
R&D and RA
Production
Our MISSION : 

To offer our expertise in R&D and in the production of 
personalized and innovative microtechnical systems to the 
Medical, Aeronautics and Food markets. 



Our story

 STATICE was founded in 1978 by watchmaking engineers. The company's 
reputation has been built on its strong expertise in microtechnology, which is 
put to work on innovative projects. 

 We work on over 200 projects per year.

 We have 800m² of clean room and are ISO13485 certified.

 3 activities : 
 From designing to manufacturing of medical devices divided into 2 areas of 

expertise, biomaterials and mechatronics: catheters, silicone implants, 
single-use DM, DM incorporating electronics, In Vitro Diagnostic Devices,

 Non-Destructive Testing based on historic know-how at Statice: precision micro-
winding,

 More recently, our know-how has been extended to the field of chocolate for 
professionals (machines to reduce tempering time...).



The group
Besançon
Mauritius

Turnover 
11M€

Contract
Manufacturing

70 people

R&D
32 people

Production     
Mauritius
12 people



Our team

R&D Invasive Medical Devices Department

R&D Equipements Department

Electronics and Software Development Department

Regulatory Affairs and Validation Department

Prototyping workshop



Our customers

Major groups

SME

Start-up or doctors

Laboratories



From idea to 
production
While granting the 
customer full and 
complete intellectual 
property rights

Research
• European projects, internal resourcing 

programs
• Feasibility, rapid prototyping, 1st mock-up

Development

• DHF (CAO, FEA, PCB, software)
• Prototypes, performance tests
• Regulatory Services

Industrialization

• Production tools
• V&V, tooling IQ, OQ/PQ process
• DMR (Process flowchart,  

Instructions,…)

Production



R&D expertise
Medical devices

Class I to III

Long term
implants

Advanced 
Intraluminal 
technologies

Active  
invasive 
medical
devices

Bioresorbable
implants



R&D expertise
Equipments

IVD devices

Active 
medical 
devices

Laboratory
equipment

Special
machines



R&D expertise In the main clinical 
areas

OPHTALMOLOGY

ORTHOPEDIA …

UROLOGY

NEUROLOGYCARDIOLOGY



Biomaterials
The silicone 
(LSR, HCR,...)



Biomaterials
Silicone

Application in 
neurology



Biomaterials
The resorbables



Biomaterials
Electrospinning



Complex
catheter
assemblies



Micromechanics
Plasturgy



Active 
Medical 
Devices



In Vitro 
Diagnostic 
Devices
µ-Fluidics
Optical control
Automation



Mechanical
workshop
Numerical control
Electroerosion



Electronic
workshop
Micro-winding
Micro-wiring
CMS PCBs



Regulatory
Affairs
Services

Regulatory strategy
• Evaluating and defining the different regulatory routes to access 

the European and international market

Technical or homologation file
• Drafting or support with a view to CE marking and international 

approvals

Validation

• Process validation (molding, assembly, packaging ISO11607)
• Electrical validation (IEC 60601)
• Software validation (IEC 62304)
• Fitness for use file (ISO62366)
• Biological evaluation (ISO 10993)
• Validation of sterilisation



Regulatory
Affairs
Services

QMS: Deployment and improvement

• Implementation / optimisation of your QMS (ISO 13485, 21CFR 
Part820, ...)

• Support in communication with notified bodies and/or competent 
authorities

• Audit of your QMS



Design Transfert:
Process Qualification

Assembly
Cleaning
Packaging

Labelling

Technical documentation



Contract
Manufacturing
ERP (Traceability)



Clean Room
800 m²
ISO 7  & ISO 5



Contact us!
Benoit STUDLE (CEO) : b.studle@statice.com

Sébastien PERROT (CTO): s.perrot@statice.com

www.statice.com


