. This
can manifest in situations where Thousand Oaks staff want to
quickly finalize and release a document whereas Cambridge staff
would prefer it to ‘be perfect’ before release.
• There was a tendency in teleconference meetings for the discussion to be dominated by the location with the most participants
and with the most senior members present. It is often difficult for
participants from locations with less representation at the meeting
to contribute effectively.
This research led us to the following conclusions:
• Behaviors to encourage in meetings include specifically asking
for input from people in all locations and taking turns in leading
discussions.
• Behaviors to avoid include talking over people, talking too much,
having pre-meetings and verbally attacking other participants.
• Don’t assume you know a person’s work preferences based purely
on their country or origin or culture.
• Use high context technology for more effective meeting, such as
Videoconferencing, when available.
To conclude, we found that in order to achieve globalization at Amgen, ongoing support and reinforcement of global goals was essential
along with understanding and respecting individual and cultural
differences.
Editor’s note: Joanna Walker and Sharon Liu presented the ‘Globalization of CDM at Amgen’ at the Association for Clinical Data Management (ACDM) meeting this spring in Reading, England. Amgen is a
biotechnology company founded in 1980; their first data management
departments were set up in Thousand Oaks, California, and Cambridge,
England in 1990. They now have additional Data Management offices
in Japan and South San Francisco.
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European Legislation and Guidance Relating to the Output of Data During the Clinical Development
ofBy: Wendy-Jane
an Investigational
Medicinal Product
Foyle MSc (Regulatory Affairs), PhD, MTOPRA and Martyn AE Critchley PhD, Dept. Reg Aff, MTOPRA
Introduction
In Europe, data are shared with investigators, ethics committees and
competent authorities at several predefined points prior to, during
and following a clinical trial. The obligations of the sponsor during
the clinical development of an Investigational Medicinal Product
(IMP), and the data requirements of these bodies, are broadly defined
by the European Directives, regulations and associated guidance
documents. This document summarizes the requirements laid down
by the wide range of regulations and guidelines.

Before a Clinical Study
In accordance with Article 9 of Directive 2001/20/EC[1], prior to commencing a clinical trial, the sponsor must obtain authorization from
the competent authority of the member state in which the study is
planned. In order to approve the study, the Competent Authority
requires an up-to-date knowledge of the IMP. Thus, for an agent
that has not yet been approved for marketing, along with information relating to the quality and non-clinical findings, any available
clinical data must be provided in the form of an Investigational
Medicinal Product Dossier (IMPD). The content of an IMPD is
detailed in a guidance document prepared by the European Commission that describes how a clinical trial application is made, as well
as the procedures to be followed if an amendment is required at the
end of the study[2]. In accordance with 4.1.6.1 of the guidance, the
IMPD should be a concise document and, in terms of structure, it is
preferred that data are presented in tabular format accompanied by
the briefest of narratives highlighting the salient points. The headings
to be utilized in generating the IMPD are described in full in Volume
2B of the Notice to Applicants [3] and follow those used for the
Common Technical Document. However, these are not mandatory;
headings may be deleted and additional ones included as the sponsor
feels appropriate. Although there are no specific requirements of
the clinical data to be provided in order to secure authorization, the
studies described must have been performed in accordance with the
principles of Good Clinical Practice (GCP) and should be accompanied by a statement verifying this.
In addition to the IMPD, the majority of competent authorities in
Europe require a copy of the investigator brochure (IB) to facilitate
their review of the proposed study. The data in the IB must obviously
mirror that in the IMPD, with the latter document often relying
heavily on cross reference to the former. However, in accordance with
Article 8 of Directive 2005/28/EC [4], the purpose of the IB is to allow
potential investigators to make an assessment of the risk-benefit of
the compound. The suggested content of the IB is outlined in the
ICH Guideline for Good Clinical Practice which, in Europe, has
been transposed into a CPMP Note for Guidance [5]. On the topic
of the clinical data to be included, Section 7 of this guidance states
that where possible, a summary of every completed trial should be
included. Pharmacokinetic and product metabolism information
should include data on absorption, metabolism, plasma protein
binding, distribution and elimination, absolute bioavailability, where
possible, and/or relative bioavailability, using a reference dosage form.
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This is further addressed in ICH Topic E8, General Considerations
for Clinical Trials, which has again been adopted as a Committee
for Proprietary Medicinal Products (CPMP) Note for Guidance[6].
This states that studies of the major active metabolite(s) should also
be performed, and relevant data included. Population subgroup
analyses should be undertaken and included in this section to assess
the effects of, for example; gender, age and impaired organ function.
Further guidance on this is provided in CPMP Note for Guidance
documents that have been derived from the relevant ICH Topic [5, 7-9].
Finally, data from any pharmacokinetic analyses performed within
other clinical trials should be added. In the safety and efficacy section
of the IB, the Note for Guidance states that where several clinical
trials have already been conducted, it may be appropriate to present
the data across them in subgroups, for example by indication, and
using Tabular Summaries of adverse drug reactions with the incidence or pattern of adverse reactions analyzed by indication or across
subgroups. In accordance with this Note for Guidance, all of the data
presented in the IB should be summarized in the final section of the
document, thus providing the investigator with a clear understanding
of the compound and any possible risk.

