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The RISE institutes Innventia, SP and Swedish ICT 
have merged in order to become a stronger research 
and innovation partner for businesses and society.  

 2016 RISE had a turnover of just over  
2,5 billion SEK 

 2 200 employees, 30 % with a PhD  

 SME clients responsible for approx. 30 % 

 RISE is notified body for a large number of 
product areas. 

 Run 100s of test and demonstration facilities, 
open for industry, SMEs, universities and 
institutes  
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Three have become 

one - RISE 

43 % 



 Competence 

 Time schedule 

 Understanding the requirements and the design 

 The evaluation procedure 

 Documentation 

 Conclusions 
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Common objective: 

Measuring instruments  

of the expected quality 

Contents 

www.fysikaliskaleksaker.se 
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Competence for software and ICT in legal metrology 

Metrology 

Embedded systems 

Internet of 

Things 
IT Security Big Data Digitalization 

Systems-of-systems 



The Manufacturing Industry 

Metrology 

Software 

Electronics 

Internet of Things 

IT Security 

Digitalisation 

Marketing 

etc. 

 

The Notified Body 

Metrology 

Software 

Electronics 

Vibration, shock, temperature 

EMC 

Electrical safety 

Internet of Things 

IT Security 

Digitalisation 

Certification 

etc. 
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Interfacing competences of the industry and the notified body 



 Early contact  -  good possibilites to include all requirements of directives, standards  and guides. 

 Late contacts  -  can mean costly late modifications. 
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When is the contact between industry and notified body 

established?  

Development process 

Concept 

 study 
Specification Prototype Trials in 

the field 

Instrument 

ready 



 Conformance with the essential requirements of the European Measuring Instruments Directive 
can be demonstrated by following the WELMEC Guide 7.2 
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Understanding the requirements  

Understanding of the 

WELMEC Guide 7.2 

Never heard  

of before 
First time 

application 

Some previous 

experience 

Well  

understood 



 Handle risks introduced by new technology 
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Understanding the Measuring Instrument 

Understanding of  

the measuring instrument 

 
Brand new 

measuring 

instrument 

Innovation Instrument 

type known 

Well known  

type and principle 
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Evaluation of aspects on Software and ICT 

 

EC  

Type Approval 

(TEC) 

 

 

 

 

 

 

 

Software/ICT  

Test Report 

 

 

 

 

 

Evaluation of  

other aspetcs 

START                                                      EVALUATION 

Risk analysis 

 

Product Overview 

 

WELMEC 7.2 Overview 

Documentation 

 

Training needed? 

Working meetings 

 

Questions 

 

Updated doc. 

 

Demo of functions 

 

… 



 P1, P2, P3, P4, P5, P6, P7 
or 
U1,U2,U3,U4,U5,U6,U7,U8,U9 

 L1,L2,L3,L4,L5,L6,L7,L8 

 T1,T2,T3,T4,T5, T6,T7,T8 

 S1,S2,S3 

 D1,D2,D3,D4 

 I-requirements 
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Well-structured documentation 

 

 

Manufacturer’s 

Documentation 

 

 

 

 

 

 

 

 

 

Manufacturer’s 

Documentation 

 

 

 

 

 

 

 

 

 

Manufacturer’s 

Documentation 

 

 

 

 

 

 

 

 

 

Manufacturer’s 

Documentation 
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Common objective: 

Measuring instruments  

of the expected quality 

Combining priorities 

 Customer satisfaction 

 Time-to-market 

 Business 

 

The Manufacturer 

 Correctness 

 Independance 

 Support to industry 

The Notified Body 

Efforts required 

 

Time schedule 

 

Quality of the evaluation 

 

Cost-efficient 



Good communication between industry and the notified body 

 Contacts also for software and ICT competences. 

 Understand the requirements for software and ICT. 

 Understand the point of time in the development process. 

 Understand the technology applied. 

 Understand the process for evaluation and type approval. 

 Documentation of the measuring instrument is important for 
the notified body. 
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Conclusions 
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