DNA GROUP INC

FERTILITY MONITOR

OVERVIEW

Manufacturing fertility monitoring devices (FDA Class 1
medical device) for a renowned women's health
diagnostic producer that needed a low cost, high quality
CM. Aiming for new markets including Asia.

CHALLENGES

L& Required well-developed quality and
ocumentation system

L Special emphasis on product tracking and
tfraceability

L Turnkey manufacturing partner with capability for
compliance of recognized medical standard

<L Short implementation time

SERVICES PERFORMED

2 Design for manufacturability
& Agency/compliance testing
£ Product fraceability and documentation conftrol

RESULTS

£ Successful launch of device in short timeframe,
meeting customer’s quality and fraceability
standards
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