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Adverse Events Data is the focus for this issue of Data Basics as adverse events often
contain the most important safety information in a clinical study. Data managers and other
study team members work to ensure safety data is captured in a manner to facilitate proper interpretation and meaningful analysis. Other important aspects of safety data are the reconciliation of serious
adverse events among the clinical and safety databases, coding and the use of EDC, all represented by
articles.
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Safety Data—What Is It and Where Did It Come From?
By: Debra Sachs, MS, Pfizer, Inc.
Imagine for a moment that
you have a rare disease and
will die next week. Now
imagine that you are offered
a pill that will cure you but
may cause you to have
migraine headaches every
day for the next month. Do
you take the pill? What is
your choice if your disease is not fatal? And what
if the side effect(s) of the drug were more (or less)
severe?
These types of choices must be weighed when
drugs are approved (or not) for commercial use. In
order to make sure the benefits outweigh the risks,
we rely on accurate data that provide information
on not only whether the drug works (efficacy) but
also on its side effect profile (safety). So when a
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for Organizing a Successful Study Group

18
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drug is submitted for approval, the regulatory
agency will be looking closely at things like: the
rate of adverse events (particularly those that result
in serious consequences and/or are decidedly
related to the drug under study), laboratory
anomalies, changes in vital signs (like blood
pressure and heart rate), and indications of
interactions with other medications.
For any new drug, multiple studies are run with
patient populations large enough to detect the
more common side effects, with the hope that any
less common side effect will reveal itself. In
addition, surveillance of safety in the general
public is an ongoing activity even after a drug is
approved and on the market.

Continued on page 4
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Letter from the Chair

SCDM Committees

By: Sharon Miller, Business Consultant, Lilly
Dear SCDM Colleagues:
In the last issue of Data Basics, I shared that the
Board of Trustees was planning to engage in an
exercise to review and update the strategic plan
for the Society. I’d like to take this opportunity to
update you on this important work.
First, let me provide some brief background
regarding why this strategic planning exercise was
initiated. I believe that every one of you can likely
testify, based upon your personal experiences, that
the world in which you live and work is rapidly
changing and that the field of Clinical Data
Management is no exception. As I mentioned in my
previous letter, although the organizational structures, roles, processes, and tools that we use to do our
work will undoubtedly change, the basic need to
ensure that the right data gets collected to enable
pertinent scientific questions to be accurately
answered with confidence and integrity will remain.
During this year’s Spring Forum, many of you
shared your thoughts and vision for what the
discipline of Clinical Data Management will look
like in the future. We’ve also heard from many others
of you, through committee meetings, member
surveys, and other forums, about the changing
environment in which you work. In order to ensure
that SCDM continues to be a viable and relevant
organization well into the future, the Board made it
a priority to spend time updating the Society’s
strategic plan, using your input as a guide. I’m very
pleased to be able to introduce the refreshed purpose,
values, and vision for your SCDM.

Our Purpose
To advance excellence in the management of
clinical data.

Our Values
Knowledge and Experience of Our Members
The intellectual capital and collective experience
of our members are our greatest assets.
We rely on and embrace the participation and
contribution of our members and volunteers.
Scholarship
We encourage and promote rigor and discipline
in the research of topics affecting our industry.
Our positions, publications and programs will be
the result of scholarly investigation.
Quality and Continuous Improvement
We are committed to the development and
enhancement of products, services and relationships of the highest quality.
FALL 2005

Open Communication
We encourage open communication and
information sharing.
We provide our members with insight into the
organization’s initiatives and activities.
Integrity
We exemplify and expect honesty and integrity.
Our Vision
To be the premier, most influential, and the
“must join” association for those who manage
clinical data.
So, you may be thinking, “These sound like
some fairly high level statements. How is this
really different than before?” In answer to that
question, I’d like to point out a few of the things
that will and will not change.
• Things that have not and will not change:
o Our commitment to advancing excellence
in managing clinical data.
o Our commitment to gaining recognition
for the unique value that the people who
work in clinical data management bring to
the clinical trial process.
o Our recognition of the knowledge, experience, and participation of our members as
our greatest asset.
o The need to ensure that the right data gets
collected to enable pertinent scientific
questions to be accurately answered with
confidence and integrity.
• Things that are changing:
o The organizational structures, roles,
processes, and tools that are used to manage
clinical data. In recognition of this fact, you
will notice an intentional shift in the
wording of SCDM’s Purpose Statement:
Old: To advance the discipline of
Clinical Data Management.
New: To advance excellence in the
management of clinical data.
This does NOT mean that SCDM is no longer
focused on the discipline of clinical data
management. It does mean that we recognize
that, to some, the term Clinical Data Management (CDM), is strongly associated with
specific roles and responsibilities. As newly
stated, the purpose is broader and embraces all
who are engaged in clinical data management
activities that lead to data quality, regardless of
organizational structure or changing job titles.

The following are currently
active Committees within the
Society for Clinical Data
Management.
Certification Committee
Chair : Armelde Pitre
Phone: (860) 441-5642
E-mail: pitrea@snet.net
External Relations Committee
Chair: Jill Vath
Phone: (650) 225-2297
E-mail: vath.jill@gene.com
Finance and Marketing
Committee
Contact: Audra McRae
Phone: (919) 465-6080
E-mail:
audra.mcrae@nc.crl.com
GCDMP Committee
Chair : Christine Little
Phone: (919) 408-8000
E-mail: clittle@rhoworld.com
Membership Committee
Chair : Brenda Hoeper
Phone: (513) 984-0450
E-mail:
Brenda.Hoeper@quintiles.com
Publications Committee
Chair: Kit Howard
Phone: (734) 576-3031
E-mail:
kit@kestrelconsultants.com
Web Site Committee
Chair: David Borbas
E-mail:
david.borbas@jazzpharma.com

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.

