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2017 SCDM Board of Trustees

Dear colleagues,

Jaime Baldner, CCDM

Michael Goedde,

Chair
Genentech

PAREXEL International

Shannon Labout, CCDM

Secretary
Eli Lilly And Company

Season’s greetings and welcome to winter – the season of short days, long nights, and
dormancy of plants and animals. For many of us, it might also mean year end budget
reviews and performance evaluations. Whether in nature or at work, it’s a season that
naturally extends itself to introspection and self-reflection. Many times, end of year
reflections will also include contrasts: accomplishments and missed opportunities,
goals met and those still in progress, lists of things to keep doing and lists of things
to never do again. For those so inclined, it can be a great exercise to lead into the
New Year by creating new professional goals and personal resolutions.

Linda King

Vice Chair
CDISC

Melissa Lamb

Demetris Zambas

AdvancedClinical

Past Chair
Novartis

By nature, I am not a deeply introspective human but as I conclude my year as the
Society’s Chair, I can’t help but meditate on the arc of progress made by SCDM
in 2017.

Arshad Mohammed

Jonathan R. Andrus, M.S.,
CQA, CCDM
Treasurer
Clinical Ink

QuintilesIMS
Jennifer Price
BioClinica
Reza Rostami

Emma Banks

Duke Clinical Research Institute

DataTrial

Before I do so, first let me provide some context. The Society has existed for 23
years – it was founded in 1994 – and I have been part of the Board of Trustees
for five years so simple math tells us that my years of service on the Board (so far)
amount to slightly more than 20% of SCDM’s overall history. In those years, I have
observed much and have been part of finding solutions to truly difficult situations.
While I wasn’t necessarily nervous about going into my year as the Chair, I did hope
for a year free from major issues. However, I was braced, perhaps realistically due to
the previous four years of direct observation, for some unforeseen challenges to arise that
would divert my attention – and, indeed, we experienced some very disruptive changes
early in the year relating to both budget and staff.

Jessie (Zhaohua) Chen
Pfizer China R&D Center

Despite those early difficulties, we have made measurable progress with respect to our three-year
Must Win Battles strategy and that progress was achieved across all five of our focus areas: Brand,
Community, Content, Innovation, and Partnerships. My personal highlights include the introduction
of the wildly successful Single Day Events in India (community), announcing the first two Corporate
Sponsors (thanks again to Parexel and Veeva) (partnerships), and launching our first mobile app (brand).
While work done on behalf of the Society was successfully delivered this year, I am deeply excited by what’s
coming in 2018. In my humble opinion, things to look forward to will include a new version of the CCDM
exam delivered on a new platform, the launch of our first ever Advisory Board, and a completely rethought and
refreshed program for our Annual Conference in Seattle-Bellevue.
All this is possible through our incredibly talented and dedicated volunteers who are capably supported by our SCDM
staff. The entire data management community benefits from the work they do and the Board is so thankful to have
volunteers who are able to successfully execute on the vision shared with them.
This edition of Data Basics will be the final one for the year. I have thoroughly enjoyed the opportunity to address the SCDM
community via these “Letters from the Chair” but as I transition into my term as the Past Chair, I’m ready to turn this, and many
other Society-related responsibilities, over to the incoming Chair. In 2018, you may look forward to hearing from Shannon Labout
in this space.
May the articles within this journal provide inspiration for what’s possible in the new year – happy reading!
With holiday cheer,
Jaime Baldner, CCDM
2017 Chair, SCDM Board of Trustees
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Letter From the Editors
At this end of year holiday time, we’ve once again published Data Basics with the overall purpose of tying our worldwide
Clinical Data Management community together.
For this last issue of 2017, we’ve bundled three articles on 3 distinctly different topics – database lock, evolving technologies,
and an open house! The common thread between all though, is that the authors are sharing hard-earned information
gleaned from their research and their own experiences. And these are the true gifts we can give each other across our
worldwide Clinical DM community!
“Begin with the end in mind”, Habit 2 from 7 Habits of Highly Effective People by Steven Covey appears to be followed
by Erica Sage . Her article, ‘Destination – Database Lock’, suggests new approaches for database lock by comparing
planning for database lock to planning a trip.
Have you noticed that technologies in clinical research are changing? Namita Rajput describes how tools used to collect
data from patients and physicians are evolving with four challenges which technology companies are facing and five
potential solutions.
And finally, are you interested in increasing your company’s awareness regarding the importance of Clinical Data
Management in drug development? Janet Welsh’s article about holding an open house has a detailed description of
having a successful event at her company. The article guides the reader through all the steps in the hopes that maybe
we’ll be able to start an industry trend!
We hope you enjoy the upcoming holidays and look forward to the New Year,