During a Clinical Study
When a clinical trial commences in any European Member State,
in line with Article 11 of Directive 2001/20/EC, certain data must
be entered into a European database, accessible only by competent
Authorities, the European Medicines Agency and the European commission. The minimum information to be entered includes extracts
from the initial request for authorization, the positive Ethics Committee opinion, and details of any Good Clinical Practice inspection,
and more detailed information must be supplied upon request from
any of the above parties. While these data remain confidential, in
January 2005, the European Federation of Pharmaceutical Industries
and Associations (EFPIA), in conjunction with their US and Japanese
counterpart organizations, released a position paper stating that information such as the study title, description and therapy area should
be publicly accessible via a clinical trial registry within 21 days of
the initiation of patient enrollment[10]. In line with this stance since
September 2005, it has been the policy of the International Committee of Medical Journal Editors to consider publishing only data
from studies that were registered in an appropriate database [11-14]. As
a result, many pharmaceutical companies have now set up their own
registries, accessible via company websites, while some non-industry
bodies operate registries on the behalf of others.
In accordance with Article 16 of Directive 2001/20/EC and in line
with national and international agreements, throughout a clinical
trial individual reports of adverse drug reactions and events must be
transmitted from the source to the sponsor and relevant competent
authorities as well as to and from or within competent authorities,
ethics committees, pharmaceutical companies, investigators, and to
the World Health Organisation (WHO) Collaborating Centre for
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International Drug Monitoring. The data elements to be transmitted, originally defined by ICH, are detailed in a CPMP Note for
Guidance[15], and further clarification is provided in a Questions and
Answers document, again issued by the CPMP[16]. Since the successful electronic transmission of information relies upon the definition
of common data elements, the minimum information required in
Europe is identical to International requirements consisting of at
least one identifiable patient, reporter, reaction or event, and suspect
drug. However, the Note for Guidance also documents the need for
administrative information in order to recognise the sender and their
geographical location, as well as administrative information relating
to the event itself, such as its seriousness, the date of the first report
and any subsequent updates, and a list of any documents received
from the primary source. As mandated by Article 18 of Directive
2001/20/EC, the user guidance in this CPMP document is particularly detailed, specifying exactly the data elements that must be
reported. Exchange of safety information must be carried out both on
an expedited basis (7 or 15 day reports for death, life-threatening or
other serious events respectively) and on a periodic basis (an annual
safety report).
Article 10(b) of Directive 2001/20/EC requires the sponsor to take
immediate action if new information becomes available that may
affect the safety of clinical trial subjects. According to 4.2.8 of the
Detailed Guidance on the Request for Authorization[2], the competent authority and ethics committee must be advised as soon as possible by telephone, and this should be followed by a written report.
If the study is temporarily halted, this is considered as a substantial
amendment and notification should be within 15 days. The exact
data to be transmitted in these circumstances are specified in Annex
2 of the guidance document mentioned above, and include elements
such as identification of the sponsor and trial(s) affected, the stage of
the study(ies), the reason for the temporary halt, the potential effect
on study subjects and any proposed management issues and finally, a
re-evaluation of the risk benefit of the compound. Where the study
is not halted, in accordance with Article 8 of Directive 2005/28/EC,
the investigator brochure should be updated and re-issued, since new
information affecting the risk benefit must be communicated to the
sites.

