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Letter from the Editors
Dear Clinical Data
Management Colleagues,
Welcome to the second
themed issue of
Data Basics. This issue
is packed full of useful
information about topics
that matter to clinical data managers and their
colleagues. Our theme this issue is 21 CFR part 11,
a particularly hot matter these days, with the
FDA revising their guidances on compliance with
this regulation. You’ll find a number of articles,
including an interpretation of the new FDA
approach, as well as stories of the experiences of
different types of organizations as they implement
the regulation. We hope you’ll find them both
informative and entertaining.
One of the challenges we all face these days is the
increasing rate of change and the uncertainties of
our jobs. The companies for which we work are
changing their structures, their approaches to
clinical data management, the numbers of people
they employ, their geographic locations, and
indeed in some cases their whole approach to

drug development. To mangle the quote, the only
constant in our world today is change. To help us
with that, we have an article on taking control of
the change happening around you, and one on
taking control of your career.
Finally, our Society remains active and vibrant.
We have news from the recent very successful
Spring Forum, from the Certification Committee,
and the Web Committee. Your Board of Trustees
is hard at work to ensure that you can get the
greatest possible value from your membership
both in the Society as well as in our profession.
Our president, Sally Cassells, talks in this issue
about some of the activities that make SCDM
such a vibrant organization.
If you have thoughts or ideas on any of these topics,
or on any others that might be of interest to our
membership, please let us know. You can write
an article, post on the SCDM website discussion
forum, or, as Allen Botnick did for this issue,
submit a letter to the editor. In any medium, we
want to hear from you.
Sincerely, Kit and Cherie
Data Basics Co-editors
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Part 11: The New Approach
Paul Bleicher, MD PhD, Chairman, Phase Forward
Michael Owings, Director, Quality and Regulatory Compliance, Phase Forward
Until early this year there was a growing consensus
in the industry towards a stringent interpretation
and rigorous compliance with 21 CFR Part 11.
A great deal changed on February 20, 2003 when
the FDA released a new draft guidance on Part
11 (Scope and Applications) that accompanied
the withdrawal of all previous Part 11 draft guidance documents and the CPG.7153.17 Part 11
Compliance Policy. This is probably the most
noteworthy event related to Part 11 since its initial
adoption. In this column, we will not try to

summarize the basic tenets of the new draft
guidance – this is easily done by reading it.
Rather, we will try to address an approach to
ongoing compliance during this uncertain time.
Many of the concepts in this column come from
a half day private meeting that we recently held
with some of our pharmaceutical, medical device
and biotechnology company customers, with
additional insight from several recognized
industry experts.
continued on page 5
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Letter to the Editors
Dear Editors:
This is my first year of membership in the
Society for Clinical Data Management and I
would like to highlight an area that I feel needs
improvement in our group. To my knowledge
all of the activities currently slated concern only
established professionals in the field. Conference
fees are prohibitively expensive for new members
who have not yet found employment in the
field (and employers to sponsor them) and the
certification activities do not apply to them as
they do not have the requisite experience to
take the exams. While I do enjoy reading the
official publications and having access to the
website, frankly the Society is not doing much
to help myself and other new clinical data coordinators (CDCs) gain the practical skills that
employer's value but which are difficult to get
due to a lack of internship programs.
I do not expect SCDM to become an educational
provider as Barnett International already teaches
an excellent introductory course. However, based
on the employers I have spoken with, the number one area that applicants need to strengthen
is practical experience. Unfortunately, this is the
one area that as of now can only be achieved
through gaining that first job. While there is a
very strong demand for Clinical Data Managers
with 1 to 2 years experience very few opportunities exist for new applicants.

What I propose is for the SCDM to initiate a
new “Apprenticeship” committee that would
assist new CDCs by providing opportunities
for recent graduates with CDM training who
meet entrance requirements to be matched to
pharmaceutical companies in their locale for a
paid apprenticeship program. Proposed criteria
for membership could be a RN, BSN or BS in
the life sciences degree, completion of an entry
level SCDM certification course and verification
of computer skills by use of an online assessment
program such as brainbench.com.
If we do not do something to help these new
graduates I fear that new members may become
discouraged by an excessively long job search
and be lost to the profession as they move on
to more readily available jobs.
I would be happy to assist with the operation of
this committee if the membership feels it would
be of service to our junior members.
Sincerely yours,
Allen Botnick D.C. B.A.
Elizabeth, NJ

All letters should be submitted for publication to Data Basics co-editors Cherie Stabell
(stabell@gene.com) or Kit Howard (kit.howard@pfizer.com). Materials are requested to be
submitted in electronic form (MS Word) but may be submitted via e-mail, fax, or by mail.
Acceptance for publication will be at the sole discretion of the Editorial Board. The decision to
publish will be based primarily upon professional merit and suitability (i.e., topic, scope, and
perceived interest to SCDM membership). Materials accepted for publication may be edited at
the discretion of the Editorial Board (principally for formatting and grammar/spelling).
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Notes from the Chair of the Society For Clinical Data Management
Sally Cassells – Lexington Clinical Data Systems

I hope this issue of DataBasics finds you sitting in the
sun with a cool glass of iced tea!
When I talk to friends or colleagues about the SCDM,
the aspect of our society that I never fail to mention
is the high level of participation of our volunteers.
Unlike professional associations whose activities
revolve solely around annual meetings, SCDM is
active throughout the year and through the work of
our committees. In this issue, you will read about the
work of the Certification Committee.
Acting on a 5- year plan created four years ago, the
Certification Committee is in the final phases of
putting together both the Clinical Data Management
Certification process and the contents of the certification
exam. The many long hours of test construction
training, question writing and coordination teleconferences
contributed by Certification Committee volunteers
and chair, Armelde Pitre of Pfizer, will result,
hopefully this summer, in the beta test administration
of the exam. Following the beta test Prometrics will
determine the cut-point and, if all goes well the
certification test offering will be available by the end
of the year.
Another unique aspect of the SCDM is our annual
Spring Forum. This year’s Forum was held in Palm
Springs, California on March 16-18 and was focused
on the interactions between Clinical Data Management
and Biostatistics, Drug Safety, Project Management
and Clinical Monitoring. Our facilitators and cofacilitators did a great job at guiding us through some
very interesting and dynamic discussions about the
inter-departmental issues we encounter day-to-day.
On day two, we had a lively key-note address from
Barbara Tardiff titled “Why Clinical Data
Management Professionals Should be REALLY
Excited RIGHT NOW”. Barbara cited working with
exciting medical research products, cool technology,
great people and the opportunities to engineer and
lead change within your organization as just a few of
the top 10 reasons.

