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Rescuing an
EDC Study

Three-phase approach to
make a midstudy vendor
transition less painful.

nce considered a rarity, the “rescue” or transi-

tion study is becoming more commonplace in

today’s fast-paced world of clinical trials. For

a variety of reasons, more and more sponsors

are finding the need to switch vendors mid-
study. Examples include vendor inability to meet sponsor
requirements, issues with the data capture system, and
vendor collapse or acquisition.

While the transition process is relatively straightforward
for a paper-based trial, this is not the case for an Electronic
Data Capture (EDC) trial. This is true even more so if
the legacy and new EDC platforms are different. De-
tailed up-front planning and collaboration are required
for a successful transition. The transition itself is often
the most challenging aspect of the study.

The main goal of the transition is to minimize the
impact of change upon the clinical sites by making
the process as seamless as possible. It is critical to minimize
the amount of downtime during the transition in order to
maintain study momentum and site motivation. Another goal
is to make sure that the new system contains all the relevant
data and is adequately equipped with elements for success.
Ideally there should be no interruption of protocol activities
at the investigative sites during the transition.
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Planning & documentation

To accomplish this goal, a three-phased approach to the
transition should be used (see Figure 1). The first phase
involves obtaining all documentation necessary to build the
study in the new platform as well as initiating the build and
testing processes. Required documentation should include,
at a minimum, the functional specifications, database
schema, electronic Case Report Form (eCRF) screen shots,
eCRF completion guidelines, and edit check specifications
(see Table 1).

The legacy system should be left active during
this phase. Only at the point where the new system
is ready to be populated should the legacy system
have site access restricted.

The second phase of the transition is the most
critical in terms of interruption of site activities. A
firm deadline for data entry and clean-up activities
should be established with the sites. The sites should be
strongly encouraged to have their data as up to date as pos-
sible at the time that site access to the system is restricted.
In particular, the sites should make every effort to resolve
any open queries. Any open queries that are not resolved
at the time of legacy system restriction will refire in the
new system.



The third and final phase of the transition is the migra-
tion of the investigative sites and, if necessary, the study
monitors to the new system. Adequate training must be
ensured for all parties using the new system.

Prior to the initiation of any of these phases, an EDC
Study Transition Plan should be prepared and distributed
to all stakeholders for review and adoption. [A list of the
key elements of an EDC Study Transition Plan can be found
in Table 2.] Upon approval of the EDC Study Transition
Plan, a meeting should be scheduled for all stakeholders to
review the plan and agree on the tasks and responsibilities
required for the transition to be successful.

A review of the essential documents should be performed
prior to the meeting and any issues arising from the review
should be discussed at the meeting. If the legacy vendor is
still in existence and cooperative, they should be included
as a part of the transition team. Any additional vendors
(IVR, Lab, ePRO) should also be included in the team.

Phase one: Database & eCRF

Due to their proprietary nature, no two EDC systems are
identical in look and feel. Having said this, the design pro-
cess should seek to replicate the look and feel of the legacy
system as much as possible. The flow of the original eCRF,
including the order of the data fields, should be followed.
The forms, drop down lists, radio buttons, check boxes,
and on-screen instructions should be kept consistent with
the legacy system wherever possible.

The ideal approach is to perform the design interactively
with representatives from the sponsor, the new vendor, and,
if applicable, the study monitors. Every effort should be
made to have the individuals with the most detailed knowl-
edge of the study present during the interactive build. This
is also a good opportunity to address any issues (entry
screens, edit checks, etc.) within the legacy system that
were found to be problematic.

Using the documents provided by the legacy vendor,
the study should be built and then fully unit tested prior
to being populated with the legacy data. Time should be
included for the integration and testing of any external data
feeds (IVR, Labs, safety) that need to be viewable from
within the EDC tool. The data extraction process must also
be tested as a part of this phase.

If integration is problematic, time-consuming or cost-
prohibitive, an alternate approach is to freeze the prior
systems database and merge the new and old databases at
study close. This approach is the fastest way to reactivate
the study—and indeed may be the only viable option in
the event of vendor collapse. Unfortunately, viewing prior
relevant data (Labs, etc.) will not be possible, and any au-
tomatic workflow triggers dependant on prior data will not
operate, so it is a less than ideal solution.

