WITH EFFICIENT SPRINTS TO COUNTRY APPROVALS

Our customer is one of the world'’s leading manufacturers of medical technology
devices. With their patented technology, they have set a new level of standards
for phaco devices worldwide. Processes that are more stable lead to greater sa-
fety and efficiency. This provides more time for the operating surgeons to con-
centrate on the most important task: the efficient performance of cataract surgery.

Preparation is (almos) everything

Thanks to standardized sprint processes, konplan efficiently implemented chan-
ges to the instructions for use which were urgently needed for country approvals.
A clear presentation of the affected documents enabled rapid revisions and the
bundling of translations which resulted in lower costs.

In close coordination with the customer’s regulatory affairs managers and docu-
mentation department, country restrictions could be set and removed again after
approval was granted. This ensured smooth and rapid product registrations for
the international market.

Real-time transparency with JIRA

Through intensive coordination with project management and a small core team,
even urgent changes needed for country registration approvals were accomplis-
hed by konplan in one-week sprints and on short notice.

Thanks to the bundling of relevant |IRA tickets and standardized processes from
konplan, the international market approvals were efficiently implemented.

Ilk developing together

Ikonplan

Result

* Efficient coordination and transparent
tracking of changes

* Implementation of changes within
one week

¢ Cost savings through bundling of
changes

Methodology & Technologies
*+ SAP

* eDMS

* JIRA, Kanban

Scope of Services

¢ Leading and moderating weekly sprint
reviews

¢ Coordination of country restrictions
with Regulatory Affairs Manager

¢ Creation of change documentation

T@ 3 months
@ 1 employee — konplan
4 employees - customer

@ Development, production
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