September 21 to 24. The theme of the conference is
“The People Side of Data Management”. Conference
co-chairs Doug Schantz of Pfizer and David Sabritt
of Amgen have put together ten exciting sessions
covering topics such as Innovative Ways to Improve
Process, Combining Data Management Departments
following a Merger, Career Development, Training
and Data Management as a Customer Service
Organization. Attending the Fall Conference is an
excellent opportunity to network with clinical data
managers from companies all over the country and
to meet face-to-face with colleagues from SCDM
committees. If you can spare a few days either before
or after the conference, you can also take advantage of
the glorious surroundings of the Cheyenne Mountain
Resort. Look for conference registration material in
your mailbox or on the SCDM web site.
Finally, I’d like to recognize, another very dedicated
group of SCDM volunteers. That is, the Board of
Trustees AKA the BOT. The BOT consists of 9 elected
positions, 3 appointed positions and the past chair.
This group oversees all society meeting and committee
activities, monitors the society’s finances and does
both short term and long term planning. In addition
to the oversight role, board members serve as liaisons
and members of active committees, produce this
newsletter or take on special jobs such as liaison to
the International Network of CDM Associations or
advertising. All contribute countless hours of their
time and skills.
In 2002, the SCDM by-laws were amended to enable
on-line election of the BOT. You will soon receive a
notice in your e-mailbox regarding the election for
new board members. I encourage you all to review
the slate of candidates closely and to cast your vote for
the candidates of your choice. The SCDM is your
professional society. Through your volunteer efforts
you not only have the opportunity to develop new
skills and meet new colleagues but you will contribute
to promoting Clinical Data Management excellence.
I hope to see you in Colorado Springs.

If you missed out on the Spring Forum, you will want
to attend our annual Fall Conference scheduled for
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continued from page 1

Part 11: The New Approach
The draft guidance represents a new approach to the enforcement and interpretation of 21 CFR Part 11 by FDA. It
defines areas where the FDA intends to use “enforcement
discretion” and mentions an ongoing broader reexamination
of Part 11. The end result of this reexamination may be
further modifications to the FDA’s interpretation of the
scope and content of Part 11, or may even lead to a modification of Part 11 itself. At this point it is too early to say.
According to the draft guidance document, enforcement of
Part 11 in the future will likely be risk- and science-based,
consistent with the FDA’s approach to it’s reexamination of
the GMP regulations (announced in August of 2002 as
Pharmaceutical cGMPs for the 21st century).
UNDERSTANDING THE PAST

To understand the implications of this latest FDA guidance,
one must examine the ensuing five years since the issuance of
21 CFR Part 11. In that time, the FDA has provided much
insight and direction as to how to comply with Part 11 by
issuing several draft guidance documents. These draft guidance
documents addressed some of the more noteworthy topics
related to Part 11 namely: Validation, Maintenance of
Electronic Records (data retention/archiving), Time Stamps,
Audit Trails, and last but not least, Electronic Copies of
Electronic Records and Glossary of Terms.
Many in the industry awaited the release of each new guidance document in the hope that they would provide greater
clarity as to how the FDA expects industry to comply with
Part 11. While some clarity did emerge, the release of each
document was also followed by a flurry of comments, reexaminations, discourse, discussion and at times confusion on the
part of industry. Most notably the guidance on Validation
and the guidance on Electronic Copies of Electronic Records
created significant debate. In general, most of us approached
Part 11 compliance at a Talmudic level, dissecting each
sentence of each newly released draft guidance, in an attempt
to assess the implications to our organization and practices.
Over time, the interpretation of Part 11 emerged from task
forces, committees, conferences, traceability matrices, compliance programs, podium policy and expense and effort
comparable to that of the repair of Y2K issues. Was all of that
effort wasted with the introduction of the new Scope Guidance?
Quite the contrary - much good came out of Part 11 and

our efforts to comply. The industry has become more aware
of the issues around electronic records and signatures, and
most have a better understanding of the principles of ensuring record integrity through validation and system controls.
Most of 21 CFR Part 11 represents best practices for high
quality software and systems– something that everyone should
be striving for, especially the pharmaceutical industry.
The issuance of this recent guidance is not a general withdrawal of Part 11, but the beginning of a repositioning on
the part of FDA. In the new guidance the FDA attempts
to narrow the scope and application of Part 11 by closely
aligning it with the Predicate Rule*. This is consistent with
the FDA’s stated enforcement approach to date – to enforce
21 CFR Part 11 as part of enforcement of the Predicate
Rule. Interpretation of the predicate rule can best be done
by focusing on issues that affect the Safety, Efficacy and
Quality (SEQ) of pharmaceutical products.
A RISK AND SEQ–BASED APPROACH

The FDA has embraced a risk-based approach to Part 11
compliance, without a clear definition at this point. One
way to think about risk-based approaches to Part 11 is to
view systems as a target with the most pertinent and crucial
systems in the bull’s eye, near toward the center, and the less
critical systems residing in the circles on the outside rings.
Addressing the risk associated with the inner rings is a higher
priority and requires a more rigorous approach to Part 11
compliance. The concern with adherence is greater at the
center of the bull’s eye – manufacturing and clinical trials. It
is less so further from the center – training, tracking, documentation, and support. The target, ring structure underscores the need for priority ranking by the impact on SEQ.
The key question is whether a given system, procedure or
record has an important role in the determination or maintenance of SEQ. If so, it must be closer to the center of the
bull’s eye. For the peripheral systems it may be enough to do
a risk assessment without full compliance, depending on the
system and associated data.
As in most processes intended for regulatory scrutiny, it is
essential to document the thought process and the systematic
thinking used during the risk assessment/evaluation. This
documentation must be at the operational level, as well as
*In this case, the Predicate Rule would be the regulations defining Good Clinical Practices.

continued on next page
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Part 11: The New Approach
the philosophic level. In fact, the Guidance suggests that
each company create specific SOPs to drive the risk assessment process. The document states: “We recommend that
you base your approach on a justified and documented risk
assessment and a determination of the potential of the system to affect product quality and safety and record integrity”. Standards such as ISO and IEEE may facilitate development of a documented approach to risk assessment.
Often the most difficult question is not the determination of
which systems need to be compliant; the more challenging
issue is which records within a system need to be subjected
to the controls of Part 11. It is important to look at the risk
associated with the record and the data associated with the
record. Records that have an important impact on SEQ
must be approached with more attention to the Predicate
Rule and Part 11 compliance.
In focusing on risk to data and systems, it is sometimes
possible to overlook risk to patients. Processes and systems
that help monitor sites better, e.g., closing down bad sites
faster, help reduce risk to patients, are important systems to
consider in the adoption of a risk-based approach to Part 11
compliance. Sometimes these systems may not be particularly
complex. An example might be that of a spreadsheet that
may be used to make decisions regarding the safety of
patients at investigational
sites. Even though it
may only be a
spreadsheet, it is
still important
to check the
validity and
accuracy of
`
this spreadsheet
because of the
potential impact on
patient safety.