Continued on page 5
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Safety Data—What Is It and Where Did It Come From?
Continued from cover
Just as physicians and consumers weigh the risks
and benefits in determining whether to use a
particular drug when faced with a choice to treat a
disease or symptom, regulatory agencies must
weigh these factors and more in determining
whether to approve new drugs for use. The process
is complex and involves at a minimum: assessments of the seriousness of the disease being
treated; whether another drug is currently
available for the disease; how well the drug works,
and of course, its safety profile. The more severe
the disease being treated and the fewer treatment
options there are available to patients, the more
risk-tolerant the regulatory agency is likely to be.
This careful evaluation of new drugs was not always
the usual procedure. In the 19th century, only
imported drugs were federally regulated; domestically produced pharmaceuticals (including those
pretending to be such) were bought and sold at
one’s own risk.1 It was in 1906 that the first Food
and Drugs Act (also known as the Wiley Act) was
passed by the United States Congress and signed by
President Roosevelt. A federally funded group,
called the Bureau of Chemistry, administered the
act with a focus on the enforcement of truth in the
product labeling of food. When Harvey Washington Wiley, the chief chemist in charge, retired in
1912 their focus began to shift to include pharmaceuticals.
In 1937, a Tennessee company marketed an
untested children’s syrup (called Elixir Sulfanilamide) containing a chemical analogue of antifreeze. Over a hundred people had died before a
new congressional act mandated the pre-market
approval of all drugs. Hence, the now-called United
States Food and Drug Administration (FDA) was
responsible for ensuring that marketed drugs were
tested and found safe enough for the public to use.
Efficacy testing was added after the Thalidomide
fiasco (a drug used to treat morning sickness in
pregnant women that was later found to cause
severe birth defects) in the early 1960’s. In addition,
the events surrounding Thalidomide triggered the
formation of regulatory agencies in many European
countries.

country but had to go back to the drawing board
to gain approval in another country. With an
attitude of collaboration, the ICH has been quite
successful in their efforts to standardize the way
safety data are collected and reported when new
drugs are submitted for marketing approval.2 This
has resulted in a more streamlined and costefficient process for making new drugs available to
people around the world.
Today, one only need to turn on the television or
read the newspaper to see how the focus on drug
safety has increased. You’ve probably seen the
commercials on TV and may even have wondered
why pharmaceutical companies would bother
advertising a drug with all those side effects. All
drugs have side effects of some sort, and direct-toconsumer advertising, a regulated activity, is
required to disclose the safety profile of the drug
being sold. This allows patients to make more
informed decisions about the balance of risks and
benefits the drug may provide.
It may not always be a choice of dying versus
living with a month’s worth of headaches, but it is
always a choice. We in clinical data management
have the important responsibility of ensuring it is
made with the most accurate information
available. Not because the regulators tell us to, but
because it’s the right thing to do. Besides, you
never know, it may impact our own choices one
day, or the choices of those we love.
References
1

FDA History, available at http://www.fda.gov/oc/history/
historyoffda/default.htm.
2
ICH History; available at http://www.ich.org/cache/compo/276254-1.html

Debra Sachs has a BS in Mathematics from Eastern
Michigan University and a MS in Biostatistics from
the University of Michigan. She has worn hats from
data manager to statistician and currently works as a
medical writer, reporting on efficacy and safety in
clinical trials, for Pfizer Inc.

In the 1980’s, as new product registration was
becoming a more global practice, the International Conference on Harmonization (ICH),
which pulls together regulatory groups from all
over the world, was formed. Varying requirements
across countries made it difficult for those seeking
approval. A company could find that they had run
enough studies and collected the right data for one
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The Expanded Role of the Coding Specialist
Lisa Nastari, RN, BSN, Genentech, Inc.
“Garbage in equals garbage out.” I think all of us working in the
industry have heard some variation of this statement inferring that the
clarity of the data coming in will be reflected in the output. This
philosophy weighs heavily in the coding world where coding specialists
attempt to seek clarity on ambiguous terminology and to code
ambiguous data when clarity is not possible. As our cost conscience
minds move us towards reducing coding queries and drug safety
profiles are scrutinized, the coding specialist has the opportunity to
expand her/his role in order to help facilitate clear and concise data
collection. The coding specialist can assume the following tasks to help
meet the goal of collecting clear and concise data for coding:
Protocol Template Development: Coding specialists can assess
pertinent safety sections of standard protocol templates for clarity
and precision. If safety sections are ambiguous or are open to
interpretation, site personnel will often interpret the language
differently. Differing interpretations can lead to two people recording the same finding or event in a manner which leads to coding
differences. Coding specialists can participate in reviewing and
recommending protocol language that is clear and concise in order
to facilitate consistent data capture.
Case Report Form (CRF )Review: Participation in reviewing a
draft CRF can help to ensure that CRF design correlates with the
protocol and enables clear data collection. Additional questions may
be asked on CRFs that are not reflected in coding fields and
therefore may skew the coding. For example, a CRF may have a
check box that captures “anatomical location of event” and a
separate text field for the event description. If the anatomical
location is not used in the coding, the description itself may be
coded to a very general term versus a more specific one.
The coding specialist can participate in his/her respective company’s
standards committee to help develop and implement data collection
standards that meet the goal of collecting clear data for coding. The
coding specialist can identify pitfalls of project-specific CRFs that
may have lead to coding inconsistencies and inaccuracies.
Training: Coding specialists can provide training to Investigators,
Monitors, Study Coordinators and other related personnel on
recording events. Listing examples of confusing terminology or
medical abbreviations that require clarity may reduce the number of
queries generated for vague event descriptions. The audience can
pose questions during training that can be addressed and may reduce
coding issues later. The goal of training is to provide the audience
with clear versus ambiguous data without guiding coordinators or
monitors to select certain terminology depicted in a defined coding
tool. Excessive guidance or rigid definitions may lead site personnel
to skew data. Coding specialists can evaluate the effectiveness of
initial training by reviewing coding query patterns identified during
the study. Study teams should be notified of query trends in order to
provide feedback to appropriate study personnel. The coding
specialist can participate in study coordinator or monitor meetings
to share information on identified trends so the coordinators and
monitors can address the issues prior to data coming in house and
thus, reduce the number of coding queries.
FALL 2005

Standard Operating Procedure (SOP) & Guideline Development: The Good Clinical Data Management Practice (GCDMP)
has numerous sections that pertain to coding. This documentation
can help coding specialists generate related SOPs and Guidelines
around coding processes. The coding specialist can also provide
feedback to the GCDMP committee to ensure future versions
continue to reflect best practices in coding.
Thesaurus Steering Committee: Implementing a Thesaurus Steering
Committee charter with cross functional representation is an endeavor
the coding specialist can undertake to expand his/her role. Uncertain
terms which pose difficulties for coding can be addressed in this type
of forum where discussions and decision making can be made to
define actions for such ambiguity. Coding conventions may arise from
these discussions and can be documented to ensure consistency
amongst coding specialists. SOP development may also arise from
such meetings where coding actions or coding software implementation may affect multiple cross-functional teams. Formulation of a
Thesaurus Steering committee offers opportunities to educate other
members on the process of coding.
The expanded role of the coding specialist and including their input
may help put to rest the old saying “garbage in equals garbage out.”
Lisa Nastari BSN, RN joined Safety Data Management at Genentech
in 1999. Prior to this, she worked in Pediatric Critical Care, MaternalChild Health and Pediatric Bone Marrow Transplantation at UCSF
and Lucile Packard Children’s Hospital at Stanford. She holds a BS in
Nursing from the University of San Francisco and a BA in Biology from
the University of California, Santa Barbara.