Editorial Board
Claudine Moore, CCDM

Intercept Pharmaceuticals, Inc.
claudine.moore@interceptpharma.com

Janet Welsh

Co-Editor
Boehringer-Ingelheim
janet.welsh@boehringer-ingelheim.com

Lynda L. Hunter, CCDM
Co-Editor
PRA Health Sciences
hunterlynda@praintl.com

Margarita Strand, CCDM

Gilead Sciences, Inc.
margarita.strand@gilead.com

Michelle Nusser-Meany, CCDM

Novartis Oncology
michelle.nusser-meany@novartis.com

Lynda Hunter and Janet Welsh

Sanet Olivier, CCDM

Publication Committee Chair
QuintilesIMS
sanet.olivier@quintilesims.com

Stacie T. Grinnon, MS, CCDM
QuintilesIMS
stacie.grinnon@quintilesims.com

Vadim Tantsyura, DrPH

Target Health, Inc.
vtantsyura@targethealth.com

Derek Petersen, CCDM

Biogen
derek.petersen@biogen.com

Nadia Matchum

St Jude Medical, Inc.
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Emerging Trends in Clinical Data Capture and Clinical Research
Technologies
By Namita Rajput

Introduction
An incredible amount of growth in clinical trial data capture and
technology has been seen in the last decade.
Table 1 outlines many tools that allow electronic data collection from
patients and physicians using smartphones, tablets, or other similar
devices. These tools are increasingly preferred over paper means
leading to an increase in data quality and patient compliance, as well
as more efficient data collection and processing.
Table 1 - Tools
Tool

Description

and healthcare. Health Care Data Analysis is now trying to use both
claims and EHR data that can provide complete clinical, administrative
and financial data of a patient, which, in turn, helps guide researchers.
While claims data has a limited set of information required to facilitate
payments by an insurance company (e.g. service provided, diagnosis,
etc.) the EHR has complete details of patients health. Integrating both
these data sources together can help health administrators, researchers
and policy makers to understand cost and quality of health care and
help identify patients at risk of developing chronic conditions; also help
pinpoint billing fraud and improve patient care. Managing EHR and
claims data has its own challenges when preparing the healthcare data
for analysis such as:
•

Correlation of clinical and financial impact on patient health.

Mobile Health Devices
(mHealth)

Practice of medicine and public health
supported by mobile devices)[1]

•

Individual and population-based analytics capability.

•

Capability to deliver real-time and historical information.

eSource

Electronic source data are data initially
recorded in electronic format. They can
include information in original records
and certified copies of original records
of clinical findings, observations, or
other activities captured prior to or
during a clinical investigation used
for reconstructing and evaluating the
investigation. [2]

•

Integration of multiple systems.

Electronic
Records (EHR)

Health

Electronic version of a patient’s medical
history, that is maintained by the provider
over time and may include all of the
key administrative clinical data relevant
to a person under a particular provider,
including demographics, medications,
vital signs, past medical history,
laboratory data, etc.), etc. [3]

Traditional studies utilizing ePRO (electronic Patient Reported Outcome)
provided patients with the hardware in which they are expected to input
study data. However, this trend is now changing. The ‘Bring Your Own
Device’ (BYOD) method is used to collect patients’ self-reported outcomes.
The new approach merging EHR with Electronic Data Capture (EDC)
functionality has assisted the biopharmaceutical industry to create
systems that can be utilized for patient care in hospital and clinical trial
settings alike. Sponsors can access real-time and accurate data, save
cost, improve efficiency, reduce transcription errors, and increase patient
retention and compliance.
The increasing collection, aggregation, standardization and availability
of electronic healthcare data from a variety of sources in various formats
and delivery systems has resulted in exponential increase of information
available for the understanding and management of population health

Despite the widespread use of technology companies trying to implement
HER system face number of challenges, including protection of privacy of
patient information, ensuring interoperability of mobile technology with
EHRs, and so on.
Potential challenges and solutions to overcome them are explored in the
next section.
Challenges are summarized in Table 2.
Table 2 - Challenges
Challenge Number

Challenge Description

1

BIG DATA

2

DATA FORMAT AND STORAGE

3

DATA SECURITY AND
REGULATORY ACCEPTANCE

4

DISCOMFORT, INCONVENIENCE
AND STIGMA

Challenge 1: big data:
Imagine the viewing of a single patient’s data in comparison with
millions of patients’ data that we receive from clinical trials. This data are
huge, complex and heterogeneous in nature. It can lead to information
overload, sometimes described as ‘Data Explosion’.
The traditional data processing applications are not equipped to capture,
store, search, share, transfer and analyze large sets of data.
Many industries face this challenge and continue their efforts to overcome it.
Continued on page 5
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Challenge 2: data format and storage:

Challenge 4: discomfort, inconvenience and stigma:

Figure 1

This issue can be eradicated by using user-centric device designs – the
kind of design that is “wear and forget”.
For a patient’s compliance and adherence to study treatments, it is vital
for technology to have user-friendly features of display, controls and
usage. It should support multiple languages, especially in case of ePRO,
wherein patients will provide input directly into the device.

