smarleeva
Case Study

Smarteeva integrates PSUR,
PMSR, HSCR and UK reports on a
single platform.

ABOUT MEDICAL
DEVICE CUSTOMER

A top global leader in diabetes
management devices needed an all-
in-one Post-Market Surveillance
platform to integrate MDR, PMCF,
PSUR, and CER reporting. Their vast
product lineup created delays, with
report generation & consolidation
taking up to a year with additional
challenges from manual product
registration.

Q' OPPORTUNITY

Creating PMSR, PSUR, HSCR, and UK reports from scratch with fragmented resources
was challenging, as the current system involves a nearly 50-step manual process to

complete each PMS report.

* Due to a dated and labor-heavy reporting platform, content creators had to plan
and build each report manually, causing low productivity and extending report

completion times to almost a year.

* With manual product registration and data workflow management, the premises-
based system was slow and lacked automation, causing data silos and disjointed

resource compilation.



“ SOLUTION

Smarteeva’s Unified PMSR Solution was implemented. This implementation gave a
360 view of all the existing reports in the dashboard along with the option to
auto-assign reports to users/groups.

* Smarteeva pulled and analyzed data from Snowflake, SAP, and the RIMS server,
integrating it into the system via APl to reduce the effort of manually collecting
data from separate sources and entering it into the system.

* Using Smarteeva’s system, content creators have the capability to select
multiple reports simultaneously, cutting down a year’s worth of time by working
on several at once.

* Smarteeva’s system automates and templates components like the executive
summary, footnotes, cover page, and conclusion, allowing all sections to be
pre-filled in the report with a single click.

* Timestamps give users the ability to review and adjust information midway in
reports via Smarteeva’s auto-rich text editing feature.

® Our unified PMSR incorporates the IMDRF AE terminology feature, maintaining
standardized terminology and offering a configurable template.

* An error message functionality was added by Smarteeva to alert users of
missing information, ensuring all essential data is completed before report
submission.

* Smarteeva-generated reports integrate with other software platforms,
enabling a centralized access management system.

* Following Smarteeva’s unified PMSR integration, content users can complete
report reviews and submissions in minutes.

Q RESULT

Evolution of PMS Reporting through a unified platform

* The introduction of Smarteeva’s unified PMSR platform not only automated the 50-
step process but also transformed how the medical device company manages its
product portfolio and global visibility. Automating data creation, integration, and
synchronization with the company’s ERP system removed the burden of manually
registering product information and generating individual PMS reports.

* Our commitment to expanding Al-enabled products is centered on providing
ultimate value to our customers, supporting advancements in post-market
surveillance and medical device reporting.