Letter from the Chair
Continued from page 3
SCDM is, and will continue to be an advocate and resource for
excellence in managing clinical data and for those engaged in
this field of work.
o Core values as guiding principles. This does not mean that these
values were not held by SCDM in the past. What’s new is that
we have specifically called them out as core foundational
concepts that will be actively used to guide all that we do.
We are very excited about the direction SCDM is heading and hope
that you are too. Although there is still much more work ahead, these
foundational concepts will guide us as we begin setting specific goals
and prioritizing activities for 2006 and beyond. Stay tuned for more
information over the coming months.
If you have questions, comments, or want to get more actively
engaged in SCDM activities, please feel free to contact me or any
other member of the BOT. As always, we welcome, encourage, and
look forward to hearing from you.
Best regards,
Sharon
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EDC and Patient Safety in Clinical Trials
Jeffrey A. Green, Pharm.D, FCP
President & Chief Executive Officer
DATATRAK International, Inc.
Excerpts from presentations at the FDA Advisory
Panel Meeting on Drug Safety and Risk
Management, May 19, 2005, Washington, D.C.
and the SCDM Fall Conference, October 11,
2005, San Diego, California
Introduction
EDC solutions are proven to provide scalable advantages in clinical
trials, yet adoption rates remain slower than justified. Such hesitancy
in this “innovative” industry is contrasted to many other areas where
Internet technology has been aggressively embraced.
The ability of EDC to reduce costs and provide overall acceleration
of development in clinical trials is well-known (1, 2), but these
advantages are actually not the most important attribute. With
technology, real-time “data awareness” is now possible with access
characteristics unobtainable with paper methods. Under the
hypothesis that the ability to know has a direct impact on the ability
to react, EDC can play a critical role in the proper surveillance of
the increasingly important issue of patient safety in clinical trials.
Safety and surveillance of the patient is the paramount issue in
clinical trials. Agencies such as the FDA exist to provide assurances
as to the safety and efficacy of clinical trials. Safety is always listed
first. Having been in hundreds of presentations pertaining to the use
of EDC, many topics are routinely addressed such as: technical
architecture, database formats, training, and export frequencies.
Price is usually discussed repetitively. Patient safety has never been
mentioned in any of these meetings.
The Issue – Suboptimal Data Awareness with Paper Methods
Paper-based clinical trials produce insurmountable delays in
“informational visibility” as the complete picture of an investigational agent are buried for four to six months (or longer) before
existing in a collated, digital environment permitting scientific
examination. This can be unequivocally proven with audit-trail
histories in actual clinical trials as shown in Figure 1. EDC allows for
examination of such information seconds after data entry anywhere
in the world. The ability of EDC to provide instantaneous information is not conjecture – it is fact. It is impossible to have equal “data
awareness” capabilities with paper-based clinical trials. For most
things in life, it’s better to know than not to know.
Figure 1 shows metrics obtained from a global EDC trial where as
much as four to six months passed from the time of data entry to
review by the monitor. The information was collected from automatic audit trails that were date-, time- and identity-stamped with
EDC. This report proves that absent the proper use of technology in
clinical trials, delays in “data awareness” are indeed six or more
months with the administration of investigational drugs.
What one does not know – one cannot react to. Adverse trends in
the actions of a drug or device wait months before being summarized in paper-based trials. Such delays could allow for needless
exposure of subsequent patients. The traditional “solutions” of
FALL 2005