ENFORCEMENT DISCRETION AND
LEGACY SYSTEMS

“Enforcement discretion” is referred to throughout the draft
guidance, but is not defined or described in detail in the
document. The FDA expressed their intent in this document
to not take regulatory action to enforce compliance with
validation, audit trail, record retention, and record copying
requirements of Part 11, the very items that had been
addressed in the now withdrawn draft guidance documents.
Additionally, FDA announced their intention to use enforcement discretion with legacy systems that were in use prior to
August 20, 1997 – the date that Part 11 went into effect.
One interpretation of “enforcement discretion” is that FDA
inspectors will take no action during this reexamination period.
On the other hand, the Predicate Rule still applies, and the
new draft guidance explicitly states that the Predicate Rule will
remain in force for these areas. Therefore, we should continue
to expect ongoing examination of systems validation, audit
trails and other areas where record integrity could be at risk.
The guidance states that the FDA intends to exercise “enforcement discretion” with regard to legacy systems that otherwise
met predicate rule requirements prior to 1997. The definition
of a legacy system is still as cloudy as ever. Some take the stance
that if the basic system is in place and functions as originally
intended then it would fall into the definition of a legacy
system. However, most software has undergone significant
modification with maintenance releases, bug fixes, and even
upgrades while still retaining the same name and functionality.
Such a legacy system may only represent a “shell” of the original
system. A stricter interpretation would allow only systems
implemented prior to 1997 and subsequently unchanged into
the category of legacy systems. Any less rigorous interpretation
would require a clear, consistent, and documented risk-based
approach.
VALIDATION

The FDA did not intend to eliminate validation with this new
Guidance. However it does state that “the agency intends to
exercise enforcement discretion regarding the specific Part 11
requirements for validation.” To some extent we are now left
to our own devices to determine what Part 11 requires regarding validation of computerized systems. In the face of this new
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approach it is a good time to reflect on the good that has
come out of Part 11 and what we still know holds true regarding validation and Part 11.
1. Validation of software and processes is still required, and the
basic approach to validation set forth in the Predicate rule
and previous guidance documents are not new concepts.
These activities are not specific to 21 CFR Part 11, make
eminent sense and were expected in deployment of technology
in the pharmaceutical industry well before Part 11 was
a regulation.
2. FDA Guidance on Computer Systems Used in Clinical
Trials has not been withdrawn. The Guidance for
Computerized Systems Used in Clinical Trials brought
together a good deal of FDA thought concerning interpretation of 21 CFR Part 11 and brought software validation
principles to clinical systems. Validation of clinical systems
is still in force, although in light of the new guidance, there
may be some inconsistencies that need to be addressed.
3. Predicate rules have increased in importance for company
management and compliance regarding Part 11. This presents an excellent opportunity for industry to reexamine and
refocus its efforts on the truly important aspects of compliance and the predicate rules.
4. The prudent course is to continue with business as usual
for now, prioritizing validation and Part 11 compliance by
defining the impact to Safety Efficacy Quality (SEQ).
CONCLUSION

We are in a period of transition in the FDA’s interpretation
and enforcement of 21 CFR Part 11. The adoption of a narrower scope gives many in the industry relief from a challenging
and costly set of regulatory requirements. However, most of
Part 11 is a reflection of standard, high quality information
technology practices. Despite regulation, the controls and
procedures outlined in the regulation are very valuable to
assure the integrity of data. The risk to organizations in this
period lies at the extremes – either abandonment of 21 CFR
Part 11 completely, or continuation of the drive to 100%
compliance. The best course of action is balanced, reasoned,
and documented assessments of where compliance is important,
and where it is not.
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Calendar of Events
September 21-24, 2003
Fall Conference:
The People Side of Data Management
Cheyenne Mountain Conference Resort
Colorado Springs, Colorado
March 21-23, 2004
Spring Forum
La Mansion del Rio Hotel
San Antonio, Texas
October 10-13, 2004
Fall Conference
Royal York Hotel
Toronto, Canada
March 13-15, 2005
Spring Forum
Grand Hyatt Buckhead
Atlanta, GA
October 9-12, 2005
Fall Conference
Sheraton San Diego Hotel & Marina
San Diego, California
October 8-11, 2006
Fall Conference
Wyndham Palace Resort & Spa
Orlando, Florida
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Has your
e-mail address
changed recently?
SCDM is utilizing e-mail to disseminate information of
interest to the membership, via the e-Newsletter
and other announcements. Don’t miss out!
Be sure we have a current e-mail address
where you want to receive SCDM information.
You can also use the members only section of the
Web site to update your information (www.scdm.org).

SCDM Committees
The following are currently active
Committees within the Society for
Clinical Data Management.
Certification Committee
Chair: Armelde Pitre
Phone: (860) 732-5642
E-mail:
armelde_pitre@groton.pfizer.com
GCDMP Committee
Chair: Christine Little
Phone: (919) 408-8000
E-mail: clittle@rhoworld.com
Membership Committee
Chair: Brenda Hoeper
Phone: (513) 763-1308
E-mail: hoeper.Brenda@kendle.com
New Technology Committee
Chair: Don Rosen
Phone: (781) 816-0815
E-mail:
don.rosen@lincolntechnologies.com
Newsletter Committee
Chair: Cathie Muza
Phone: 508-652-5159
E-mail: muzac@bsci.com
Web Site Committee
Chair: Jeff Sadik
E-mail: jds108@attbi.com
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DATA BASICS Editorial Policies
EDITORIAL BOARD

SUBMISSION DEADLINES

(also known as Newsletter Committee)

Our quarterly publication schedule for the next 4 issues requires the following input deadlines:
Volume 9, Issue #3 (Fall)
July 28, 2003
Each issue is mailed to the membership
Volume 9, Issue #4 (Winter)
October 27, 2003
approximately 6 – 7 weeks after the
corresponding submission deadline and
Volume 10, Issue #1 (Spring) February 2, 2004
posted on the SCDM web page
Volume 10, Issue #2 (Summer) April 26, 2004
(www.SCDM.org).

Kit Howard, Co-editor
Pfizer
Phone: 743-622-7848
E-mail: kit.howard@pfizer.com
Cherie Stabell, Co-editor
Genentech, Inc.
Phone: 650-225-7672
E-mail: stabell@gene.com
Cathie Muza, Editorial Board Chair
Boston Scientific Corporation
Phone: 508-652-5159
E-mail: muzac@bsci.com

(Articles and Advertising Art Work)

PUBLICATION POLICY
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.
Neither SCDM nor the Data Basics Editorial Board endorses any commercial vendors or systems mentioned
or discussed in any materials published in Data Basics.

ADVERTISING POLICY
AD RATES**

Felicia Ford-Rice
AtheroGenics, Inc.
Phone: 678-336-2713
E-mail: ffrice@atherogenics.com
Lynda Hunter
PRA International
Phone: 913-577-2972
E-mail: hunterlynda@praintl.com
Alec Vardy
CV Therapeutics, Inc.
Phone: 650-384-8519
E-mail: alec.vardy@cvt.com
Belinda Field
Pfizer
Phone: 860-732-9880
E-mail: belinda_field@groton.pfizer.com

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

Inches
3 5/8 x 4 5/8
3 5/8 x 9 1/2
7 1/2 x 4 5/8
7 1/2 x 9 1/2

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, 1 GB Jaz disk or CD. 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
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Fall Data Basics call for
Articles and Advertising
The Fall Data Basics issue will focus on how our roles
as clinical data managers are evolving in response to
the new technologies, processes and regulations.
Share your real-life experiences with your colleagues!
Submission deadline is 28 July 2003.
Please submit any articles, ideas, etc. for publication
to the Editorial Board.
Submit advertising as indicated in the
Advertising Policy section on previous page.