As per the traditional process, clinical trial data first goes into an eSource
portal and a Clinical Trial Management System (CTMS) simultaneously.
From the CTMS, it gets transferred into a Server and finally from there it
can be utilized for aggregation, warehousing and data mining purposes.
This helps have a holistic view of drugs, its adverse events and any
related data, submitted by sponsors. To help successfully complete this
process, adhering to a standard data format becomes imperative.
In the current scenario, there are many sponsors who are trying their best
to adhere to CDISC (Clinical Data Interchange Standards Consortium)SDTM (Study Data Tabulation Model) for organizing and formatting
data to streamline processes in collection, management, analysis and
reporting. However, depending on how complex a trial and e-CRF
(electronic case report form) is, this criterion may not fit all studies. Hence,
data format and storage becomes one of the other major challenges.

Challenge 3: data security and regulatory acceptance:
The method and technology used for trials need to adhere to appropriate
policy and FDA regulation.
Some more challenges in this aspect include:
• Data needs to be integrated with EDC and processed appropriately.
Assessment is done based on how complex eCRF design is, whether
the online checks and the cross-domain checks work as expected, etc.
•
Sponsors need to decide whether to integrate complete data for
patients or only critical data of patients.
• Per FDA guidelines, an audit trail needs to be available for entire life
of the data point. Hence, the technology needs to be validated and
have reliable recording system. This in turn will validate accuracy of
real-time data.

Long-lasting micro batteries are needed so that the patient does not
have to worry about changing batteries often. The medical device
should not feel heavy to carry along. Placement and location of the
device should be such that it should capture accurate recordings. With
that it should not hamper patients’ daily chores. Device donning and
removal should be easy for a patient.
BYOD poses additional challenges, such as patient’s ability to disable
in-app notifications and diary reminders. The Sponsors have no control
over patient’s wish to delete apps.
Having reviewed potential challenges the next logical step would be
reviewing the solutions to overcome them (see Table 3).
Table 3 - Solutions
Solution Number

Solution Description

1

FOCUS ONLY ON ‘CRITICAL DATASETS’

2

CLOUD COMPUTING

3

BIG DATA ANALYTICS SOFTWARE

4

REMOTE DATA CAPTURE AND RISK
BASED MONITORING (RBM):

5

DATA FORMAT

Solution 1: focus only on ‘critical datasets’:
For analysis purposes the entire patient’s data are not necessary.
Collecting, storing and analyzing only ‘Critical Data’ will help speed-up
the drug development process, bringing the drug to market and making
it available for population in need while saving development time and
costs.

Solution 2: cloud computing:
Many sponsors are now investing a good amount in Cloud Computing
that has salient features such as:
• Easy synchronization with servers.

• Technology should be able to handle large amounts of data - the ‘Big
Data’.

• Components that user uses to connect, configure, handle to control
device operation, such as user graphic interface, Wi-Fi connectivity,
device navigation, quality, aesthetics and the issues encountered.

• There may be an impact on patient-physician relationship resulting in
less interaction between them. As physicians tend to make additional
notes of patients health in patient’s chart those notes may need to be
integrated and processed appropriately.

•
Convenient, on-demand network access to a shared pool of
configurable computing resources that can be rapidly provisioned and
released with minimal management effort or service provider interaction.

Continued on page 6
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Solution 3: big data analytics software:

studies. This way we will be better equipped for facing challenges and
find solutions effectively. The future of technology is here, but it requires
carefully planned effort to fully utilize the emerging trends in Clinical Data
Capture and Clinical Research Technologies

A majority of sponsors are comfortable using SAS (Statistical Analysis
System). But there are other types of software that can prove their
proficiency in clinical trials.

1.

• Helping with ‘Big Data Analytics’.
• Ability to help in easy and quick holistic data review.

Hadoop is one such example of an open-source software framework for
storing data and running applications. It is a core platform for structuring
big data and helps solve the problem of formatting. There are cases
wherein some healthcare companies have used it however; Clinical
Data Researchers are yet to experiment with same.
Such software can help monitor patient vitals, genotype data, big data
dump and retrieval and data storage and processing.