Figure 1. Delays in days in the reviewing of clinical trial information
in a multicenter, international project. Data lines represent different
countries.
relying upon investigators and 24-hour calls on serious adverse
events in order to provide stimuli for action are inadequate for the
following reasons. Individual investigators are only responsible for
their subset of patients and have no access to cumulative databases –
they rely upon others to provide such oversight. The 24-hour call
requirement for serious adverse events does not address subliminal
trends that are “under the radar screen” which are the foundation of
eventual withdrawals from the market of most drugs over the past
several years. These steps were appropriate when manual collection
was the only mechanism, but the “standard of practice” should
advance as more expeditious methods are possible.
Who else believes there is suboptimal data awareness? Notice a quote
from the previous FDA Commissioner, Dr. Mark McClellan, “… the
nation’s healthcare system has fallen short of its ability to translate
information into knowledge that can be used in practice, and to apply
new technology safely and appropriately. The results are exactly what you
would expect. Everyone who uses the current system constantly confronts
large information gaps, whether it’s at the doctor’s office, on the hospital
ward or at government agencies charged with protecting the public
health…This [paper situation] is bad for FDA, it’s bad for many of your
businesses and most importantly, it’s bad for patients. We need to fix it.
The kinds of information bottlenecks created by poorly accessible paper
records are dangerous, inefficient and expensive…” “(author’s emphasis.
- Ed.)”
Given the prevalence of BlackBerries®, the tolerance for informational delays surrounding the summarization of complete adverse
event profiles in clinical trials seems inconsistent. Tracking of
prescription sales is accomplished in a very timely manner down to
the zip code – yet we wait six months for statistical review of data in
our trials. Changing behavior and departmental operations are
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EDC and Patient Safety in Clinical Trials
Continued from page 7
understandably difficult, but these challenges should not be used as
an excuse for actions that may have an impact upon someone else,
such as the patient enrolled in a clinical trial.
Parallel Examples That Can Provide a Path to Follow for
Clinical Trials
There are three parallel situations where technology has been used to
improve timeliness, accuracy and broad informational access in our
society – and all of them have regulatory foundations.
Any physician who would delay three months in reacting to a blood
sample that showed leukemia would be sued. The standard of
practice dictates that only hours to days are acceptable in taking
such action in routine clinical care. Why then, with the administration of investigational agents, of which we know less about compared to routine clinical care, do we tolerate six month delays in
complete data awareness?
Several years ago the Cardio-Renal Advisory Panel of the FDA
determined that digital ECGs should be used in the assessment of
QT interval prolongation that can occur with certain drugs. Logical
reasoning behind this requirement is the superiority of digital signals
compared to paper tracings in the accurate measurement of ECG
intervals. ECG information represents a small portion of the overall
data collected in clinical trials. Why tolerate potential ambiguities
and delays that must be handled by time-consuming and costly
double data entry when a faster and more accurate digital option is
available for the information collected in global clinical trials?
The Securities and Exchange Commission requires electronic filings
of corporate documents. Important investment information is
instantaneously available to all with Internet access through a system
called EDGAR. This was implemented through regulations that
applied to all public companies. Compliance was not optional.
EDGAR is more efficient, less costly and ensures uniformity. If one
branch of the Federal Government can accomplish this action, why
can’t we “EDGARize” clinical trials? Is investment information
given a higher urgency than the adverse event profiles of investigational drugs given to patients?
Recommendations
It is never good to only cite problems without recommending
solutions.
The “bar of the standard of practice” in clinical data management
needs to be raised. It is clear that an economic and competitive
advantage of technology in accelerating clinical development and
lowering costs is not enough to garner the attention of executives
and promote more rapid change in this industry. Some executives
remain unsupportive and unconvinced. In the patent-protected
model of business, it is too easy to merely pass along production
inefficiencies to the consumer – especially one that has limited
expertise pertaining to available choices (i.e., patients). If expeditious
information processing was more crucial to survival, as existed in
manufacturing decades ago, perhaps executives would take more of
an interest.
Change is hard. Revamping processes from paper methods to
technology in this industry are particularly difficult and this metamor-
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phosis will be tardy and suboptimal for patients if left up to only
internal inertia. Too many internal agendas, insecurities and politics
are associated with these changes that make it easy to remain with the
status quo and declare that change is “too risky.” After all, when few
groups, “raise the bar” the majority are in compliance and advancement is slowed to a crawl in an otherwise extremely innovative and
adoptive industry that markets to their consumers in almost every
manner imaginable – including the aggressive use of technology.
Many believe that it is a conflict of interest to have the decision of
what is marketed to consumers to be solely determined by the
company that benefits from sales of the product – especially where
safety issues are concerned. Consider recent events in this industry.
For this reason and for the principle that the FDA is charged with
ensuring the protection of society from the safety and efficacy of
drugs and devices, the Agency should advocate an increased “standard of practice” that brings “data awareness” in line with solutions
that are available now. In the three parallel examples, overseeing
bodies ensured that logical steps were taken as they govern future
behavior and compliance (i.e., State Authorities, FDA, and SEC).
Specific recommendations for solutions to “data unawareness” in
clinical trials are itemized below:
1. The new standard of practice for “data awareness” in clinical trials
can be simply stated, in the same way the clinical care parallel is
followed. Guidelines can be promulgated that state cumulative
adverse event profiles in clinical trials are to be easily accessible
and updated weekly. This can be a simple amendment to already
existing Good Clinical Practices (GCPs). Electronic reports can
verify compliance throughout a clinical trial.
2. Clinical trial sponsors are not forced to abandon paper and use
EDC. Compliance with the standard of practice is all that matters
– no matter how the information is collected and reviewed.
3. In the case where EDC is used, the specific technology also does
not matter, as long as the standard of practice is satisfied by its
capabilities.
4. When data is collected from different sources, in order for the
standard of practice to be satisfied, standards maturation will be
promoted as a means of unifying information from disparate
sources.
5. In order to address growing societal concerns regarding the
objective review of cumulative safety data in a timely manner, ad
hoc independent safety committees can be organized when
necessary. Through the use of technology, safety committee
members can remotely and securely access and review global
information that is compiled in a statistically valid format. Safety
committees can monitor near-real-time accumulated data from
around the world and make appropriate and scientifically-informed
decisions regarding clinical trial restrictions or expansions.
Conclusion
This manuscript reflects upon the current state of information
management in clinical trials. The current standard of practice is
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EDC and Patient Safety in Clinical Trials
Continued from page 8
rooted in a manual process that provides no complete “real time data
awareness” of investigational product exposure. Paper processes give
limited “informational visibility.”
Proven business reasons such as accelerating drug development at a lower
cost (commonly touted as the goal of these industries) has been relatively