Phase two: System population
Once the new database and eCRFs have been fully designed
and tested, the system is ready to be populated with the
legacy data. Depending on the volume of data entered into
the legacy system, there are two approaches one can take. In
either case, the legacy vendor must be able to supply the data
within a reasonable time frame following site access restric-
tion. The first approach is a relatively low tech one that sim-
ply involves manual entry of the data into the EDC platform.
This would be the ideal approach for a study that does not
have a large volume of data entered into the legacy system.
The legacy vendor should be able to supply paper versions
of the subject eCRF data. A quality control plan should be
in place to assure that the data were entered correctly. If
possible, a programmatic comparison of the two data sets
is preferable to a manual one. Once entered, the data can be
source document verified by clinical research associates.
The second approach would apply to studies in which a
large volume of data exists in the legacy system, precluding
a manual repopulation of the new EDC platform. In this case,
a series of data integrations would need to be programmed
and validated to populate the EDC platform. If at all possible,
the integrations should seek to include any “flags” (Source
Document Verification complete, Data Management Review
complete, Safety Review complete) from the legacy system
into the new one. This will alleviate the need to remonitor
the legacy data, saving time and cost.

User Requirement Specifications

Functional Specifications

Database Schema/Data Dictionary

eCRF Screen Shots

Edit Check Specifications

Data Integration (IVR, Lab, ePRO, etc.) Specifications
Source: Eric Chappell.

Key documents to obtain from a vendor before
making the switch.

General Assumptions

Roles and Responsibilities
(including contact information)

Transition Timeline
Task Lists
Communication Plan
Source: Eric Chappell.

A listing of the elements that must be included
in an EDC transition plan.
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The three-step approach, detailed above, tries to make the midstudy transition from one
EDC vendor to another as painless as possible by avoiding missteps.

Regardless of the approach taken, an electronic transfer of the
final legacy data, including the audit trail, must be made avail-
able to the sponsor and, if applicable, to the new EDC vendor.

Phase three: System deployment & training

At this stage, the study is ready to be deployed for site use.
If necessary, this can be done on a site-by-site basis in or-
der to allow high enrolling sites to get up and running in
the new system as quickly as possible.

Adequate training of sponsor, site, and monitoring per-
sonnel must be performed and documented. A variety of ap-
proaches exist, including eLearning or online training and
“Train the Trainer” programs in addition to the traditional
classroom-style training session. Once all users have been
trained, the system can be made available to the site for re-
sumption of data entry and clean-up activities.

Risk mitigation

Regardless of whether one switches EDC vendors midstudy,
there are several strategies a sponsor can use to reduce the
amount of risk they expose themselves to should a vendor end
up collapsing or prove to be uncooperative when faced with los-
ing business. The first strategy is to obtain all essential study
documentation (see Table 1) from the vendor when available
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Conclusion
With the paradigm shift from paper to EDC, switching
EDC vendors midstudy can be a daunting task, but with
proper planning, communication, and cooperation this can
be accomplished successfully and in a timely manner.
Choosing a vendor with experience in EDC rescues,
interactive study builds, and a solid data management
background will make the transition for the sponsor, inves-
tigative sites, and any external vendors a smooth one and
minimize program risk.
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United BioSource Corporation (UBC) is an experienced clinical data management service provider
focused on the design, execution and successful completion of Phase 1-4 clinical trials. UBC’s
data management processes are innovative, flexible, and provide industry-leading service and
capabilities.

Our mission is to provide leading edge technology and data management expertise to
established and emerging life science companies in order to develop their clinical data into a
strategic asset.

UBC is a Medidata Rave® accredited partner. We can build, configure, and manage our
customers’ studies in the Rave® EDC platform. UBC provides study build services as well as end
user training, site and user administration, and reporting services.

In addition to Rave®, UBC has extensive experience in using third party platforms to review and
clean clinical data on behalf of our sponsors. UBC’s data managers have an average of over 10
years of industry experience. Our team is a trusted advisor for sponsors utilizing third-party EDC
platforms.

UBC believes that strong communication and collaboration lead to success. From the onset, the
data management team works closely with our database administration, clinical programming
and biostatistics counterparts to ensure exceptional study quality and consistency.

For information contact:

United BioSource Corporation

17 Blacksmith Road

Newtown, PA 18940

Phone: 215-321-9876

Fax: 215-321-9877

Email: eric.chappell@unitedbiosource.com
www.unitedbiosource.com