Got A Website?
Want to support SCDM?
Please feel free to place a link on your
web site to www.scdm.org!
Contact Jeff Sadik
(sadikj@immunex.com) if you
need more information.

Web Sites to Check Out
ACDM
CDISC
FDA
ICH

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

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.
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A Password Policy You Can Live With

Greg Ventura, Quality Assurance Manager, DZS Software Solutions, Inc.

Security is a significant part of the FDA’s regulation
on Electronic Records and Electronic Signatures
(21 CFR Part 11). Ensuring that the name associated
with a particular record or document is in fact that
person requires good security measures. To some
extent your computer systems and hardware can help.
There will be some areas where you will have to rely
on your employees using common sense and following a company password policy.
First, let’s look at why you need a password policy.
Before the regulation even came into being, it was
just common sense to have a password policy. What
does the regulation specifically say about passwords?
Section 11.200 (a) says:
“Electronic signatures that are not based upon
biometrics shall: (1) Employ at least two distinct
identification components such as an identification code and password.”
So unless you are using some sort of ID card, thumb
print scanner or the like, you will need to have an
identification code and password. In addition there is
also the clarification in section 11.300(a)
that says:
“Maintaining the uniqueness of
each combined identification
code and password, such that no
two individuals have the same
combination of identification
code and password.”
As long as no two people are
using the same userid, this is not
a problem. The regulation also
says in section 11.300 (b):

“Ensuring that identification code and password
issuances are periodically checked, recalled, or
revised (e.g., to cover such events as password
aging).”
Finally the regulation requires that you establish
procedures as well to reduce a person’s ability to
repudiate any records or documents signed under
their name. See section 11.10(j):
“The establishment of, and adherence to, written
policies that hold individuals accountable and
responsible for actions initiated under their electronic signatures, in order to deter record and
signature falsification.”
Given these requirements in the regulation, what
kind of password policy should you set up? Passwords
are becoming very common and many people have
to juggle and remember several passwords (bank
ATM card, network login, e-mail account at
home…) If your employees have so many passwords
to remember that they start writing them down, you
are not increasing security.
This problem would lend itself to the idea that passwords should be easy to memorize. The logical solution to this would be to use words and/or numbers
that have meaning for you, such as a spouse, child,
pet or even your name or your birth date. These are
all poor ideas because they are easily guessed.
Another tactic you might use is to pick one or more
words from the dictionary. This is better than using
personal information, since the person trying to use
your account cannot rely on personal knowledge.
The downside is that there are programs that use a
dictionary to figure out your password. These programs
tend to be designed to attack network logins as
continues on next page
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opposed to software applications, but this should not
make you any less concerned. For details on one
particular security tool that can help you identify
weak passwords, look at
http://www.atstake.com/research/lc/index.html.

Another approach would be never to let passwords
expire until a security breach is detected. This
approach requires that your detection process be very
effective and timely, since you may be allowing an
unauthorized user access for an extended period.

Obviously the more cryptic a password is the less
likely anyone will guess it or crack it with a program.
However you can take this to an extreme. Who
would be able to remember the password,
“!Qs@Ef#Th$Uk”? So what kinds of passwords are
better to use? Passwords that have numbers and special
characters as well as regular characters are more
difficult to figure out than ones with just characters.
We still come back to making sure they are easy to
remember. This is where we can learn a lot from
custom license plates. A password like “ILUV28PI”
is easier to remember because it is a sentence (I love
to ate pie). It has both letters and numbers and has
no words from a dictionary. To make it even harder
to crack, just add one or more special characters, like:
“ILUV#28PI”.

Some operating systems allow you to enforce some
of these issues. Each company should look at how
secure they want their systems to be. A policy should
be developed that takes into account their corporate
culture and what will provide the best security. In the
end it is counterproductive to create a policy that no
one will follow. It also takes a certain amount of
education to make sure people understand why you
are creating this policy. You may also have to make
use of certain tools to ensure that people are complying with the policies. Hopefully in the end you will
have a policy that everyone can live with.

Another problem that you may run into is password
reuse. Your policy and software prevent the user from
reusing the same password, but they can circumvent
it by just adding a different number to the end
(abra1, abra2…). The previously mentioned security
tool might help you to figure this out.
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Complying with 21 CFR Part 11 to Ensure Data Integrity
in a Central Laboratory Setting

Melissa J. Vozza, Manager, IT Systems Validation and Regulatory Compliance, ICON

Achieving compliance in a laboratory environment has proved to be a very challenging event for all. Considering the
effort afforded the recent Y2K issue, many industry leaders are now beginning to realize that the effort required to
meet 21 CFR Part 11 Compliance is enormous and greatly over-shadows the Y2K experience. 21 CFR Part 11 is
having a tremendous impact on the issue of data integrity and data maintenance. Pharmaceutical companies are
scrambling to put together teams who understand the regulation well enough to guide their company through the
process of reaching compliance and are finding the road full of potholes. Unlike Y2K that was a one-time fix, 21 CFR
Part 11 has no boundaries, no completion date. The fact of the matter is Part 11 will be with us forever, ever evolving
as the industry grows. 21 CFR Part 11 will be in our code and our Standard Operating Procedures (SOPs), it will be
part of our vendor selection criterion and will be included in our purchasing standards, and most importantly it will
be our policy. The cost, which for some may be incalculable, becomes in reality an issue of either being in the game or
not. The word is out: become compliant and stay in the game, or face the inevitable.
As a service provider to pharmaceutical manufacturers,
core laboratories face the brunt of the Part 11 Regulation
mainly due to their many different types of systems,
both hardware and software, all of which have a direct
impact on overall data integrity. As a core laboratory,
our main objective is to deliver compliant data to
customers on a scheduled basis as a part of clinical trial.
Although not directly regulated by the FDA, our core
laboratory has made a business decision to become
compliant in order to continue to do quality business
for the regulated industry. The following approach has
proven to be effective in putting our laboratory on its
way to full compliance with the 21 CFR Part 11
Regulation: Educate/Prepare Upper Management,
Determine Intent, Evaluate SOPs and Systems, Prepare
Timelines and Objectives.
EDUCATE/PREPARE UPPER MANAGEMENT

One of the biggest hurdles in any major regulatory project is to prepare upper management for the impact of
complying with requirements that affect computer systems. Clinical Core Laboratories are not typically
required to comply with FDA regulations (Good
Clinical Practices, Good Laboratory Practices, Part 11)
but are usually Clinical Laboratory Improvement
Ammendments (CLIA), College of American
Pathologists (CAP), and state-certified. This means it is
likely that management is not aware of the Code of
Federal Regulations or what it requires. The first step in
our trip to compliance was to educate upper management in order to prepare them to make financial and
SUMMER 2003

staffing decisions. An outside firm was contracted to
prepare and deliver a training session on the 21 CFR
Part 11 Regulation to all management. The training was
developed for an audience with no prior knowledge of
the FDA regulations. A brief history in the implementation of the Part 11 regulation and its comment period
was given at this time. The following table lists the
topics that were covered and what type of management
each section aided.