ineffective as an impetus to aggressively substitute paper with technology
in clinical research.
The inability to have immediately available information about patients
being exposed to investigational products in worldwide clinical trials is
difficult to support given the availability of technology. It is virtually
impossible to take a position against enhanced patient surveillance as
resultant safety issues that may develop are priceless when the goal is
prevention instead of reaction.
The new standard of practice in clinical trials should be real-time “data
awareness.” This new standard has additional benefits of significantly
decreased costs, improvement in data quality, and acceleration of the
availability of innovative products to society. Justifications of using paper
as the transport medium in clinical development should be seriously
questioned as a conflict of interest to the maximal benefit of the patient
and will increasingly become indefensible as a risk management strategy.
Such recommendations are not radical – they are responsible.
References
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Data Manager in the Middle
The Challenges of SAE Reconciliation
Mary E. Belgard, B.S., M.M.H.S., Serono, Inc. and Melinda M. Behrman, B.S., Serono, Inc.
Introduction
All parties involved in clinical research have well defined roles and
are fully invested in the protection of research subjects. Regulatory
agencies stipulate timelines for reporting serious adverse experiences
(SAEs) and require regular updates of a compound’s safety profile.
Sponsors go further to define standard operating procedures (SOPs),
work instructions, and data standards to define exactly how the
regulatory agency guidelines will be followed. Study protocols
specify the criteria for reporting adverse events (AE) and SAEs. The
Sponsor, Investigators, and Site Coordinators are fully informed of
their obligation to report AEs and SAEs during the course of the
study. Why then do certain tasks, like SAE reconciliation, stand out
as the source of so much frustration? Safety reporting requirements
and site data completion requirements are not always congruent,
often resulting in Data Managers (DMs) trying to satisfy both
requirements and feeling left “in the middle.”
Where’s the Beef?
What then, is the source of all the frustration associated with SAE
reconciliation? Like housework, it never truly ends – at least not until
the database is locked. It might not be as painful if only one review
was sufficient. This imaginary world, where most DMs escape to while
performing SAE reconciliation is shattered the next time a listing from
the safety or the clinical database is received with new data discrepancies. SAE reconciliation requires regular review due to data additions
and changes to the safety database and/or the clinical database.
SAEs are reported to the sponsor by telephone, fax, or even email,
usually within 24 hours of the event’s onset due to the reporting
requirements. These early reports provide the first description of the
event and are often collections of symptoms awaiting a diagnosis.
Certain pieces of data (e.g., concomitant medications, relevant
medical history) may not be available at the time of the initial
report, or the event may not have resolved. The data reported to
Safety are as complete as possible at the time reported.
The data received by the DMs are by contrast more complete, by virtue
of the fact that these data are reported later in the process. For example,
records are available, diagnoses have been made, treatment initiated
and/or completed, and many times the event has resolved. Why then,
isn’t the case report form (CRF) data accepted as the most accurate?
The clinical site is asked to report information multiple times in a
variety of formats – the SAE report form, the CRF, and queries from
Data Management and from the Safety Specialist. The sites have an
additional element of confusion when they are working with several
different sponsors. The information collected is similar, however, the
actual format of the forms differ.
A single story may be told from several valid viewpoints. The CRF is
typically a more structured data document with far fewer text fields
and may be completed by someone other than the author of the
initial SAE report form. The data may be abstracted from hospital
notes or discharge summaries that were dictated and then transcribed – and at each step, errors may occur.
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According to Title 21 CFR Part 312.32, all safety reports are sent to
the regulatory agency within 15 days of the onset of the AE if
determined reportable. When the site reports different data on the
CRF it could cause changes to the initial report to the agency,
therefore requiring more work for Safety and Data Management.
Similar activities taking place at different times, with different
individuals involved, require a final process to remove variability and
define the ‘truth’ of the event, providing the most accurate safety
data possible. The only failsafe way to determine which data value is
correct when a discrepancy has been identified is to issue a query.
Reconciling an SAE may then result in multiple queries and
subsequent data updates. Queries for data discrepancies within
modules of the CRF may result in changes to the SAEs recorded in
the clinical database. Updated reports may be submitted to safety
and could result in changes to the safety database. Corrections to
either the clinical or the safety database may not be made in the
same timeframe. Query response time varies from site to site, and
may range from a day (for Electronic Data Capture) to a month or
more (for paper CRFs).
DMs need an understanding of the Safety Department workflow to
minimize unnecessary effort. Changes to the safety database may
need to go through a QC process (and often entire case review)
before they are implemented. At what point should the DM look at
that case again? DMs often check SAE reconciliation monthly and/
or right before database locks/freezes. Some cases may go
unreconciled for months before there is response from either end.
If the specific variables to be reconciled are not understood prior to
reconciliation, it can cause unpredictable actions. If the DMs can
afford to wait for a meeting with the Safety Specialist, they may find
that only two of the ten queries sent really needed to be issued. SOPs
and work instructions are created to help the workflow process but
cannot specify the exact reconciliation interval for a particular study.
DMs with SAE reconciliation experience know that even though
there is a work instruction, there are still areas that require negotiation with our counterparts in Safety.
There is potential variability in the coding of the event from CRF
data and the coding of the event as reported in the safety database. If
the two departments use different versions of the coding dictionary,
variability is even more likely to occur.
Consequently, the SAE reconciliation process is an iterative one. It is
a process that frequently requires queries to the clinical site to resolve
discrepancies. It is also a process that, because of its importance, may
continue until the end of the study. One event is reviewed multiple
times, and often results in additional effort from all involved – Site
Coordinators, Clinical Monitors, DMs, and Safety Specialists. When
added to already aggressive timelines, it is no wonder that the process
is frustrating.
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Data Manager in the Middle:
Continued from page 11
How to Win Friends and Influence People
The DMs are the source of many if not all of the SAE queries. In this
role, the DM may be viewed as the “root of all evil:” being the source
of another query for the site coordinator to answer, another query to
verify against source documentation for the monitor, another data
change for the Safety Specialist.
Working with the presumption that no one enjoys causing such
consternation, what can be done to reduce the frustration level?
Key success factors include:
Defining the variables to be reconciled – including the degree of
precision.
Specifying the variables for reconciliation in the SOP and work
instruction is not always enough. Early in the conduct phase of the
clinical trial, the DM should discuss with the Safety Specialist what
steps may be needed to resolve complicated cases. Discuss and agree
upon what changes can be made to the safety database with documentation like a CRF or query copy. Discuss the reconciliation
timelines so both can have reasonable expectations of when work
will be done. Document what, if any, discrepancies are acceptable at
sign off. Define the composition of the listing that will be used by
the DM for the reconciliation process and document this in the
study Data Management Plan (DMP).