After a Clinical Study
In line with Article 10(c) of Directive 2001/20/EC, within 90 days of
the end of a clinical trial, the sponsor must make an end of trial declaration to the competent authority. The information to be submitted
at this stage is shown in an example form in Annex 3 of the Detailed
Guidance on the Request for Authorization[2], and includes basic
elements such as end of study dates for each site and country. More
detailed data are required if the study is terminated early, and in these
situations the justification, proposed management and potential consequences for the evaluation of results must be addressed. Within one
year of the end of the trial, a summary of the clinical trial report must
be provided to the relevant competent authority, as mandated by the
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Note for Guidance on Good Clinical Practice [5], which has been adopted into European legislation[4]. As noted in the Detailed Guidance
in the Request for Authorization, the format of this report should
comply with the ICH Guideline E3, Structure and Content of Clinical Study Reports, adopted as a Note for Guidance by the CPMP[17].
If a new event occurs after study termination that might affect the
risk benefit of the compound, the sponsor again must provide all
relevant data to the Competent Authority and ethics committee.

Conclusion
In conclusion, the data that must be provided to competent authorities and ethics committees during clinical development in Europe is
highly regulated with the intention of providing a framework for the
monitoring of risk benefit throughout clinical development. Extensive guidance documents exist that describe not only when information should be provided, but that also detail the precise data elements
required.
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Training
for Certified Clinical Data Manager (CCDM)
By: Colleen Cox, CCDM, Manager Data Management, PROMETRIKA, LLC
CCDM: four letters that cover such a broad spectrum of knowledge. The designation means that you have been recognized by
your peers in clinical research as experienced and knowledgeable.
A Certified Clinical Data Manager (CCDM) has proven competency in the following domains:
• Overall Clinical Trials Process, Roles and Responsibilities
• Protocol Review
• Data Management Plans
• Communication of Data Trends
• Processing Local Lab Data (CRF Collection)
• Processing (loading/merging) Central Lab Data or Other
Electronic Data
• Maintenance of Lab Normal Ranges
• Application of Randomization Schemes (Breaking the Blind)
• Database Lock Procedures
• CRO-Sponsor Partnership
• Relational Databases
• Clinical Database Design
• CRF Tracking and Inventory
• CRF Data Entry Process Discrepancy Resolution
• CRF Data Validation (e.g. data review, cleaning, query generation, applying data handling conventions)
• Safety Review
• SAE Reconciliation
• Review of Final Data Tables or Graphs
• Archiving Database and Associated Information
• CRF Design
• Query Resolution
• Query Tracking
• Database Updates
• Coding AEs; Signs and Symptoms
• Coding Medications
• Database Quality Control Audits

Perhaps you are contemplating becoming certified but are
hesitant because your years of experience within CDM may not
have provided developmental opportunities within all of these
domains. Training opportunities are available, ranging from
webinars to in-person training to tutorials at the Annual Conference and the Spring Forum. Additional opportunities are being
developed as the SCDM continues its relationship with Duke
Clinical Research Institute (DCRI) in developing tutorials and
training to support certification and the society.

Webinar
Over the next year, 4 webinars are planned. Easy to access
and low-cost, these webinars will cover an Introduction to the
GCDMP, Database Validation, Programming and Standards,
Vendor Management and Electronic Data Capture Principles.
Webinars will continue to be scheduled on a rolling basis in
subsequent years.

