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How to Run a Marathon
in a Minute

Goal

Develop a process to prepare 24 components for

a large Diabetes program. Process was to include
printing, assembly, and shipment for 8 studies across
321 US and Puerto Rico sites in 48 hours.

Situation

As a result of an FDA audit, the sponsor was required
to author, design, and print three supplemental
instruction pieces needed to educate and remind
patients of medication dosing requirements. The
sponsor’s commitment to the FDA was to have these
materials at the sites within the current month. The
team charged with the responsibility of procuring these
additional components learned of the requirement only
5 days prior to the committed deadline.

For the better part of a year, Imperial had already
been working with the customer on other components
involved with this program. While this was not the first
instance where a time constraint had presented itself,
none were like this. With over 40,000 printed pieces
all requiring a certain level of custom finishing, even
for the most process capable suppliers, a project of
this scope would take ten business days to complete
upon receipt of files; Imperial had two days. With the
time constraints as they were, Imperial had to review
the request and commit within a four hour window. The
project was assessed, workloads were evaluated, and
Imperial agreed they could deliver.

Case Study

Solution

Imperial assigned a cross-functional team to develop

a customized workflow for this project. The workflow
was mapped out to determine where standard
processes could be expedited or circumvented without
compromising Imperial’s quality output standards.

Files received from the customer were not print ready,
requiring significant modification prior to production. An
internal production meeting determined the print and
assembly workflow and timelines for each component,
and assigned specific milestones to achieve within

the allotted timeframe. As each component was
completed, a one-piece workflow was set up
immediately for assembly. Simultaneously, distribution
was preparing and processing the necessary shipment
documentation for over 300 shipments to be shipped
out the same day.




Achievements

- Imperial achieved completion of all 321 shipments
within the 48 hour timeframe

- Imperial demonstrated flexibility to answer a
customer’s needs by being able to temporarily
reallocate resources and adjust established workflows
to meet a very aggressive deadline

- Imperial provided real-time updates to customer
regarding project status and shipments

Summary

Life Science companies are continually faced with
compressed timelines in the clinical trials environment.
With this reality, it is imperative to have relationships
with suppliers that have the capacity and flexibility to
execute and meet these requirements when needed.
Imperial’s ability to absorb this project and develop

an innovative process management flow enabled the
customer to meet all FDA requirements in support of
their studies.

About Imperial

Imperial is a leading supplier of custom solutions

for the clinical research market. Using an innovative
and vertically-integrated approach to provide study
support materials, Imperial improves study rollout and
management for leading pharmaceutical, biotech, and
medical device companies, as well as for contract
research organizations (CROs).

Services Include

— Trial theme and graphic identity

— Study design from protocol

— Investigator meeting and materials support
— Web-based global collaboration

— Production, printing and distribution of study materials
— eClinical study closure and archiving

— Real time information management

— Late Phase Solutions

— Design Services

— Translation Management Services

— Patient Recruitment Retention

— Imperial Marketplace®

— File Library/Document Management

— Case Report Forms

— CRF Builder

— PRO Documents

— EDC Launch Kits

— Source Documents
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