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cardiovascular innovations

MEDICAL INNOVATIONS

CUSTOMIZED TO YOUR NEEDS!

Company Presentation



Company: Figures & Facts O00@:science

A Foundation

- 2001 by Prof. Dr. Armin Bolz and
Weinmann Gerate fur Medizin GmbH & Co. KG

A Location
- Erl angen, AMedical Valleyhi

A Number of employees
- >50 (75% of whom are engineers)

A Company strategy
- Development and production of innovative medical products |

as OEM full range service provider (B2B)
- Focus: cardiovascular therapy and diagnostics

A Certificates
- DIN EN ISO 9001
- DIN EN ISO 13485
- MDD Annex Il
- FDA registration (nr. 9048414)
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Company: Customer Examples @O0@:science

A National and international medium-size companies and big corporations
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http://www.bluepoint-medical.com/de

OO0Gscience

cardiovascular innovations

SERVICES
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Services: Overview @00@science
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Research Development Approval Production Logistics Series production
Funded projects Algorithmics Consulting Assembly Consignment Technical support
Cooperations Firmware Communication Tests Shipment Safety check
Universities Software Investigation Final testing Storage Product maintenance
Hardware Documentation Supply chain
management
Mechanics
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Development; Process O00:scicnce

CUSTOMER SATISFACTION
COMMUNICATION

Functional SR New product
Concept Prototyp Qualification ) . prod

model introduction
Project plan \ ‘ Systemspec | ‘ Firmware ‘ | Adjustments ‘ \ Test reports l ] Test instructions Initial sample
Preliminary studies || Designspec || Software || Documentation Documentation ' Test equipment || testreport
Requirements ]_Testspec || Hardware ‘ (advanced) , (approval) l Production
engineering Mechanics Preparation of
Requirements Documentation manufacturing
specification First samples

DER sl=lg A A = A A
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Development; Expertise ®00@:cience

A Electrostimulation
- e.g. defibrillation, cardioversion, pacing

A Monitoring
- e.g. multiparameter systems, emergency devices, GUI

A Vital parameter sensor systems
- e.g. Sp0,, ECG, EEG, NIBP, temperature, CO,

A Wireless technologies

- e.g. Bluetooth, Zigbee, WLAN, ANT+, GPRS,
proprietary solutions

A Algorithmics
- e.g. ECG, defibrillation, plethysmography

A Hardware and software
- e.g. layout, GUI, FPGA, uC, embedded linux
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Development: Project Management @00 cience

- @ E g EF Basic - Normal

A Detailed project planning
- Project structure plan incl. milestones and gates

- Project plan

[oynamic view |
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EI + Dengle Corscience

A Cost planning @ oo core
I:fl + MCC Code Generator PC Applicatic
EI + Production PC Applicaticn Custome

- DB calculation -
- Early calculation of manufacturing costs -

- Permanent monitoring :| S——
7 Code Generator) has to be

A Requirements management S
- Enterprise Architect

Device signature

Dievice signature -

A Communication
- Core team meetings every week
- Regular interdisciplinary meetings
- Project steering committee meetings every 4 weeks

Method to read the full
unigue device id with S
length of 56 Bits (12 Bytes)

half of the unigue device id y
with length of 48 Bits (8 -
Bytes) -

Py

!
\\ Methed to read the lower A"’

Method to read the whole
CPU signature data set with
length of 18 Bytes

icensing E Device signa 2
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Development: Risk Management @O0@:science

A Product risks
- Risk analysis already during planning phase
- Risk management process: DIN EN ISO 14971
- Risk classification hardware and software modules
- FMEAs

beabsichtigte Anwendung/
Merkmale identifizieren (4.2)

'

annte oder vorhersehbare Gefahrdungen identifizieren (4.

Risiko bzw. die Risiken flr jede Gefahrdung einschétzen (

n Ist eine Minderung
des Risikos erforderlich?

(5)

oder mehrere geeignete MaRnahmen der Risikabeherrschi
jen, Anforderungen an die Risikobeherrschung aufzeichnen

A Project risks
- First analysis already during the planning phase ot Natatrnonurastzn,adiskine s vcoren
- Worst case/best case study - plan B?
- Critical path
- Continuous assessment regarding time/costs
- Introduction/agreement on risk reduction measures

Ist das Restrisiko
akzeptabel?