Melinda Behrman is a Clinical Data Analyst at Serono, Inc in
Rockland, MA where she focuses on clinical data review, coding, and
SAE reconciliation. She has worked in the Biotechnology field for the
past five years in Boston, gaining experience with Phase II, III and IV
studies on multiple indications.
Mary Belgard is a Senior Clinical Data Analyst with Serono with more
than 15 years of experience in academia and industry, having held
positions as a clinical trials manager, data manager, and site coordinator. She holds a B.S. in zoology from the University of Massachusetts
and a Master’s in Management from Brandeis University.

Develop and maintain a working relationship with clinical monitors
and Safety Specialists.
A phone call or a conference with the CRA could speed the resolution
of SAE discrepancies. Confirming with the Safety Specialist that a case
has been QC’d and reviewed before performing reconciliation may
reduce the number of times the event must be reconciled with the
clinical database. Once the data is confirmed in both databases, the
data should be locked on both ends. Later additional changes can be
made, but only if the DM, CRA, and Safety Specialist know about it.
Communicate regularly with your counterpart in Safety.
Make a short visit, quick phone call or email with a question, or to
advise of your progress in the reconciliation. Sharing insights and
information helps foster a collegial, team approach and can save
everyone time and frustration.
Time reconciliation appropriately – not too early, not too late.
Run listings on a regular basis; however, hold off issuing queries on
recent events if additional data may not be available yet. This is
particularly appropriate for Electronic Data Capture. Also keep in
mind the monitoring site visit schedule, particularly as the study
concludes, and review SAEs and issue any needed queries before the
site close-out visit.
Find (and keep) a sense of humor.
Subject safety is of the utmost importance. You can reduce your
frustration level and maintain your sanity if you maintain a sense of
humor. Constantly remind yourself of the importance of the task
that you are performing to the safety profile of the product under
investigation. After all, while you may feel you’re stuck in the
middle, your task is critical, and you’re not alone!
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Call for Articles – Future Issues of Data Basics
SCDM is looking for articles for future issues of Data Basics. For
more information regarding article submission, please contact David
Wood at dwood@scdm.org.
Themes for the 2006 issues of Data Basics include:
Spring 2006
Traditional EDC
Summer 2006
Data Privacy/EU Directive
Fall 2006
Non-traditional EDC/Data Capture
Winter 2006
Vendor Interaction
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What are the Hurdles to Creating a Single Repository for SAE Data?
Lorraine McDowell, Serono International
I used to joke with my team that if I earned a dollar for every bright
spark that proposed the idea of combining the Serious Adverse Event
(SAE) collection form with our Case Report Form (CRF), then I
could plan an early retirement.
Needless to say, if you have spent many hours reconstructing the
events experienced by a subject in a trial during SAE reconciling,
you do begin to wonder how the process of reporting the same event
for the same subject can result in so much variation. As a Data
Manager, the solution of combining the collection of an SAE for the
Pharmacovigilance Department with the collection of the SAE on
the CRF occurs to you every minute of SAE reconciliation.
The storing of the same information in two different databases is a
consequence of the same source data being used for two distinct
purposes that simply differ in timescale. The first is for
Pharmacovigilance expedited reporting, which is potentially needed
immediately to satisfy our legal and regulatory obligations. The
second is for longer range, intermittent or end of study reporting,
collected by the sponsor with the aim to demonstrate that the
product is efficacious and safe.
Tight timelines for expedited reporting means that investigators are
required to report the SAE within 24 hours. The method of this
reporting varies from company to company but many encourage the
use of a phone-in-reports and provide facilities for faxed reporting.
The bright spark having parted with his or her “original idea” usually
launches into the advantages of why a single source of entry would
eliminate the reconciliation problems. “No more cross checking of
databases! The investigator only enters the information once! No
more transcription errors in medical history! If symptoms are
corrected to diagnoses it can happen at the same time! No more
transcription errors!”
The question is, does Pharmacovigilance actually want the same data
that is in the Clinical/CRF database? In some cases they require a
subset of data (e.g., relevant Medical History) and in other cases they
require more detail (e.g., full autopsy reports). More significantly, the
Pharmacovigilance database usually continues to track the subject’s
SAE data long after the Clinical database is locked.
Whose database holds the correct data? Of course the only person
that can answer that is the investigator. However, the discussions still
need to take place between the owners of the two databases and
often the organizational structure of the two departments means a
physical distance that reduces communication and transfer of data
management expertise.
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The amalgamation of these two data sets would be best approached
with the adoption of the latest technology. The birth of electronic
data capture (EDC) and direct web access to clinical trial data means
investigators can get the reports out directly to Pharmacovigilance
using either the same data entry screens as the clinical trial data or
phoning-in to a company representative who has access to the data
entry screens. Trying to attempt this revolution using paper would
have incurred several costly process improvements, which was why it
has never taken off as much as we had hoped. So it seems that until
the use of EDC systems becomes universal, many of us will continue
to face those reconciliation hurdles inherent in having the same data
reported and captured in two places. Now about that retirement
plan…
Lorraine McDowell works for Serono International, based in the
Geneva, Switzerland Headquarters as the Clinical Data Analyst
Manager, Europe. Lorraine lectures on the Safety Data Management
Module of the MSc in Clinical Data Management, a joint venture
between the Association for Clinical Data Management (ACDM) and
Kingston University (KU).