ITEMS

Management Group

Comment

Requirements for Open
and Closed Systems
in the area of security

Information Technology

Most valuable item
was the discussion
involving the
definition of open
and closed systems

Requirement for systems
to be validated

IT Systems Validation and
Regulatory Compliance

Discussion of
validation of
intended use.

Audit Trail

Development Group

Discussion of what
items should be
captured

Electronic Signatures,
Electronic Records
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Development, Human
Resources, and Operations

Discussion of what
constitutes an
electronic signature
or electronic record
according to our
processes as a
core laboratory

continued on next page
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Complying with 21 CFR Part 11 to Ensure Data Integrity
in a Central Laboratory Setting
DETERMINE INTENT
Determining our involvement in the regulation was our
next step towards compliance. Once we limited the
scope for which we were accountable, we were able to
evaluate our processes and systems. Our main objective
is to deliver quality data; therefore we evaluated our
involvement in the following areas:

During the evaluation we determined:

Results Processing

Laboratory results are electronic records. All processes
relating to a result need to have a complete audit
trail. The releasing of a result requires an electronic
signature. Any modification to a result once it has
been released requires an electronic signature.

Data Management

Data Transmission files must be encryptable for
security purposes.

Change Control

Proper development and change control procedures
must be in place. Risk assessments are implemented
in critical areas of system functionality.

Computerized Systems

Laboratory Information Management Systems (LIMS)
and management systems contain electronic records.
Analytical Instruments that run the testing generate
the initial results.

Results Processing
Where are results stored? Can these results be modified?
What processes are decision making points requiring
electronic signatures? What areas are non-decision
making areas?

Clinical Data Management
How do clients get their data? Is this through an
electronic process? How are the data protected? Are
there security options available upon request to protect
unintentional distribution of data?

Change Control
How are our internal systems controlled? Are quality
decisions made before being implemented? What areas
are important to ensure data integrity? Are risk assessments made?

Computerized Systems
What areas contain electronic records and electronic
signatures? What systems are involved in a regulated
process? What systems are
responsible for
generating laboratory
results?

16
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EVALUATION OF SOPS AND SYSTEMS

The following SOPs needed to be implemented in order
to support the laboratory’s intent in complying with the
regulation:
• Electronic Signature Usage
• Electronic Records
• 21 CFR Part 11 Training
• 21 CFR Part 11 Policy
• 21 CFR Part 11 Systems Assessment
• 21 CFR Part 11 Security
• Audit Trails
• Time Stamps
An inventory was taken of all electronic
systems to begin the assessment process. Each
system underwent an assessment process that
resulted in a gap analysis (i.e., an assessment of
where we were and what was still required to
become compliant). In addition to internal
assessments and due to audit trail and security
limitations on analytical instrumentation in
the laboratory, it was necessary to contact
instrumentation manufacturers and request
information on their intent to comply with the
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21 CFR Part 11 regulation. Because not all manufacturers had this documentation, a questionnaire was created
(based on the 21 CFR Part 11 regulation) and was sent
to the customer service departments at each manufacturer.
PREPARING TIMELINES AND OBJECTIVES

Once evaluations were completed, the gap analysis was
written and was then translated into a corrective action
plan. Captured on the corrective action plan are the
task, the person responsible for the corrective action and
an estimated time for completion. While those corrective actions that require enhancements to software or
the purchase of new systems may have lengthy timeframes, the important thing for our facility was to take
ownership of the task and implement a schedule for
completion for our customers.

SUMMER 2003

SUMMARY

Earlier this year the FDA withdrew their guidance documents pertaining to 21 CFR Part 11. During this time
we focused on the fact that the regulation was still effective and has been since 1997. Since not all computerized systems may fall into the scope of the 21 CFR Part
11 regulation, knowledge of the regulations and assessing our systems were two important points we considered during out efforts in complying. We do not feel
that complying with the 21 CFR Part 11 regulation is a
“burden”; we feel that the requirements are good business practices. Delivering quality data to our customers
is our main objective and the 21 CFR Part 11
Regulation enhances our quality system.
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FAQs about CDM Professional Certification
Leigh Smith, Wyeth
SCDM Certification Committee

Below are frequently asked questions pertaining to professional certification. We hope that this list will
address your questions and concerns. If not, please don’t hesitate to forward all questions or concerns
to Armelde Pitre (chair, SCDM Certification Committee) at pitrea@groton.pfizer.com or me at
smithL13@wyeth.com. We will address all new questions or concerns in the next issue.

Q
A
Q
A

How long will the professional certification last?

It will last 3 years from the date you take the exam.
Why become certified?

SCDM’s new certification program will provide
Clinical Data Managers with the credentials they
need to demonstrate that they successfully met
eligibility criteria and passed a rigorous exam.
Certification will distinguish you among your peers
as one who has taken the necessary steps to become
well rounded in all aspects of the Clinical Data
Management profession and sets you apart as having
attained a qualifying level of competency. It will help
your professional career and help make you more
marketable.

Q
A

How can I prepare for the exam?

What are some of the types of questions that will
be on the exam?

Here are some sample questions from a few different
sections:
• CRF Design: Should the same data point be collected
in several areas of the CRF to validate the data?

SUMMER 2003
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Q
A

What is the format of the questions on the exam?

Most will be in the form of multiple choice.
Occasionally, an exhibit must be reviewed to answer
the question. Where this is necessary, the exhibit
will be provided.

Q
A

Will the exam be validated?

Yes, the exam will be validated. It will be beta tested
shortly and then there will be a statistical evaluation
performed for every test question.

Q
A

What if no one passes the exam?

The SCDM website offers a training matrix. This
matrix provides a list of resources for each of the
specific areas that will be covered on the exam. See
http://www.scdm.org/ and click on the certification
button. The training matrix located on the website
includes links to other websites for additional materials. We highly recommend a thorough study of the
Good Clinical Data Management Practices document.
This document is also available on the website.

Q
A

• CRF Tracking & Inventory: Why is it important to
have some type of CRF tracking or inventory?
• Overall Clinical Process: What purpose does the
protocol serve?

The statistical evaluation is being done to ensure that
this does not happen. If the results of beta test prove
that the question was too hard, it will be modified
for clarity or removed from the exam.

Q
A

Who will do the beta testing?