Werden neue
Gefahrdungssituationen
geschaffen oder
bestehende Risiken
beeinflusst?
(6.6)

Sind alle
Identifizierten Gefahrdungen
beriicksichtigt?
(6.7)

Ist das
Gesamtrisiko akzeptabel?
)

Nein

Information aus der Herstellung und der
Herstellung nachgelagerten Phasen auswerten (9)
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Development; Test Process O00:scicnce

A Documentation
- Test plan
- Test specification
- Testreport
- Traceability matrix

A Execution of tests
- Black-box-, white-box- and unit tests
- System tests
- User tests

A Automated test environment with Build-Server
- Automated unit tests
- Nightly builds
- Static code analysis
- Code beautifying
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science

Development: Communication O00:scicnce

A Focus on communication (internal/external)
during the entire project

A Kick-off meetings
A Regular status report
A Presentation of intermediate results

A Immediate information in case of possible
deviations from the plan

A Strategy meetings

A Customer satisfaction analysis
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Approval ©00:science

A Approval of customer products MED
CERT

. i Zertifikat
A Approval-specific consultation (CE, FDA)

Die Zertifizierungsstelle

gs- und Priufungsgesellschaft
ol 2 — 20355 Hamburg — Det

A Standard and patent research

icheinigt hiermit, dass das Unternehn

Corscience GmbH & Co. KG

A Support for keste. 91 = 91052 Erlang
- Risk management (DIN EN ISO 14971)
- SW development process (DIN EN ISO 62304) SagREeiiSs
- Usalbility (DIN EN 1SO 62366) . Produktion, Wartung und

imulatoren, drahtloser Sens
ten zur Erfassung von Biosi

A Drawing up of accompanying documents and nckiogemarfiysie:eingsiohr ot
ap p rOval ap p | I C atl O n S 1 ein Audit wurde der Nachweis erbi

Jualitatsmanagementsystem die Forc

. . . . . 1 1SO 13485:2003 + AC:20(
A Communication with testing laboratories and

notified bodies il

s, dass das Unternehmen sein Qualii
awendet und aufrechterhalt. Dies wir
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P ro d u Cti O n Geo fard%vaiscir igov(a:tiones

A NPI, pilot run and series production
- Close interlock between development and production (DfX)
- Prototyping
- Transfer to pilot run

A Material management
- Worldwide purchase of electronic parts

A PCB assembly
- APreferred partneSiesdns p pr og

A Supply chain management

A Module assembly inhouse
- Small and medium batch sizes

A Final inspection and testing
- Boundary scan, in-circuit-tests, flying probe (with partners)
- Product-specific electrical function tests
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Logistics and Warehousing @O0@:science

A Warehousing and disposition
- Consignment warehouse
- Just in time delivery (also

A Consignment sales
- Customer-specific packaging and consignment

A Worldwide shipping
- Handling of export and customs formalities
- Shipping to the end customer (if required)

A After-sales service

- Maintenance, spare part procurement, repairs,
refurbishment, complaint management
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Services: Examples @O0@science

cardiovascular innovations

wurm

Mobile ventilator

AED Therapy device for

cardiac insufficiency
GUI development and
integration of power supply and
bidirectional flow sensor

Complete development

Complete development/
(HW/SW/housing)

production

Customer: Weinmann (DE)

Customer: Weinmann (DE) Customer: Cardiola (CH)
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Services: Examples ®00@:cience

CO trend monitor

GUI development

Customer: Pulsion (DE)

25.10.2011

Monitor for hemo-dynamic Perfusion monitor
monitoring
Developement of component Complete development

adapter, SW adaption
& integration of ChipOx

Customer: Pulsion (DE) Customer: Contract Medical International (DE)
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Services: Examples O00G:scicnce

Chock
Impedace

NeuroAmp g

12-channel EEG amplifier Device for harm reduction
ECG plotter after heart attack
Complete development Complete development Integration of NIBP2010

(approval support)

Customer: Viasys (DE) Customer: Bee Medic (DE) Customer: CellAegis (CA)
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Services: Examples ®00@:cience

Rehab Surgical microscope HDTV camera system
ergometer system

ECG transmission Foot control panel with Integration of HDTV
via Zigbee Bluetooth wireless coding/decoding and WLAN
transmission transmission
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Services: Examples ®00@:cience

Gas mixer for ECG board with Device for MR
ventilator HES analysis
PCB development PCB development PCB development
Customer: Aircontrols (DE) Customer: BPL (IN) Customer: Siemens (DE)
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