Future SCDM Conference
Dates and Locations
2006 Fall Conference
October 8-11, 2006
Buena Vista Palace
Lake Buena Vista, Florida
2007 Fall Conference
September 16-19, 2007
Hyatt Regency Chicago on the Riverwalk
Chicago, Illinois
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Getting Ready for Certification: 10 Tips for Organizing a Successful Study Group
Chandra Wooten, Corus Pharma, Inc.
By all accounts, the qualification test to
become a Certified Clinical Data Manager
(CCDM), like any higher-level professional
certification, is lengthy and somewhat
arduous. Can preparing for it be any less?
The Good Clinical Data Management
Practices (GCDMP) document, which covers
most of the material in the certification exam,
is nearly encyclopedic in scope. While
familiarizing oneself with the contents of this document is certainly
desirable, the prospect of trying to burn it all into one’s memory
banks can be daunting. And reading the GCDMP from start to
finish may not be the most effective way to prepare for the test.
So what are some ways to prepare that are effective and efficient?
I recently had the pleasure of speaking with Carol Garvey, Associate
Director of Data Management at Genentech, Inc. in San Francisco,
California. At Genentech, they set a goal of having ten people take
the test in 2005. To support the group in achieving that goal,
Garvey set up a weekly study group for the CCDM certification
exam.
When planning her study group, Garvey relied heavily on the
certification section of the SCDM website (http://www.scdm.org/
certification/subjects/asp). This link lists the subject matter covered
in each section of the exam and provides a list of resources for each
topic. There are also sample test questions to give candidates a feel
for the structure and format of the test.
At her first meeting, Garvey gave the group the mock test and
reviewed the answers (also provided on the website). It was a good
reminder that the test questions are based on industry standards
rather than individual company Standard Operating Procedures
(SOPs). Afterwards, the team evaluated the areas of competency to
be tested and prioritized the topics, eliminating the subject matter
they felt they were already most familiar with and used on a day to
day basis. They narrowed it down to 13 topics and agreed to begin
with “Overall Clinical Trial Processes, Roles and Responsibilities” so
that everyone would be on the same page.
At the time of our interview, Garvey’s group of Data Managers had
almost completed their chosen course of study. In the process, they
found that their weekly meetings not only helped them prepare for
the exam, but also deepened their understanding of the reasoning
behind some of their own processes. Garvey even found that her
team was able to tease out some of the ambiguities in the GCDMP
and make recommendations for clarifying the text.
Based on her experience over the past three months, here are some
recommendations for forming a study group of your own:
1. Prioritize areas of study according to the needs of your group.
2. Decide on a time frame – will you meet weekly or bi-weekly?
Keep in mind the overall length of time you’ll be meeting and
the likelihood of attrition if you go longer than 10-12 weeks.
Have an end date so that people have something to work
towards.
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3. Ask for volunteers and rotate study session leadership so that one
person isn’t burdened with all the work. Encourage volunteers to
choose the areas they are least familiar with so that they get the
most personal benefit from delving into their topic.
4. Establish the expectation that the topic will have been reviewed
by all participants before the meeting. The leader of each session
can then review some of the highlights, challenges or points of
interest for that subject and engage the group in discussion of the
salient points.
5. Every one should bring a copy of the GCDMP and whatever
additional resources are being utilized to the meeting.
6. Expert supplementation: consider arranging to have outside
speakers present information and/or lead discussions. For
example, someone from Biostatistics could conduct the review on
randomization schemes; someone from your Data Safety
Monitoring Board (DSMB) might provide some insights on data
safety review.
7. The primary organizer should put the syllabus listing the topics,
presenters and resource materials in a central location such as the
intranet, so that everyone can access them at any time.
8. Send out an email reminder a day or two before the meeting,
again listing topics, presenter and reference materials to bring to
the meeting. Remind speakers and volunteers of their commitment two weeks in advance.
9. If possible, have beta testers or other people who have taken the
CCDM exam speak to the group about their experience of the
test environment and whatever tips they may have to offer. An
example Garvey mentioned is that when actually taking the test,
if you aren’t sure of an answer, be sure to put something down for
each question rather than just leaving it blank and make a note
to yourself to come back to it later if time allows.
10.Keep enthusiasm up and avoid attrition by making the study
session fun and participatory wherever possible. Some of the
material is pretty dry, so encourage people to be creative in
presenting the information.
At Genentech, they started out brown-bagging it but found that
having the company provide lunch was more motivational; however,
the time was the employees’ own contribution. There is no doubt the
in-depth study and discussion of the test topics might lead to some
refinements and/or a greater understanding of your own company’s
processes as well as preparing you for professional certification. A
study group approached in this manner is a win for you and a win
for your employer, well beyond the price of a few lunches and the
time you invest in it. And if you aren’t up for memorizing the
GCDMP cover to cover, perhaps a study group is the way to go.
Chandra Wooten has been working in the biotech industry since 1994;
she started out in Regulatory, moved over to Clinical and for the past six
years has specialized in Data Management. She currently works at Corus
Pharma, Inc. in Seattle, Washington. Chandra plans to start her own
CCDM study group next month.
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FDA Responds to AE Issues
Deb Griffin, Associate Director, Data Management Organization, Phoenix Data Systems, Inc.
In the wake of the recent spate of drug withdrawals and other drug
safety issues, there have been renewed calls to reform and enhance the US
approach to monitoring safety issues in marketed products. These calls
have come from many quarters, and a variety of initiatives have been the
result. This article briefly summarizes the current proposals. Ed.
Until very recently, drug side effects monitoring for marketed
products has rested largely in the hands of drug companies. They are
required to keep tabs on emerging safety issues and alert the FDA of
their findings on a regular basis. While they are legally required to
report safety issues of which they become aware, the same is not true
of the other players in the system, namely healthcare providers and
patients. There are mechanisms for capturing events that these
individuals care to report, but it is a voluntary and therefore
incomplete approach.
Although calls for change have been heard for some time, the recent
safety scandals have significantly increased their volume. The public
wants more oversight and openness from the FDA. This has been
accomplished by the FDA creating an Independent Drug Safety
Oversight Board (DSOB). The board is comprised of members from
the FDA and medical experts from Health and Human Services
(HHS) agencies and government departments. It will also consult
with representatives from patient and consumer groups, as well as
with outside medical experts. The board will provide up-to-theminute information to health providers and patients about the risks
and benefits of medicines. Topics for Board review will come from
Drug Watch (see below), the Office of New Drugs and the Office of
Drug Safety. Because the discussions of the DSOB will often include
proprietary and confidential information about marketed products,
minutes of the meetings will not generally be made public, but
information relevant to emerging safety issues will be distributed via
Drug Watch and Patient and Healthcare Professional Sheets.
“Drug Watch” is a new web page the FDA is proposing for publishing information about emerging data and risk information. This
web page will contain breaking news, and even information that has
not yet been fully confirmed, in the interests of keeping the public as
fully informed as possible. According to CDER’s information sheet
on Drug Watch, “The Drug Watch Web page is not intended to
identify specific drugs as being particularly risky. All drugs have
risks, and patients and their healthcare professionals must balance
the risks and benefits of a drug when making judgments about an
individual patient’s therapy.”
In addition, the Institute of Medicine (IOM) has formed a committee in response to the growing public concern over health risks posed
by drugs already approved by the FDA.

• Make recommendations for enhancement of tools employed by
the FDA to identify and manage drug safety problems
• Evaluate FDA’s internal organizational structure and operations
around drug safety
• Consider FDA’s legal authorities for identifying and responding to
drug safety issues
• Identify strengths, weaknesses and limitations of the current
system.
• Recommend ways to improve risk assessment, surveillance and the
safe use of drugs.
The IOM committee will issue a final report in July 2006.
Due to the recent series of safety scandals, FDA approval times are
much slower for new drugs. For the first half of 2005, the average
time from application to approval was 29 months, compared to an
average of 16 months for drugs approved during the first half of
2004. This time delay is much closer to the approval duration that
existed prior to the implementation of the Prescription Drug User
Fees Act, which levies fees on drug manufacturers in exchange for
more rapid drug review cycles. In addition, the FDA Modernization
Acts set specific time goals for speedy reviews, and these safety issues
have been significantly impacting the agency’s ability to meet those
goals.
The FDA has also been issuing many more drug safety warnings and
now, instead of waiting for proof, the FDA has promised to issue
public health alerts about drug risks even when problems are
suspected. In the first half of 2005, the FDA issued black-box
warnings on the labels of 45 drugs compared to only 9 during a
similar period last year. Black box warnings are the most serious alert
the FDA uses to identify issues with the drug product, and are used
when the agency wishes to alert health care providers and patients
about extremely serious potential adverse reactions.
In another move to improve communication with health care
providers, the agency will soon issue instructions to drug companies
about how to send information by email directly to physicians about
drug risks. As with the boy who cried wolf, however, some experts
are becoming increasingly worried that physicians and patients will
stop paying attention to the FDA if they issue too many warnings.
How the agency, and the public, will learn to balance the risks and
benefits in the face of greater uncertainty remains to be seen.
References
www.fda.gov
www.rednova.com