References:
Wikipedia. mHealth:
https://en.wikipedia.org/wiki/MHealth
2.	US Food and drug administration. Guidance for Industry Electronic
Source Data in Clinical Investigations:
https://www.fda.gov/downloads/drugs/
guidancecomplianceregulatoryinformation/guidances/ucm328691.pdf
3.	Centers for Medicare and Medicaid Services. Electronic Health Records:
https://www.cms.gov/Medicare/E-Health/EHealthRecords/index.html
The author acknowledges her article was also inspired by content from the
following online sources:

Solution 4: remote data capture and
risk based monitoring (rbm):

1.

Source Data Verification (SDV) is an intensely detailed task that is prone
to human error and inaccuracies. Thus, it becomes vital to efficiently
utilize the Monitors’ time.

2.	Applied clinical trial online. Electronic data capture and electronic
health record integration:

Risk Based Monitoring is one solution to help eradicate this challenge.
As soon as data is captured in EDC; real-time trends and data errors
can help identify potential sites that might pose a challenge. Rather than
focusing on all the sites the monitor’s can be assigned to the high-risk
sites only. This method can empower central monitoring of data and help
assess quality metrics efficiently (e.g. missing data, error rates, protocol
violations, etc). The CTMS can be designed using RBM to focus only on
safety and efficacy data points. This way monitor’s can have access to
only specific sets of data for SDV.
Eventually this can help reduce monitor’s travel and on-site monitoring
expenses.

http://www.appliedclinicaltrialsonline.comedc-ehr-integration?pageID=1
3. Fortune health. Prepare for the Digital Health Revolution:
http://fortune.com/2017/04/20/digital-health-revolution/
4.	Healthcare IT news. Integrating claims and clinical data to improve
population health:
	http://www.healthcareitnews.com/blog/
integrating-claims-clinical-data-improve-population-health
5. Pharmatimes. The clinical trial of the future:
	http://www.pharmatimes.com/magazine/2016/october/
the_clinical_trial_of_the_future
6.	Clinical Informatics News. Wearables Shaping The Future Of Clinical
Trials:
http://www.clinicalinformaticsnews.com/2017/04/26/wearablesshaping-the-future-of-clinical-trials.aspx
7.

Solution 5: data format:
Harmonization and standardization of data formats to a preferred
data format is critical. Data available from multiple sources in multiple
formats needs to be quickly and efficiently produced and generated
for submission purposes Not only does the standardized data help
traceability, but also prevents data loss during conversion and integration.

Applied clinical trial online. Bring your own device:
http://www.appliedclinicaltrialsonline.com/
bring-your-own-device-trial-outcome-assessment

Med City News. Is the direct-to-patient model the future of clinical trials:

	http://medcitynews.com/2016/12
direct-patient-model-future-clinical-trials/
8.	Applied Clinical Trials Online. 2020 Vision: Fulfilling the Future of
Clinical Research:
	
http://www.appliedclinicaltrialsonline
com/2020-vision-fulfilling-future-clinical-research

Thus, adherence to CDISC-SDTM becomes vital.
About the Author

CONCLUSION:
As Charles Darwin has correctly quoted “In the long history of humankind
(and animal kind too), those who learned to collaborate and improvise
most effectively have prevailed”.
the vision of the future of clinical trials that are automated, streamlined,
fast, cost-effective and more engaged with a patient requires constant
need to work seamlessly, to adapt and adopt new approaches.
One of the ways to find out the impact of new technology on clinical
trials is to start off with adapting new approaches on small-scale pilot
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Your Next Destination - Database Lock
By Erica Sage

Introduction
When planning that big holiday, usually the first decision is the travel
destination, closely followed by trip timing and travel method. Do we
plan our studies as carefully as we plan our trip of a lifetime? It is often
the case while planning studies that the first thing considered is the date
of First Patient First Visit (FPFV), then the transport (the technology), and
finally the destination (database lock). Isn’t it time to change?
This article draws on personal experience and the knowledge gleaned
from performing database locks personally, in addition to overseeing
database locks performed by other Data Managers. While there is no
magic formula, this article is intended to encourage readers to consider
new approaches and engage in healthy discussions with fellow data
managers and colleagues from other functional areas.