The beta testing is being offered to clinical data
managers on an industry wide basis.

Q
A

How many questions are on the exam?

There are approximately 300 questions on the exam.
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Take Charge of Your Career

Kim York, Senior Consultant, The Cambridge Group, Ltd.

For those of you in the Research and Development
area of the dynamic and ever- changing Pharmaceutical
industry, specifically clinical data management, the
job market has undergone many changes in the past
two years. What is happening in the U.S. economy is
now trickling down into the pharmaceutical industry
and the luxury of being “shielded” from the changes
going on around it is gone. While pharmaceutical
companies have continued their steady increase in
R&D expenditures, the increased profit margin goals
and the search for greater efficiency of operations have
greatly affected their hiring practices. By realizing
these changes, you can more efficiently manage your
job search and career growth in an informed and
successful manner.
First and foremost is the fact that the demand for
highly skilled professionals involved in all aspects of
clinical trials has NOT changed. The demand is still
very high. What has changed is that during their
quest for greater efficiency of operations, pharmaceutical companies are now seeking to hire only the
highest quality candidates. Our conversations with
hiring authorities on a daily basis have one common
thread - their desire to hire a candidate who can “hit
the ground running.” Candidates who have sought to
increase their skills in keeping up with both changing
job roles and the constantly evolving technological
processes affecting the industry will be victorious.
To that end, what follows are some ideas to keep in
mind, whether you are considering a job change or
seeking career growth in your current role.
DEVELOP PEOPLE MANAGEMENT SKILLS

If you have been blessed with good people skills, it is
wise to develop them in any way possible. This will
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be useful in both line management positions or on a
project management level. In this market, companies
are seeking out those individuals who can not only
inspire people to perform to their highest level on a
daily basis, but also develop and mentor staff to meet
expanding job roles.
STAY INFORMED

To expand your career, you must stay aware of how
changes in technology and industry trends are affecting your role in the market. There are several good
ways to keep abreast and stay informed.
THE WEB

The internet is an infinite source of information. All
companies have websites that include job postings.
Browsing through them on a regular basis, even if
you are not looking for a new position, will help you
identify current trends and point out skills that you
should seek to develop. For example, trends such as
the industry emphasis on Electronic Data Capture,
the movement toward project management for some
companies versus the trend toward role specialization
for other companies, the current emphasis of major
pharmaceuticals towards a more global outlook, the
trend toward particular database systems - each having
an affect on industry job roles. Job responsibilities are
changing and evolving every day. Knowledge is power.
CONFERENCES

Attend conferences or society meetings relating to
your field of expertise. By doing so, you will learn
what is going on in the industry as well as meet other
people in your field. Networking is a powerful tool in
a job search. You never know whom you might meet.
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TALK WITH RECRUITERS

A competent and industry experienced recruiter can
be invaluable, whether you are looking for a new
position or happy in your current role. Remember
that niche-specialized recruiters are on the phone all
day, every day with people like you. They understand
current issues and know industry trends and they
stand ready to assist you with their insight and career
advice. They know what skills are currently in high
demand and can help you emphasize them both on
paper and to their clients. By utilizing a recruiter in
your job search, your resume will not be one of
thousands being input into a database on a daily
basis from websites. Knowledgeable and industryrespected recruiters will utilize their well-developed
client relationships to highlight your assets to those in
a hiring capacity on a personal level. They will assist
you every step of the way.
KEEP YOUR RESUME UPDATED

The market of today is riddled with mergers and
acquisitions. One can become an employee of a rival
company virtually overnight or show up one morning
to their job of 12 years, only to be told that it is their
last day. If a merger is on the horizon, don’t wait for
the ball to drop before you consider assessing your
skills and abilities and putting them on paper.
The job market for those involved in the development
of new drugs has changed and continues to change
every day. Keeping up with the changes is a key
element to both a successful job search and career
growth. Take charge of your career and don’t allow
a changing market to take charge of it for you.
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The Change Master

Michael B. Higgins, Belgard Business Transformations

“Non-stop change is merely lots of
different changes that overlap…
we must adopt a mindset of
change as the norm.”
This statement may sound a bit odd, but it really has significant impact for people at all levels of an organization.
How many of us have said, at one time or another:
“everything will be ok after this (re-organization,
merger, acquisition, divestiture, downsizing, system
implementation… fill in as appropriate) is over and
things get back to normal”? The difficulty is it will
never get back to normal. We must face the fact that
another change is already on the way. If you’re lucky,
only one change occurs at a time but most likely we
will face multiple or overlapping events.
Given this, what must we do to live and survive in
changing organizations? You may be a data analyst,
research specialist, project manager, chief scientist or
CEO and the issues are essentially the same. The only
thing that changes is the number of people you directly/indirectly impact and the consequence of error.
We can choose to be in a constant state of stress
about the ongoing whirlwinds of change, or we can
re-define our role to embrace the challenge and use
the energy of organizations in flux to accomplish our
goals and excel. Those that allow themselves to be
constantly buffeted become Victims of Change
(VoC). Many employees that I have met over the
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years feel they are continually VoC’d by their organization and the people around them. This is terribly
enervating and can make work true drudgery.
To step up to the challenge of changing organizations,
you will need to adopt a new personal metaphor.
Whereas you may currently view yourself as the most
seasoned manager, the technical expert or a master
organizational politician, your new metaphor may
need to be “The Change Master”. Becoming a successful change master is important if you want to
take positive personal control of your career, business
environment and work-life balance. If you understand, anticipate and take steps to “ride the wave”
of change, your ability to navigate organizational
“whitewater” will be greatly enhanced.
Here are some things you can do personally to
become a change master:
• Paint a clear picture (as clear as you can) of where
your organization is going, include short-term and
long-term views.
• Be honest about what you don’t know. Employees
at all levels (including management) are often in
the dark. Even if you don’t admit it, people will
notice so you might as well be up front and honest.
• Give grace to the past; acknowledge what was good
previously but don’t dwell on it, focus forward on
what will be (the clear picture).
• As change unfolds, celebrate success and build
momentum. This helps keep a positive focus on
the change. If you have developed a Critical Path
model to guide the change, you can use key milestones as opportunities to highlight success.
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• Gather as much information as you can about the
nature of the change and its implications. This
doesn’t mean snitching competitively sensitive data,
but it does mean staying aware of the facts and
realities of the business.
• Keep a positive personal attitude. Many think that
their own feelings in the workplace can be masked
or hidden from others. *WRONG* If you are
negative about what is going on, it will come
through in your tone, choice of words and
demeanor. Don’t be disingenuous however. If you
have concerns, be candid but keep your focus on
achieving your goals.

is not impossible. As with so many things, managing
change becomes easier with practice and making the
conscious choice to try. The alternative is to continue
to flounder with wave after wave of change washing
over you. The choice to try some of these techniques
is yours. I wish you well.

