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Digitalizing medical devices

manufacturing to enhance operational
efficiency and product quality

Many medical device manufacturers still use paper

Paper-based processes are inefficient Increase nonvalue-added activities
Shop floor - manufacturing execution Warehouse
Compliance risks: Overall risks:
e Manual data transcription * Traceability of
* Errors in device history record (DHR) paper-based systems

Paper is slow Prone to errors

* 6,136 hours/year — In process reviews
* 6,630 hours/year — Final DHR reviews
¢ 10,400 hours/year — DHR scanning/archival

* 11,688 hourslyear — Investigations « 59% avoidable

¢ 14,425,500 data entries nonconformances

(Source: Siemens PLM Software)

Medical device manufacturers experience many problems

Only 4 out of 10

think their change and configuration
management (C&CM) processes are effective

- B

Slow processes 55%

50%

38% \ ' ,

34%

Unintended consequences

Compliance concerns

Inability to close the loop
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(Source: Axendia White Paper: “The Future of Change and Configuration Management in Med-Tech”)

Medical device manufacturers are taking a big hit

$1.5 billion o
Recall charges at a major + 1 1 9 0
orthopedic company,

net of insurance recoveries Recall events are on the rise

(Source: Stryker fact sheet, 2015)

$1 billion

Another company’s
expenditures on recalled
hip implants

(Source:: Bloomberg Business, 2013)

(Source: United States Food and Drug Administration)

Digitalize manufacturing operations and realize better quality,
greater flexibility

Siemens Opcenter Execution Medical Device and Diagnostics
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Creates self-auditing Eliminates Enforces good Reduces manufacturing Creates paperless
electronic DHR and nonvalue-added manufacturing practices process errors manufacturing environment
batch records activities and regulatory compliance across batch and discrete
. operations
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Operational Product quality Reduced

excellence and compliance excellence time-to-clearance
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Reduced Cost Of Manufacturing Overall DHR Traceability-related
Goods Sold (COGS) lead time review time nonconforming events

(Source: Siemens Digital Inustries Software case studies)

Access medical device trends and intelligence by joining our Siemens Opcenter Community:

www.siemens.com/mom/blog
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