Database Lock Planning
All steps that could affect database lock (e.g. individual subject locking,
vendor turnaround times, and early site closure) should be considered
at the beginning of the study build. Most of these factors will affect
the processes that are implemented, and some may even affect the
electronic Case Report Form (eCRF) design. The time to start planning for
database lock is at the study start-up.
The study duration determines when the database lock details need
to be ready. If a study is short (e.g. 6 weeks from FPFV to database
lock), then the study plan should be detailed and all-inclusive before
the first patient enrolment (FPE). If the study is expected to have a long
duration (e.g. 8 years from FPFV to database lock), then a detailed plan
can be developed during the study conduct phase, as long as certain
decisions have been made early, such as the requirements for yearly
interim analyses.
It’s no secret that there is no perfect plan or one size fits all solutions for
database lock planning. However, there are some general guidelines that
can be followed, keeping in mind a few risk mitigation considerations:
• What might happen (e.g., a change in the inclusion/exclusion criteria
to aid recruitment)?
• When it might happen (e.g., after the database and all documentation
approved and some months into the original timelines)?
• What is the mitigation impact (e.g., plan for increased data and intense
data cleaning to minimise the impact on the original timelines)?
Unexpected events that occur near database lock have greater impact
on our ability to deliver on time.

Decisions
As previously mentioned there was no such thing as a perfect plan.
Realizing that every study has its nuances and individual issues, it is still
true that clear processes, underpinned by SOPs, provide a framework so
that the whole study team works together, in the same direction and with

an understanding of the tasks and timelines. Whilst the Kick Off Meeting
tends to focus on when a study will start, it is important that
certain discussions and decisions are made during the database building
phase of the study.
For example, defining how screen failure data will be handled up front
will make a smoother database build, and upon initial release, smoother
data entry. More importantly, it would provide clarity from the start for
sites. A further benefit is that as the study proceeds, the screen failure data
can be cleaned and then put to one side. So ultimately, as database
lock approaches, that specific task is removed from the critical path
which reduces the cleaning burden on multiple groups, such as data
management, sites and clinical operations.
Cleaning in batches and locking by patient are processes that can
spread the burden of database lock and are a joint effort between the
data management and the clinical monitoring teams. How this will be
managed often takes time to work into the plans, so starting it part way
through a study (or worse after some patients have finished) can result
in some confusion. Changes in the definition of when a patient is clean
or when the subjects in a batch are ready for review often distracts the
team members’ focus from the ultimate aim of database lock. If planned
correctly and at the start of the study the process, the intended result of
facilitating database lock can be more easily achieved[1].
How a study unfolds in terms of data collection can make the timely
database lock either a smooth ride or a car crash. Throughout the study,
a timeline impact analysis should be conducted for each proposed data
management related change. To request additional information may
seem reasonable several months before database lock, but it is important
to consider factors that could result in a last minute scramble for eCRF
completion, potentially delaying database lock. Common questions
to ask site management when considering extra data being entered
close to the time of database lock could include: ‘How accessible is
that information to the site staff?’ ’Are there enough resources at the site
to ensure the additional data is entered within the allotted amount of
time?’, ‘’Is this data considered critical in terms of data cleaning?’. New
decisions that may not affect data collection – such as the addition of an
extra review by a second medic after all data has been collected – may
seem a minor delay, but they do constitute one more additional step. So,
discuss the potential impact with the whole team whenever there is a
decision at any stage of the study.