• Stay focused about what really counts (the clear
picture). It is easy to receive lots of confusing
direction during periods of turmoil. Figure out
what the 3-5 key performance metrics are that
really count and stay focused on them.
• Recognize that if you are getting resistance from
others, it may not be about you. Many times in
large change processes, people demonstrate their
grief for what is being lost by resisting the new
arrangement. If you help them focus on a new
purpose, much of the resistance will fade.
Each of these points is equally valid for non-management and management employees. If you are part of
the management team, your responsibility is not only
to become a change master personally, but also to
help your people deal with change successfully.
All of the above is relatively easy to say, and significantly
more difficult to do. However, I have seen people at
all levels of organization in every conceivable industry
do these very things. Therefore, I have to conclude it
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The 2003 SCDM

Spring Forum

April Pennacchio, our very capable
event coordinator, making sure
everything is running smoothly

The 2003 Spring Forum was held in Palm Springs in mid March,
and was by any measure a grand success. For those who are not
familiar with the format, the Spring Forum differs from the annual
conference in that it is smaller, more aimed at managers, and is
designed to promote discussion and dialogue, rather than a more
traditional lecture environment. This year, the theme was the interactions between CDM and other functions upon whom we most
depend. The functions chosen were Monitoring, Drug Safety,
Biostatistics and Project Management. Each participant was randomly
(yes, really randomly!) assigned to one of the four functional discussions, and then rotated rooms such that by the end of the meeting
everyone had participated in every topic. Each session was facilitated
by two people, and the facilitators did a marvelous job of keeping the
discussions fresh and lively. Many many thanks to them!
The festivities were supposed to have kicked off with an aerial tram
ride up the mountain and dinner at the top, but a couple of weeks
prior to the meeting cracks were found in one of the
pylons, and the tram was closed. We were going to
have a buffet dinner by the hotel pool, but Palm
Springs received the year’s allotment of rain the weekend prior to the meeting, so we settled for a very tasty
Mexican buffet indoors. Many thanks to April
Pennacchio and her colleagues at PMA for making
the alternative arrangements, and for making sure that
our conference ran smoothly.
The keynote speaker the following morning was Barbara Tardiff,
and she enthusiastically led us through the top ten
reasons why we should be REALLY excited about
being in clinical data management RIGHT NOW!
Accompanied by some very amusing photos, the list
was as follows:

10. We get to work on really interesting stuff (like
cutting edge therapies & nanotechnology)
Sally Cassells (left), SCDM Chair
and Co-chair of the 2003 Spring
Forum, with Barbara Tardiff,
keynote speaker
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9. We get to work with really cool technology (like html & xml and
ever more highly integrated information environments) that is
important because, as Barbara said, it “makes it easier to connect
new stuff and old stuff and your stuff and my stuff”
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8. We have the opportunity to interact with other smart, interesting
people

7. We have the chance to work in the terrific standards community
(like CDISC and HL7)

6. We get to play new roles (the old roles are changing and new ones
are evolving all the time)

5. We have the opportunity to grow in our jobs (technical and leadership growth)

Greg Dziem, co-chair of the 2003 Spring Forum

4. Our data can become more valuable to us and our organizations
(by warehousing, re-purposing, and integrating data)

3. We have the chance to engineer and lead change in our organizations
2. We can be responsible for helping our organizations minimize
costs while improving efficiency (saving money and earning
brownie points)

1. We can help enable more effective therapies to get to market faster
Pretty cool stuff when you think about it!

Mariachi band entertaining the crowd at the kick-off Mexican dinner

Following this you will find summaries of the discussions from the
Biostats and Drug Safety groups, and the Project Management and the
Monitoring summaries will be available on the SCDM website shortly.

Biostatistics and Clinical Data Managers
Facilitators: Lauren Shinaberry and Rich Schiefelbein
The Biostatistics sessions of this year’s Spring Forum set out to tackle
the questions about how and when statisticians are needed to ensure a
quality clinical data management product - namely an analyzable database. Participants were divided up into smaller groups to discuss two
specific questions and then all groups were brought back together to
share their ideas and discuss them with the whole team. Some very
good discussions resulted from this. Highlighted here are the recurring
themes and also some unique perspectives that were uncovered during
these exercises.
continued on next page
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Abdelhak Oualim, conference attendee, enjoying the excellent
Mexican food at the kick-off dinner

Lauren Shinaberry and Rich Schiefelbein, facilitators for the
Biostatistics session
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The 2003 SCDM

Spring Forum
continued from previous page

Attendees enjoying the lovely, if
late-arriving, Palm Springs sun by
the hotel pool

How should statisticians be involved in the clinical data management process?
• All parties agreed that an analysis plan needs to be available as soon as possible.
While protocols have a section on the analysis of the data, it is often very
generalized. It was also recognized that there are numerous real-world obstacles to getting this accomplished, but if all parties (clinical,clinical data
management, project management and statistics) can be shown the benefit
of this early planning, perhaps some of these obstacles can be overcome.
• Statisticians should be consulted during CRF design. If the statistician knows
that a data point is gong to need to be categorized they may be able to
recommend that a free text field be changed to a code list. They can also
provide input on fields that must be set up to accept only numbers.
Additionally, a statistician can be your ally in preventing “clutter” from ending up on the CRF that does not contribute to the endpoints of the study.
• It was agreed that statisticians need to review the data prior to locking, but
there were differing views on exactly when this should occur. The biggest
concern was that statisticians finding issues that clinical data management
was already looking into would duplicate review efforts. To solve this problem,
statisticians should understand the clean up activities that
data management is doing and not duplicate this effort. An
alternative is to not provide statisticians with the data until
clinical data management considers it clean.
• More on reviewing the data: Statisticians need to be involved
during the development of the edit specifications or cleaning
rules to provide input on what they are expecting the data to
look like at the end of the cleaning process. They can also
provide input for aggregate review of the data and discuss
when in the cleaning process this should occur.
The last point that Rich and I would like to share from these discussions is that
statisticians need to be trained in what clinical data management needs from
them during review of the CRF design as well as the edit specifications. Clinical
data management needs to be trained on how to review an analysis plan and
provide input if they are aware of a problem with collecting and cleaning a data
point that is crucial to the analysis. Too often, the steps are in place for these
reviews to occur, but the individuals involved do not know what they are reviewing for. For interactions between these two departments to be successful, both
groups need to know the expectations. Statisticians should feel comfortable in
recommending edits be removed if they are above and beyond what is needed
for analysis
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and thus save time in money that would otherwise be spent in “overcleaning” a non-critical field. Clinical data mangers need to feel
comfortable asking questions about the statistician's expectations on
the cleanliness of the data.

