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Welcome 

After the second active year of the 

project, it is a great pleasure to welcome 

you to the first adOSSIG newsletter. We 

greatly appreciate this opportunity to 

inform and update you about news, 

achievements and results of our work. 

So far, the focus of the project was on 

the preparation of technical and 

practical prerequisites for the various 

studies and experiments planned in this 

project. The advanced simulator was 

constructed and manufactured, and the 

new recording unit completed. 

The project team is already 

collaborating with potential users and 

beneficiaries of the project outcomes.  

I hope you will find valuable information 

in this newsletter. We are keen to keep 

in contact with you as stakeholders, 

users, or as someone generally 

interested in non-invasive blood 

pressure measurement devices and 

their evaluation and we are looking 

forward to welcoming you into our 

project community.  

Václav Sedlák, coordinator 
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News  

Medical device regulation 

comes into force 

On 26th May 2021 an important step 

towards new and improved rules to 

ensure the safety of medical devices in 

the European Union   occurred with the 

introduction of The Medical Devices 

Regulation (MDR, Regulation (EU) 

2017/745). 

The new regulations contain a series of 

extremely important improvements to 

modernise the current system. Among 

them are: 

• stricter control for high-risk 

devices  

• a new risk classification system for 

certain medical devices in line 

with international guidance 

• improved transparency through a 

comprehensive EU database on 

medical devices and a device 

traceability system based on a 

unique device identification 

• introduction of an ‘implant card’ 

for patients containing 

information about implanted 

medical devices 

• reinforcement of the rules on 

clinical evidence, including an EU-

wide coordinated procedure for 

authorising multi-centre clinical 

investigations 

• strengthening of post-market 

surveillance requirements for 

manufacturers 

• improved coordination 

mechanisms between EU 

countries in the fields of vigilance 

and market surveillance 

To learn more about changes and 

transition from the MDD to MDR, follow 

this link. 

 

Highlights from the 

work packages 

List of state-of-the-art 

commercial simulators 

Non-Invasive blood pressure (NIBP) 

simulators are a useful tool in 

assessment of sphygmomanometer 

stability. Although they cannot provide 

absolute accuracy, they are very 

effective in (long term) stability 

assessment and identification of faulty 

devices.  

https://ec.europa.eu/health/md_newregulations/overview_en


              adOSSIG Project  
Newsletter No 1    July 2021 

An analysis of this type of simulator was 

undertaken and 23 commercial and two 

research NIBP simulators were 

identified. The list of these devices can 

be found on our project website. 

Contact: ehlimana.jugo@met.gov.ba 

 

Advanced oscillometric signal 

generator and recording unit 

built by the PTB 

PTB have developed and evaluated an 

advanced oscillometric signal generator 

(aOSG) with the intention of 

substituting human subjects when 

testing automated sphygmo-

manometers. In addition to »idealised 

signals« typically generated by 

commerical simulators, the aOSG is 

capable of generating oscillometric 

signals, which were pre-recorded and 

stored in an existing database i.e. the 

Newcastle database. To test the 

performance of the aOSG, a recording 

unit (NRU) has also been developed. 

This device can also be used to collect 

additional oscillometric data for the 

aOSG. 

Contact: dana.rosu@ptb.de 

Testing the performance of the 

aOSG 

The performance of the aOSG was 

tested taking into consideration the 

requirements in ISO/TS 81060-5 and 

using the set-up in Figure 1. 

 

Figure 1: Setup to test an automated sphygmomanometer 
(right side) with the aOSG (left side) 

Within the scope of this work, 11 

representative signals were selected 

from the University of Newcastle 

(UNEW) database of human 

oscillometric signals and compared with 

the pulses generated by the aOSG. 

Figure 2 shows an example of one such 

comparison. For the selected signals, 

the squared correlation coefficient R2 

for the shape lies between 0,977 and 

0,996, indicating that the built aOSG is a 

very promising device in the complex 

https://www.adossig-empir.eu/list-of-simulators/
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performance testing of automated 

sphygmomanometers. 

 

 

Figure 2: Example of an oscillometric signal of a human 
(blue) and the same signal generated by the aOSG (red). 
The aOSG signal was averaged over 10 repeated signals. 
The squared correlation coefficient R2 is 0,988. 