The IOM Committee responsibilities are:
• To ensure drug safety is part of the US health care delivery system
• Provide ongoing drug safety evaluation for the FDA, the pharmaceutical industry, the medical community and public health
authorities.
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Serious Adverse Event Reconciliation
By: Douglas Nadler and Imogene Grimes, Regeneron Pharmaceuticals, Inc.
The process of reconciliation between the data files used by
pharmacovigilance groups and the database for the clinical trial is
often called serious adverse event (SAE) reconciliation, and it can be
labor intensive and frustrating. For reasonable return-on-investment
for the effort of the SAE reconciliation process, it is necessary to
understand important differences between safety data in
pharmacovigilance files and safety data in a clinical trial database,
which include different sources of information, uses of data, levels of
quality, platforms, update processes, and reporting expectations.
Pharmacovigilance databases cope with data from three sources: (1)
clinical trials (mostly SAEs), (2) spontaneous reports of SAEs and
non-serious AEs, and (3) post-marketing surveillance programs.
Data from clinical trials that are stored in the pharmacovigilance
data files do not always match exactly. Serious adverse events that
occur in clinical trials are reported to the pharmacovigilance group
on one set of forms and reported to the data management group
using standard case report forms (CRFs), usually at different times.
Pharmacovigilance data files generally lack the rigor that is required
of clinical trials databases, because pharmacovigilance data files
house data from other sources where rigorous standards cannot be
applied. Spontaneous reports can be received from subjects who are
not medically qualified and not clinically trained. Hence, this
information may be unverifiable or otherwise undocumented, and it
may include inaccuracies, distortions, or exaggerations. Information
gleaned from post-marketing surveillance programs has more
credibility than spontaneous reports that may come from the public,
but these programs still lack the highly structured, rigorous process
of data collection required for clinical studies. Because
pharmacovigilance databases have such varied sources of information, these systems generally have less rigorous standards than clinical
trials. From the information-gathering perspective, it is conservative
to capture information from potentially unreliable sources (documenting the source) in order to avoid missing signals that may be
important.
Other important differences exist between spontaneous reports and
clinical trial data: spontaneous reports cannot always be queried,
whereas clinical trial data are generally subject to querying and
spontaneous reports may include inaccurate information, duplicate
reports, partial reports, and generally dirty data where sources
cannot be verified, whereas clinical trials have a rigorous querying
process to identify and resolve discrepancies. As a result, statistical
analyses and appropriate interpretations have severe limitations
when spontaneous reports are included in an integrated database to
support analysis.
When the clinical trial is the source of SAE data, there are still
important differences between the pharmacovigilance database and
the clinical trial database. Adverse event attributes, such as relatedness and severity, are frequently at the case level for the
pharmacovigilance database, whereas the clinical trial database
includes attributes such as relatedness and severity for each AE. The
SAE narrative often includes additional details that may not be
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included in the clinical trial database and the coding of the SAE in
the pharmacovigilance database may occur at a different time and
using a different version of MedDRA.
Differences also exist in how data can be used: spontaneous reports
have no denominator whereas clinical trials do, so incidence can be
estimated from clinical trials, but not from pharmacovigilance
databases which include spontaneous reports. It is acknowledged
that incidence estimates are attempted by constructing a denominator from number of sales or number of prescriptions, but these
estimates are ratios, not proper proportions.
In the context of these important differences between
pharmacovigilance data files and clinical trials databases, it is still
worthwhile to reconcile the two files for those adverse events (AEs)
that are reported from the clinical trial and exist in both databases.
The SAE database in the pharmacovigilance group has as a primary
purpose to track and report the SAE information to the federal
agency. This database is created in and usually entered by the
pharmacovigilance group and it is this database that generates the
MedWatch form. The AE datafiles in the clinical trial database
includes the SAEs from the study (that are also included in the SAE
database) together with other AEs. This clinical trial database is the
responsibility of the data management group and the data are
entered using the rigorous process for entry of all data reported on
the CRF.
The process can be described as follows:
1. The event: A subject experiences an SAE.
2. The report by the investigator:
a. The investigator immediately reports the SAE to the sponsor’s
pharmacovigilance group on an SAE form or MedWatch
form.
b. The investigator reports the SAE to the sponsor on a CRF (or
electronic CRF, eCRF) to be received by the sponsor’s data
management group, but the time may be immediate or
delayed.
3. Computerization of the event:
a. The SAE form or MedWatch form is computerized into the
pharmacovigilance database or safety database by the
sponsor’s pharmacovigilance group.
b. The AE CRF or eCRF is computerized into the clinical trial
database using the sponsor’s data management system for
computerizing clinical trial data.
4. Report by the sponsor:
a. The MedWatch form is submitted by the sponsor’s regulatory
group (pharmacovigilance group) to the regulatory authority,
usually immediately.
b. The SAE is reported by the sponsor to the regulatory
authority using routine reporting procedures for all study
data in the clinical trial, usually several months later (or
perhaps years).
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Serious Adverse Event Reconciliation
Continued from page 21
The SAEs reported during a clinical trial, thus, are entered into two
separate databases by two different people using two different
processes. Critical information should be reconciled. When inconsistencies are identified, a query process may be used to resolve the
inconsistency and at least one database may be updated with
corrected information.
Judgment is required to determine whether or not some apparent
inconsistencies are in fact inconsistencies. For example, if the SAE
report has “hypercholesterolemia” and the CRF shows “hyperlipidemia,” it is a medical judgment as to whether or not these AEs are
consistent.
Critical items frequently included in the reconciliation list are as
follows:
· The SAE text, the description of the SAE
· Causality or relatedness
· Severity
· Onset, relative to dosing of investigational study medication
· Action taken
· Outcome

The pharmacovigilance group may have information that the
clinical trial database does not have, because the investigator writes a
narrative description of the circumstances and details of the SAE for
the safety report. The SAE narrative may include other AEs,
concomitant medications, or even dosing information that the CRF
does not capture. In such cases, it is useful for the data management
group to query the investigator to get this critical information in the
clinical trial database.
In summary, SAEs are reported in two pathways during a clinical
trial, one of which is expedited and one of which is not. The
differences in these systems warrant important consideration when
determining the best practice within an organization for reconciling
these databases. Each organization should establish a process for
communication between the pharmacovigilance group and the data
management group, recognizing the advantages and limitations of
each system.
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