Moving Forward
Clear communication, along with detailed timelines, is essential, but not
everything is ‘URGENT’: separate issues and actions into different email
streams, so that nothing gets missed. As the date of database lock gets
nearer, notification should be sent to all the reviewers and signatories
reminding them of their obligations, with dates and possibly times.
A clear email with the chain of events, who is responsible and who
Continued on page 9
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needs to contact the next in line, can save hours; a document awaiting
approval can remain in an Inbox if the recipient is not expecting it, and
so the chain of events is stalled.[2] It is critical to plan for public holidays,
PTO and large conferences, making sure that back-ups are available,
both internally and externally. The full study team needs to provide input
and commit to the timelines well in advance; sites and vendors need
to have clear expectations set and agreed. Time zones can work for
or against a team, therefore, it is prudent to be mindful of various team
member’s locations.
As you can see, communication and timelines are critical, but there are
other measures that need to be considered, and many of those can be
done some months before database lock. Documentation needs to be
reviewed and often re-approved. With a clear plan, living documents
(e.g., Data Management Plan [3], Data Validation Plan) can be reviewed,
approved, and filed in advance. Other documentation is on the critical
path and is often linked to the final review (e.g. SAE reconciliation,
coding review) and should be included in the database lock timeline.
However, if the majority of the coding can be reviewed a month or two
before database lock, then only the new terms need to be reviewed in
that busy and critical time, the quantity will be determined by the number
of final visits in the final weeks. Traditionally with a paper study, QC
of the paper CRFs versus data manually entered into the database is
completed just before database lock. In comparison, data review in EDC
studies should be focused on trends and should be conducted on an
ongoing basis, thus it is not typically included in the critical path. If trend
analysis is performed throughout the study, then any identified issues
can be actioned appropriately in a timely manner, often by updating
guidelines or re-training, before all of the study data has been entered.
A final review of data should produce few issues at the critical phase.
However often a targeted review, e.g. medical review, may only take
place at certain points and can be on the critical path. The use of a
database lock checklist that is aligned with the timelines can facilitate
planning[4].
A common issue that arises in the run up to database lock is the signature
of the Principal Investigator (PI). Ensure all the PIs have access some months
before database lock. An ongoing check of access to the database
throughout the study should also identify PIs who have not done their
training. Many PIs will not approve eCRFs until all the queries have been
issued and this creates a bottle-neck. We need to encourage PIs to sign
on an ongoing basis: signing an eCRF is no different from signing off a
paper CRF and should be done once data has been collected. If queries
are issued, then re-signing is no more onerous than signing a paper
query, so urge the clinical team to request the PIs sign the eCRFs early.
The actual timing will vary: from a month after ‘all data entered’ during
conduct of the study to the day after ‘data has been entered’, as the end
of the study gets closer. From experience, lack of PI signatures can be a
major obstruction on the critical path to lock.
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What Can Get in the Way?
Can you avoid the unexpected? Can you expect everything? No.
Who would expect a CRA to just decide to leave a company without
telling her manager, so that a site was unmonitored? There may be
a totally unfortunate incident of a PI who is taken into hospital for
emergency surgery whilst the sub-PI is on Paid Time Off (PTO), or the
occasion when a safety follow-up report arrives after final reconciliation,
but prior to database lock, which then affects the adverse event on the
clinical database. These things do happen and in order to counter the
most unusual you need to have a contingency plan, ranging from paper
sign-offs for an EDC study, to emailing queries if a system fails, to moving
the coding from a coder in one country to another. If everything else is
planned and under control, then you will be better placed to resolve
these issues quickly and make decisions that are within GCP and SOP
requirements, since other obstacles have been removed.
Most importantly, keep your manager in the loop. Lead data managers
are responsible and accountable, however; it is in the project’s best
interest for the manager to be fully aware of any changes that may
impact the overall goal of a quality database delivery. They can also
provide support and advice, so don’t hesitate to highlight potential issues
as soon as possible

Last Words
Plan your studies as you would your holiday of a lifetime – destination
first!
References:
[1] 
Laura Garnett (Senior Clinical Data Manager, INC Research/inVentiv
Health) in discussion with the author, March 2017
[2] Veronica Renones (Principal Clinical Data Manager, INC Research/inVentiv
Health) in discussion with the author, March 2017
[3] Society of Clinical Data Management. Data Management Plan. Good
Clinical Data Management Practices (GCDMP©) 2013 p 29-43
[4] Society of Clinical Data Management. Database Closure. Good Clinical
Data Management Practices (GCDMP©) 2013 p 471-480
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Wondering how to get the word out about the important role
of your Clinical Data Management Team’s activities?
Hold an Open House!
By Janet Welsh, CCDM
Increasing the understanding of the importance of Clinical Data
Management activities in the drug development process is a common
need identified by members of the Clinical Data Management community.
For example, in his Linked-In article, “Why is the role of a Clinical Data
Manager (CDM) still under valued and not visible?,” the author David
Edghill, states, “As long as our role continues to be misunderstood, not
valued, and not equally having a seat at the table within the organization such as others departments (i.e. Clinical Operations, Statistics, Regulatory,
Pharmacovigilance, etc.), companies will continue to struggle with their
data management needs or in some cases jeopardize their analysis for
submission.”[1] In fact, the Society for Clinical Data Management was
started as the advocate for the discipline of Clinical Data Management
and is still dedicated to the development, support and advancement of
Clinical Data Management professionals[2].
To address this need, members of the Clinical Data Management
group at Boehringer Ingelheim (BI) in Ridgefield, CT, proposed holding
an Open House as a means of showcasing the activities of CDMs.
According to Monika Bhatia, who, along with Amy Capilupi, took on
the lead event coordination role, “The CDM open house was conducted
to make other departments understand the contribution of Clinical Data
Management within the drug development process. Also to make others
familiar with CDM processes, the tools clinical data management uses
and our connection with other departments to turn data into information.”
The event was heavily supported by CDM leadership as well as the
wider Biostatistics and Data Sciences (BDS) department management.
Dr. Claude Petit, Vice President BDS, Americas, explained that she
supported the event because, “Clinical data management is a group
which has been evolving significantly during the last few years. Thanks
to the help of preferred vendors, they [CDMs] are now focusing on high
value added tasks requiring a diverse skill set. They need to deal with
complex external data, sophisticated systems and innovative digital
tools. Their work is very cross functional and cross regional. I am not
sure that these changes have been noticed and are understood by the
other functions [within the BI organization]. This open house was a great
way to make them [CDM tasks and tools] more transparent and easy to
grasp….”
The 2-hour event was centrally located in a large area arranged for
conferences and was comprised of interactive booths (“Stations”)
arranged to follow the different stages of the clinical trial data journey,
from ‘Starting a Study’ through booths highlighting clinical trial processes
then on to ‘DM Future’. Data management processes, tools, technology
and interactions were highlighted. Over 150 people from various
departments across the company attended the event. Even senior BI US
country leadership - the President and CEO, Paul Fonteyne, and the SVP
Medicine and Regulatory Affairs, Sabine Luik - dropped by and took