Tutorials
Tutorials will continue to be scheduled at both the Spring
Forum and the Annual Conference. Recently completed at the
2006 Spring Forum were Database Lock and Database Archiving. Scheduled for the Annual Conference is CRF Design
and Tracking/Inventory of CRFs. A tutorial on relational database design will be scheduled this summer to be held at DCRI.
With these expanded options, perspective certification applicants
should be reassured that there are opportunities available to
prepare for the examination.
The Certified Clinical Data Manager (CCDM) is becoming
an increasingly more sought after designation in the world of
Clinical Data Management. Come join the select few who have
proven their expertise in the field!

The Clinical Data Management standard of Knowledge, Education and Experience.

Visit the SCDM website at www.scdm.org/certification to learn more about
SCDM’s Certified Clinical Data Management (CCDM) Exam
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What
Color Are Your Case Report Forms...and Why It Matters
Dave Mastro, Vice President-Pharmaceutical Programs, The Strata Companies
There has been a long standing, though perhaps, underground school
of thought within the clinical trials arena that placing color shading/reverse screens on CRFs will reduce site-based errors (and therefore data
queries). During 2004, 486 attendees were interviewed at multiple
clinical trial shows/conferences to test the concept of “placing black
print and white data entry fields onto a color shaded background, in
order to better focus the eye.” The intended behavioral modification
is that the busy clinical site staff will be more likely to write inside the
lines/white boxes, and that less freehand scribbling will occur.

After being shown several different CRF color screen examples, the
majority of the respondents agreed with the concept that CRF color
shading would reduce site-based data errors. The first choice for CRF
color shading was blue, with a combination of blue and yellow as the
second choice. Illustration #2 is a simple example of these particular
CRF color screens/patterns Further summary survey results from the
2005 survey are presented below...(rounded to two decimal places)
2005 summary survey results

The results of our first survey (2004) were published in ACRP’s
The Monitor, (March 2005.”Are Your Case Report Forms Color
Blind?”). Of the 486 show attendees interviewed, 119 of these were
already familiar with the concept of CRF color shading. Of these 119
respondents, 87% felt that color shading/reverse screens worked. Of
those favoring color screened CRFs, 25% felt that the consequent
reduction in errors and queries was 50%+, and another 66% felt that
the reduction ranged from 11% to 49%.

First choice of those surveyed:
A. Percentage of 2005 survey respondents who agreed with the opening survey statement regarding the benefits of using of crfs color
screens to reduce data-based errors and therefore queries=83.83%
(After being shown examples)
B. Percentage responding who had directly used or tested crf color
screens=31.18%
C. Percentage responding who selected black and white(no color
shading) as their first preference=8.44%

During 2005, we conducted another survey, again at multiple clinical trial shows/conferences, in order to test and refine this concept
further. This survey included over 800 trade show attendees.

Percentage responding who selected blue color shading as their first
preference=43.30%

The data collected in this survey further supported the use of CRFs
with color shading as a way of reducing errors/data-based queries.
Illustration #1 below is a summary example of the survey form used
during 2005. Respondents were also shown examples of the different
color CRF shading being tested.

Percentage responding who selected green shading as their first color
preference=9.55%

Percentage responding who selected a combination of blue and yellow shading=22.83%

Percentage responding who selected purple shading as their first color
preference=6.08%
Percentage responding who selected yellow multitone(2 shades of yellow) as their first preference=8.81%
Given the above information, considering the use of color screens,
especially in the larger/more complex studies, appears to be prudent.
Further quantification, especially for those not currently using color
shaded CRFs (and who therefore might still question their value),
might be to take a large study and do half with color and half without. That being said, the results of these opinion poll surveys are too
strong simply to be ignored.

Other Suggested Readings
•

•
•
•
•
•
•
•
•
•
•
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