Drug Safety and Clinical Data Managers
Facilitators: Murray Barnhard and Joyce Goodman
The “Drug Safety” breakout session was facilitated by Murray Barnhart,
Director AE Processing, and Joyce Goodman, Director Global Medical
Encoding, both at Bristol-Myers Squibb. Discussions centered on the
different purposes of the clinical and safety databases and how that
drives many of the processes.
The key issue identified is that safety departments are driven by regulatory reporting requirements. A primary role of Drug Safety is to provide
timely information so that an investigator can make informed decisions
regarding the benefits and risks to the study population. If an event is
serious, not in the Investigator Brochure, and is related, it must be
reported to health authorities within 15 days. If a death or life threatening, the timeframe is reduced to 7 days. Clinical databases must adhere
to internal datalock timeframes, but there are no regulatory implications
if those timeframes slip.
Most companies maintain separate databases for clinical and safety data
and try to reconcile them, with Clinical usually the driver. The purpose
is to ensure that every SAE or death reported in the safety database is
also represented in the clinical database. The degree to which this reconciliation is done varies, with the number of items reconciled varying
from 3 to 20. It was suggested that reconciling 4 key items: patient ID,
terms with similar medical concept, onset date within an agreed-upon
window, and causality, would result in an acceptable process.
Complicating the reconciliation process is the use of different coding
dictionaries, although many companies have already implemented use
of MedDRA in both clinical and safety data.
Drug Safety departments initially receive SAEs; the form submitted may
or may not be the same form submitted for clinical data processing. If
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Joyce Goodman and Murray Barnhart, facilitators for the Drug
Safety session

Paula Chambers and Michael Moss, facilitators for the
CRA session

Michelle Meany and Ralph Russo, facilitators for the Project
Management session (and she was a birthday girl!)

Anita Walden (left) and Gina Minter, two conference birthday girls!
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The 2003 SCDM

Spring Forum
continued from previous page

the same, the investigator site can record the information one time for an initial
report, and then send in follow-up information as appropriate. When different
forms are used, the site needs to complete two forms for each SAE; this can
result in different information sent to clinical than was originally sent to safety
as the second form does not have the time-critical nature and may then include
some updated information.
Query generation and processing differ across companies. At some, both safety
and clinical generate their own queries. A reconciliation meeting is then held to
review the queries and share update information. At others, any queries safety
requires are communicated to clinical which does all the query processing.
IND safety updates and Annual Reports are typically the responsibility of the
safety departments, but there is some difference regarding
which data are used for reporting purposes. Although the
majority of companies use the clinical database, there are some
that use data from both sources, clinical and safety.

The main conference meeting room
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A key take-away from this session is the importance of communication between Safety and Clinical Data Management.
There is a lack of understanding on the part of Clinical Data
Management regarding the regulatory requirements that safety
must adhere to and how that drives all their processes, and on the part of Safety
regarding the need of Clinical Data Management to have a clean database. It
was suggested that it is important to ensure education as to the roles that each
group plays in the drug development process. In addition, cross training would
facilitate a closer relationship between the two groups.
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Register for the SCDM Fall Conference!

The People Side of Data Management

Cheyenne Mountain Resort
Colorado Springs, CO
September 21-24, 2003

Be sure to visit the SCDM website at www.scdm.org to see the
conference brochure and to register for this exciting conference.
Space is going fast, so register early!
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Fun Stuff
Here is a challenge to get the little grey cells working! There are 89 words in this word search puzzle.
They all appear in this issue of Data Basics, but the words themselves are not listed here because that
would make the puzzle too easy! Words can go up, down, backwards, forwards or diagonally. When you
have found all the words, the remaining letters will spell out a secret message that is 81 characters long.
There are no acronyms, but beware – some words may be plural and others not, regardless of whether
you see a trailing ‘s’… Have fun!

N
H
A
R
D
W
A
R
E
L
B
A
T
N
U
O
C
C
A
T
P
Y
R
C
N
E
A
F

E
E
Y
I
T
N
E
I
C
I
F
F
E
X
C
E
L
L
E
N
C
E
O
E
S
G
R
O

W
G
G
S
T
A
N
D
A
R
D
S
F
Y
R
O
T
A
R
O
B
A
L
R
Y
A
C
R

S L E T T E R
D E L W O N K
O L O N H C E
N I M
G U I D A N
E E T T I M
T A T
R U G
D E T
G T H
E A
C T
C E W I N P
U C F A A O
S I T N I D
T G I A L A
O L D L P T
M A U Y M A O
E C A S O B D
R I F I C A T
N G N S E S R
C O O R D I N
C L I N I C A
M E T S Y S E
G O A L S N T
E Q U I R E M
T I L I B A F
T N A V D A D
H I V E D E B
U M E S T N E

E
L
T
M
C
M
I
A

S
C
A
P
E
O
D
D

P
P
N
P
N
C
E
I

K
U
Y
R
U

R
N
T
R
L

O
I
I
E
A

N
O
I
T
A
L
U
G
E
R
O
F
N

N
N
O
I
T
A
Z
I
N
A
G
R
O

T
I
N
F
O
R
M
A
T
I
O
N
P

O
H
E
E
P
E
N
L
N
W
Q
N
T
N
E
M
E
V
O
R
P
M
I
S
Q
W
E
M

N
B
A
C
R
L
T
A
R
T
U
U
S
R
E
E
T
N
U
L
O
V
E
I
U
N
R
O

S
O
I
R
I
E
I
V
H
E
E
T
P

L
E
T
L
A
E
U
C

I
R
I
O
M
F
F
C
E
N
C
R
J

B
U
O
T
S
A
I
N
A
N
E
O
N

T
E
O
O
I

X
S
P
U
E

I
X
A
K
L
R
T
U

C
P
E
C
I
S
A
M

I
C
K
T
A
T
C
C
O
T
B
P
R
A

N
Y
E
R
E
T
H
N
G

L
P
Y
L
A
R
A
E
A
C
I
P
M
D
T
C
H
I
E
R
A
R
C
H
Y
I
G
N

I
R
R
A
E
T
T
T
U
T
N
O
I
S
S
I
M
S
N
A
R
T
H
C
C
P
I
I

T
O
A
C
Q
U
I
S
I
T
I
O
N
H
I
N
O
R

Y
T
N
C
M
O
O
L
I
S
I
O
I
S
S
O
O
N

E
V
I
T
C
E
M J
S B
R O

G
O
O
U
N
N
N
N
I
N
T
C
N
T
C
R
S
E
A

Y
T
I
R
G
E
T
N
I
C
I
I
A
S
A
T
E
X

O
Y
T
A
I
M
P
A
C
T
A
M
C
L
R
C
T
B

O
P
C
T
R
A
C
K
I
N
G
F
D
S
E
E
U
I
M
L
P
A
L
C C
E
O I
M
N T
E
S I
N
U R W T
L C O R
T I N O

D
E
I
E
G
E
C
N
E
R
E
H
D
A
E
L
Y
D
S
E
N
O
T
S
E
L
I
M

R
O
D
N
E
V
I
P
R
O
C
E
D
U
R
E
S
P
E
C
M
E
A
S
U
R
E
S

If you really can’t stand it any longer, email Kit Howard at kit.howard@pfizer.com for a copy of the word list. If you really really can’t
stand it, she’ll send you the puzzle solution.
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SCDM@PMA

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