part in the activities. Feedback received was fabulous with many positive
comments – for example:
• “Wonderful and very informative + well arranged”
• “I learned that DM is more than just data management”
• “Great format (stations/rooms)!”
• “Very impressed!”

Preparation
Bhatia and Capilupi, both long-time CDMs with over 25 years combined
experience in the CDM department at BI, began with a core team of
organizers about 6 months before the event took place. This core group
met and decided the overall booth structure organization and content, as
well as determining the date, location and time of the event. Next this
core team widened to include leads for each of the Stations as well as
the formal team leader group, ensuring enough management support for
the department-wide efforts
Each Station team was challenged to make their area informative,
interactive, and fun - designed to engage the attendee, who could
potentially be from any department in the company, from Finance to
Clinical Operations to Site Services. Everyone in the entire CDM group
had to add their creativity in order to ‘bring to life’ each of the Stations’
key message.
Each team received a small budget to be used for design of visual
materials and purchasing of ‘meaningful’ giveaways to help illustrate the
station’s message, as well as prizes for several ‘raffles’. The teams had
access to the in-house audio, visual and graphic design teams and the
in-house print shop. According to Capilupi, “We gave each station a
nominal budget. At our weekly meetings all the team leads discussed
and shared ideas and innovative ways to achieve the goal of each
station while still keeping within the budget. Collaborating as a team
made it possible to create very informational and engaging stations
while keeping within the budget.”
A concept coordination meeting was held about 4 months in advance
to ensure all desired content would be covered as well as eliminate
content redundancy across the stations. This was followed by a ‘Dry
Run’ meeting about 4 weeks before the Open House date, this time
including the full Open House organization team, CDM leadership team
and CDMs that were participating at stations for the event, which by this
point involved about 40+.
During this dress rehearsal, each station team presented draft visual
materials and explained exactly how they would be engaging the
attendees. The constructive critique and feedback exchanged resulted in
fine tuning of each team’s materials before moving forward with printing.
Continued on page 11
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Teams received final printed material about 1 week before the event
and used the last week to make any necessary updates and set up their
stations in their designated area to see how the station would flow and
to ensure placement of all material was optimal.

•

S tarting a Study: Two parts: 1) Understanding a protocol and how
Data Management converts it to Case Report Forms (CRFs) and
2) Study startup when working with external data management partners
(outside of BI).

Another essential element of preparation was advertising. It was
imperative to be sure all potential attendees were aware of the event
and had good reason to fit something like this into their busy schedules.
Advertising began with a Company-wide email invite early August, a
full 2 months before the event. Then, there began a steady coordinated
effort of short postings by different CDMs on the company’s internal
Social Media platform ‘BI Buzz’. All were designed to pique interest
and give a flavor of the variety of open house topics, as well as throw
out some ‘hooks’ (e.g. a raffle of a Fitbit). Postings with event details
were placed on the main intranet home landing page and colorful
informational posters were displayed on stands in each cafeteria and
at entrances to buildings on site. Throughout the preparation time, the
organizing committee encouraged CDMs to ‘talk up’ the event to any
colleagues and teams they were involved in.

•

 onducting a Study: Managing data entered in those CRFs as well as
C
data external to the CRF.

•

L ocking a Study: Finalizing and Closing the database after resolving
discrepancies and more.

•

 linical Data Standards: To find out and learn more about how data
C
standards are improving clinical development at BI. Activity: What
does “105” mean to an FDA reviewer? Exercise designed to illustrate
the importance of the context surrounding collected data points.

•

 IA (Health Informatics and Analytics): Bridging the gap between
H
clinical development and the real world healthcare environment. Data
sources include Registry studies, Clinical data, Historical data, Claims
data and Electronic health records.

