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Demonstrating Product Value Using
Retrospective Claims Database Analysis
analysis. The client had access to a large hospital-based all-payer database containing anonymized
patient characteristics and health outcomes. The database also contained healthcare resource
utilization and economic data from various hospitals in the US. Using statistical methodologies,
clinical and economic outcomes were analyzed. Furthermore, health outcome predictors were
used to evaluate the safety profile of the medical device.

Background
In order to demonstrate the value of endoscopic surgical staplers, retrospective claims database analysis was
conducted. Complications related to surgical staplers may include leakage from staple lines, bleeding, etc.1,2
Anastomotic leakage following colorectal resection remains one of the most significant complications with relevant
morbidity and mortality. There is evidence that a higher number of staples may affect the leak rate. However, the
extent to which patient and surgery related variables impacted health outcomes was to be examined.

Client Solution
A statistical model was built to establish the relationship between patient characteristics and health outcomes.
Challenges included the volume and complexity of the dataset such as data imputation due to missing or invalid
values, large number of variables to be analyzed, etc.
The steps in model building included:

• Descriptive and bivariate analyses
• Univariate and multivariate regression
• Model diagnostics and interpretation
This collaborative engagement enabled the client to support the safety and effectiveness of single vs multiple
surgical staplers using real world evidence.

Key Takeaways
RWE is playing a key role for organizations to demonstrate the value of their products
Large raw datasets need to be processed and analyzed into meaningful and measurable outcomes of interest
Retrospective analyses of claims databases is one of the many types of RWE being leveraged across the life
sciences industry
Specialized RWE expertise and resources are needed to undertake such studies
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Sources and Uses of Real World Evidence (RWE)
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Trusted Services. Built on Science.
Sciformix Corporation is a leading scientific knowledge-based
organization that provides process, technology and consulting
services to the life sciences industry. We collaborate with our
clients through the entire product development lifecycle to
provide a full range of services from study design to post
marketing surveillance and commercialization support.