Contact: dana.rosu@ptb.de  

Procedures for sphygmo-

manometer testing with the 

aOSG 

Current procedures for automated 

oscillometric sphygmomanometer 

testing are either inadequate or lengthy 

and expensive. To improve the 

situation, this project defines new 

testing procedures for the 

sphygmomanometers using the aOSG. 

These procedures will be based on a 

pool of real-life oscillometric signals. 

The aim of these procedures is to allow 

in-depth accuracy checks without the 

need of clinical trials. 

Contact: vsedlak@cmi.cz 

Dissemination of work 

Alongside the technical research, the 

consortium is also actively managing its 

planned dissemination activities and has 

devised a process of engaging with the 

most relevant individuals and groups, at 

the optimum time during the  

research to achieve identified goals. It is 

hoped that through this process, no 

opportunity will be missed to engage 

effectively with stakeholders to ensure 

that the project creates the greatest 

possible impact.  

The IMEKO XXIII World 

congress (IMEKO2021) 

Project partners will present on results 

and prospects of the project on the 

IMEKO2021 online virtual conference in 

August 30 – September 3, 2021 Further 

information is available on the 

conference website  

www.imeko2021.org 

 

mailto:dana.rosu@ptb.de
mailto:vsedlak@cmi.cz
http://www.imeko2021.org/
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Raising broader public 

awareness 

Gregor Geršak from the University of 

Ljubljana was interviewed in one of the 

largest Slovenian newspapers Nedeljski 

dnevnik (82 000 copies in a 2-million-

people country). The topic was blood 

pressure measuring devices, clinical 

validations and simulators in general. 

The adOSSIG project was presented and 

some of its practical functionalities 

explained.  

Stakeholder workshop  

We are planning to organise our first 

workshop for our stakeholder and all 

interested parties in early September to 

present our stakeholders with project 

result, discuss problems and issues 

related to accurate blood pressure 

measurements. 

To learn more about the workshop, 

please follow this link to our websites. 

Business cards of 

partners 

We take this opportunity to introduce 
you institutes from the project 
consortium. In this issue we present CMI 
(Český metrologický institut), BEV–PTP 
(Physikalisch-Technischer Pruefdienst 

des Bundesamt fuer Eich - und 
Vermessungswesen) and SMU 
(Slovenský Metrologický Ústav). 
 

  

CMI is the national metrology institute 

of the Czech Republic. Department of 

primary metrology of pressure vacuum 

and low mass flow represents the CMI in 

the project adOSSIG. In the field of 

medical instruments metrology, staff 

has experience with sphygmo-

manometers, IOP metrology and 

laboratory assessment. The laboratory 

provides traceability in wide pressure 

range from high vaccum to high 

pressure covered by 11 CMCs.  

CMI coordinates the project and leads 

two workpackages, focused on 

developing test procedures and smart 

specialisation concept, and actively 

participates in all project goals.  

 

BEV-PTP is the national metrology 

institute and legal metrology authority 

in Austria. The tasks in the field of 

metrology are carried out by the 

Metrology Service and by the 

verification offices. Calibrations, tests, 

https://fe.uni-lj.si/en/the_faculty/staff/assistants/96/
https://fe.uni-lj.si/en/the_faculty/staff/assistants/96/
https://www.adossig-empir.eu/first-stakeholder-workshop/
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seminars and expertise are provided 

within the frame of the Physico-

technical Testing Service, a restricted 

legal entity. BEV-PTP has profound 

experience and knowledge in metrology 

of medical instruments, and it is well 

equipped with appropriate test 

benches. 

BEV-PTP participates in the smart 

specialisation activities and impact 

activities. 

 

 

SMU is the national metrology institute 

and the highest authority of the Slovak 

Republic for metrology. SMU has 

developed several methodologies for 

testing oscillometric sphygmo-

manometers. Specifically, SMU has over 

15 years of experience in using 

calibration procedures on 

sphygmomanometers. The experience 

is being used within this project to 

develop equipment, to conduct 

measurement analysis and to ensure 

the metrological excellence in this field. 

SMU participates in developing test 

procedures, in advanced traceability, 

smart specialisation activities and 

impact activities. 

How to contact us 

adOSSIG project coordination: 
 
Václav Sedlák 
Czech metrology institute (CMI) 
Okružní 31, 638 00  Brno 
Czechia 
Email: vsedlak@cmi.cz 
 
Project website:   
www.adossig-empir.eu/  

http://www.adossig-empir.eu/