The Event
The culmination of all this preparation was a well-coordinated event
with a very harmonized feel. Table coverings, decorations and flowers
throughout followed a color coordinated fall theme. At a welcome
booth, participants were greeted, signed in and given a short overview
of the flow of the Stations. The handouts, Station labeling, table
coverings and direction signs incorporated colors according to their
position in the overall flow and aligned with the coloring on the station
map given to participants. Paper footprints on the floor showed the
‘route’ through the displays so attendees could proceed sequentially
through the stations. ‘Floating greeters’ were circulating outside the
event space, in the cafeteria and other high traffic areas of the building,
handing out flyers and maps, reminding people that the event was
happening and encouraging attendance.
All CDM colleagues were wearing bright primary color T-Shirts – red,
yellow, or blue – with the words “We are DM Strong” printed across
the back. The layout reinforced the fact that Clinical trial data travels
through different stages: from concept in a protocol to collection, then
through database lock to clean data in a database for analysis.
It also illustrated the array of technologies and systems CDMs use
and interaction points with other teams. Each Station had several data
management colleagues on hand to facilitate the interactions, convey
the Station’s message and answer questions. The final Station layout
and main focus for each was as follows, arranged to represent different
steps of data flow and data management

•	RBQM (Risk Based Quality Management): An innovative and global
approach being implemented at Boehringer Ingelheim to evaluate risks
as mandated by ICH E6.
•	EDC (Electronic Data Capture): Implementation of new system this year.
This was showcased as it was expected that multiple functions, Clinical
Research Associates and clinical operation colleagues would attend the
event and this would give them a chance for hands on.
•

 DM Achievements & CDM Future: A stop to learn about new
C
ways of data collection and its management..

•	CDM collaboration video: A collection of interviews with CDM’s
stakeholders from many Boehringer Ingelheim functions: statisticians,
trial clinical monitors, bioanalysts, pharmocometricians, Global head
of Biostats and Data Sciences, and more. The focus of the short
interviews: How does your Data Management colleague work
across functions? When and for what do you rely on your data
manager? This video underscored how important and well respected
the CDM organization is within Boehringer Ingelheim.
The atmosphere was conversational and relaxed, with lots of information
exchange. “We were sure to have greeters and guides sporadically
spaced throughout the event to engage with attendees for direction, to
make them feel welcome and to reconnect with colleagues that we have
worked with in the past and have not seen in a while,” said Capilupi.
And of course, refreshments, sweets as well as healthy fruits and drinks,
were also available for everyone.

Success from all angles
A success goal of ‘increasing awareness’ can be difficult to measure,
so the team had to look at attendance, engagement, and feedback to
evaluate success.

Continued on page 12
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CDM (in yellow shirt) walking with
attendees through study startup steps
from Protocol to Study Initiation.

Conversation starting games: Guess how many
patients were randomized in BI clinical trials in the US
between Jan and June 2017?

Looking into the future: CDM team members (in colored t-shirts) talked with
colleagues about Clinical Data Managers’ changing roles.

Many people who stopped by said how interesting it was and they

With a steady flow of attendees over the whole 2 hour time span, each
attendee staying about ½ an hour, and overall attendance of 150
people, from a broad cross section of departments within Boehringer
Ingelheim, there was plenty of information interchange. The atmosphere
encouraged questions which resulted in exchanges on broader topics,
even among the attendees themselves.

connections. I’m hoping we started a trend! ”

The attendee feedback was overwhelmingly positive; indicating the
team’s goal of increasing awareness to a broad audience was achieved.
These were just a few of the over 40 comments the Open House team
received during the event.

event could be well coordinated.”

And in several post event interviews, it was clear that attendees found the
information accessible and usable.

wished there were more of these types of opportunities for learning and
Monika Bhatia summed up the event’s success simply. “We succeeded
because each station [team] and coordinators came up with the creative
ideas and their simplified, fun presentations. Overall everyone contributed
their best, including our Administrative Support Center and that’s why the
And finally, the event was a success because our CDM team has
provided a template (a successful one!), which other Data Management
teams can build from to begin these important conversations in their own
organizations. At Boehringer Ingelheim, we were able to provide a clear

Below just a few more of the comments the Open House team
received during the event.
•

“Big organization with many interfaces, very helpful.”

•	
“DATA MGMT IS INTEGRAL TO OUR ABILITY TO BRING
TREATMENT TO PATIENTS”
•	“I am your controller and this was very helpful for me to learn
about your world so I help you build a good financial plan.”

definition to colleagues from departments company-wide of the value we
bring to our organization. We now have the fuel for further productive
interaction and contributions, both within our company as well as to the
wider CDM community
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