
Top 10 global biopharmaceutical company needed to 
implement a single clinical study data review system to reduce 
the time, cost and risk of running their clinical trials while 
accelerating the time to market.

CHALLENGE

The company’s clinicians were using an inflexible clinical study 
data review tool that forced them to review clinical study data 
in a very rigid workflow centered around reports deemed by 

clinicians to not be useful. This, coupled with the time it took to simply select their studies 
in the system, caused the clinicians to abandon the use of the existing clinical data review 
system and instead rely on the creation of customized summary tables, line listings and 
graphics. The clinicians turned to Excel spreadsheets and paper reports for the medical 
review of data. As a result, hundreds of pages of line listings were printed at a time, taped 
together, while using highlighters to mark records and analyze the clinical data.

The company paid enormous amounts of money to data management firms to extract, 
piece together, format and deliver the clinical data via email. This process was very labor 
intensive and slow. For a ten-week study, an entire week was spent by a data manager to 
simply generate and deliver the line listings for a study. After the data was delivered and 
brought into Excel, the clinicians had a very difficult time visualizing the relationships and 
trends in the data.

“ PerkinElmer has enabled us to overcome our previous clinical data review challenges 
resulting in a significant reduction in timespent conducting medical reviews.”  

 Medical Doctor Clinician
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PerkinElmer is the exclusive global distributor 
of the TIBCO™ Spotfi re® platform for certain 
scientifi c and clinical R&D applications.

Industry: Pharmaceutical
Geography: Global

$50 billion publicly held global 
biopharmaceutical company with over 78,000 
employees and a research and development 
pipeline of compounds addressing 6 major 
therapeutic areas.

Deployment Summary
Visual analytics for clinical data review can 
help enable fast medical review of clinical 
data, the ability to perform rapid data quality 
assessments, the identification of relationships 
in the data resulting in fundamental process 
and cost saving improvements.



In the new way of working, the standardized safety review 
tool auto-extracts clinical data and populates the safety 
review template for access via a web browser.

The main benefits of the solution are that it standardizes 
the output and automates the delivery to teams. Using 
automated services, standard templates are populated 
on a schedule and delivered via the Web. The system is 
integrated with Microsoft SharePoint® such that teams can 
login to Microsoft SharePoint and launch the medical review 
templated directly from a dropdown list of studies, versus 
fumbling around trying to find a study with the previous 
clinical data review tool that was in place. Although the tool 
focuses mainly on phase 2 and 3 trials across all therapy 
areas, it is quickly being leveraged to work across all phases 
and therapy areas.

SOLUTION: Standardized Company-Wide  
Safety Review

The company deployed PerkinElmer's interactive data 
visualization and analysis solution to their clinicians and 
safety reviewers as part of a safety review tool that is quickly 
becoming the tool of choice for clinical data review.

A key part of the system is the adverse events review 
template that allows teams to perform targeted safety 
reviews by identifying protocol and program-specific  
adverse events of interest.

In the previous way of working, a Data Manager would 
extract non-standard data and send it to the clinicians 
and safety reviewers for clinical data review in Excel 
spreadsheets. 
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This Safety Review Template allows teams to perform targeted safety reviews by identifying protocol and program specific adverse events of interest.



be agile enough such that the company can quickly create 
templates and provide users with the flexibility to view the 
clinical data in different ways. By not having to involve an 
outsourced vendor to extract, piece together, format and 
deliver the clinical data to the clinicians and safety reviewers, 
the company has saved significant time and money by doing 
this work internally.

As a result, the clinical study data review solution is relied 
upon for the analysis of adverse events, lab data, operational 
metrics, protocol deviations and for custom and targeted 
reviews across all therapy areas and clinical trial phases.

SOLUTION: Rapid Data Visualization 
Development

The company has also deployed interactive analytic solutions 
to rapidly develop visualizations for “new” clinical study 
data. New clinical data is defined as data that could 
come from an acquisition of another company or a fully 
outsourced study where the clinical data is captured in 
a Contract Research Organization’s clinical development 
systems and delivered to the company. Data coming from 
a Contract Research Organization or an acquired company 
is typically in a format and structure that the Sponsor is 
not familiar with. The PerkinElmer solution has proven to 
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Solution is relied upon for custom and targeted reviews across all therapy areas and clinical trial phases.
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•  Clinical study data is linked to operational data (i.e. sites 
with dirty data, adverse events, labs, etc.) so that sites that 
arenot adhering to protocol can be identified

•  Fast medical review of crucial clinical study data is 
performed(AEs, labs, demography, drug exposure, drug 
response,concomitant medications, etc.)

•  Relationships in the data such as treatment emergent 
adverse events are easily identified

•  Fast medical review of clinical data resulted in a 
20-40%increase in productivity translated into a savings  
of 3 to 4 days per month over a 10 week study.

PerkinElmer has given clinicians within the organization  
the unprecedented ability to reduce the time, cost and  
risk of running their clinical trials while accelerating the  
time to market for their products across all of their  
clinical programs.

It is the customer's responsibility to validate and implement TIBCO Spotfire® software in accordance with their policies 
and standard operating procedures to ensure compliance with applicable regulations.

RESULTS

PerkinElmer has equipped the clinicians and safety 
reviewers at the company with the ability to effectively 
analyze key data, without the time lag associated with 
the previous analysis process.

•  Clinical study data from all therapy areas and all phases 
of clinical studies are now analyzed in a single safety 
monitoring system

•  While the need for customized report writing such as 
summary tables for each study has not gone away as part 
of the formal reporting and review process, the need to 
manually generate and send Excel spreadsheets of data 
to the clinicians and safety reviewers to review the clinical 
data is no longer needed

•  By rapidly being able to develop visualizations to 
understand the data… 
– Protocols could be evaluated for new studies based on 
exploratory analyses from studies in similar populations. 
– Molecules could be identified that may work for a 
different indication.

•  Clinical data from acquired global pharmaceutical 
companies can be analyzed with previous company data


