smarleeva
Case Study

Global Medical Device Company
manages recalls with
Smarteeva’s Post Market
Platform.

ABOUT MEDICAL
DEVICE CUSTOMER

A leading global medical technology
company required a robust recall
management system that could
handle multiple recalls, global
affiliates, letter translations,
notifications and feedback collection.
The company sold both large
equipment for which the install base
was easier to track as well as smaller
equipment sold through distributors
that made install base traceability
difficult to manage.

«‘» 100,000+

Notifications to Consumers

o* 90,000

Customer Feedback

Q’OPPORTUNITY

Investing in a modern recall management system would simplify and improve the
traceability of the customer letters and the collection of the customer feedback.

e Completely spreadsheet based system was not sustainable and made complying

with FDA requests very difficult.



* All letters needed to be translated and localized. The process for managing the
translation workload was quite complex.

* Tracking the install base and figuring out the list of customers that would receive
recall notification was very complicated. Data was spread across multiple CRMs
and install base info coming from distributors was almost non-existent.

“ SOLUTION

Investing in a modern recall management system would simplify and improve the
traceability of the customer letters and the collection of the customer feedback.

* Our intuitive decision tree collected statistically driven-data within minutes to
generate specific feedback forms and allowed form tracking percentage
efficiently.

e Utilizing our software’s communication features helped the company to
promptly notify stakeholders about recalls, including customers, retailers, and
regulatory bodies.

* Smarteeva’s unique Install base management system established a
mechanism to trace the exact location of the device alerting concerned
consumers about the recall reducing the response time.

* Leveraging Smarteeva’s automated translation technology, medical device
company was able to quickly initiate letter translation and localization process

* All of our features were customized with localization & usability in mind,
including user-interface, manuals, and language to meet the target market's
requirements effectively.

* Smarteeva’s automated system empowered users to send 100,000+
notifications to consumers and collect more than 90,000 customer feedback.

* Smarteeva automatically generates and sends reports to country specific
regulatory authorities (FSCA and C&R ) to swiftly and efficiently execute
product recalls.

Q RESULT

Unified Recall management system with Automation & Traceability.

* Introducing Smarteeva’s automated Recall management system made a notable
difference in the way of handling recall notices and customer feedback. We
simplified the full lifecycle of the notification process by integrating the application
with the company’s ERP system. Thus saving time, resources and cost of manually
handling the recall process for the medical device company.

* Bringing ultimate value to our customers with expansion of our Al-enabled products
remains our main focus that can help reform Post Market Surveillance and medical
device reporting.



