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What is a Standard



What is a Standard

• voluntary in application

• established by all interest 
parties

• approved by a recognized 
body

• intended for common and 
repeated use



International Standard 
Organizations
ISO - International Organization for 
Standardization

Technical, Services, Energy, Healthcare, 
Food…

IEC - International Electrotechnical 
Commission

Electricity and Electrotechnical

ITU - International 
Telecommunications Union
Electronic Communications



European Standard Organizations 
(ESO’s)

CEN - European Committee for 
Standardization

Technical, Services, Energy, Healthcare, 
Food…

CENELEC - European Committee for 
Electrotechnical Standardization

Electricity and Electrotechnical

ETSI - European Telecommunications 
Standards Institute

Electronic Communications



Types of Deliverables



Standard development CEN



Role of NSAI



What’s in a (Standard) Number 

• National prefix; I.S. (Irish Standard), DIN (German Standard),BS 
(British Standard) etc.

• European Prefix; All European Standards (from CEN, CENELEC) use EN 

• International Prefix; ISO or IEC for International Standards 
Organisation and International Electro technical Commission) ITU
(International Telecommunications Union.

• I.S. EN ISO 9001:2000 an International Standard published by ISO, 
adopted as a European Standard and therefore adopted by Ireland.

• NSAI Published standard catalogue available – www.standards.ie

http://www.standards.ie/


Healthcare Standards Committee 

• NSAI TC5

• Contribute to 
revisions

• Insight to the 
coming changes

• Planned compliance 
to new and revised 
standards



Areas of interest

• CEN TC 140 

In-vitro diagnostic medical devices

• ISO TC 212

Clinical laboratory testing and in vitro 
diagnostic test systems

https://standards.cen.eu/dyn/www/f?p=204:7:0::::FSP_ORG_ID:6122&cs=1E6FE477DD1CD53BDDE5FF10BAA8ACFB3
https://www.iso.org/committee/54916.html


Published Standards (CEN)
• I.S. EN ISO 22870: 2016 - Point-of-care testing (POCT) -

Requirements for quality and competence (ISO 22870:2016)

• I.S. EN ISO 15189:2012 - Medical laboratories - Requirements 
for quality and competence (ISO 15189:2012, Corrected version 
2014-08-15)

• I.S. EN ISO 12322:1999 – In-vitro diagnostic medical devices –
culture media for microbiology – performance criteria for culture 
media

• I.S. EN ISO 6710:2017 - Single-use containers for human 
venous blood specimen collection (ISO 6710:2017)



Draft standards (CEN)
• FprEN ISO 20166-1 - Molecular in-vitro diagnostic examinations 

- Specifications for pre-examination processes for formalin-fixed 
and paraffin-embedded (FFPE) tissue - Part 1: Isolated RNA 
(ISO/FDIS 20166-1:2018)

• prEN ISO 15189 - Medical laboratories - Requirements for 
quality and competence

• prEN ISO 23118 - Molecular in vitro diagnostic examinations -
Specifications for pre-examination processes for metabolomics in 
urine, venous blood serum and plasma



Published Standards (ISO)

• ISO TS 20658:2017 - Medical laboratories -
Requirements for collection, transport, receipt, 
and handling of samples

• ISO TS 22367:2008 - Medical laboratories -
Reduction of error through risk management and 
continual improvement

• ISO 15190:2003 - Medical laboratories -
Requirements for safety  



Draft Standards (ISO)
• ISO DIS 15290 – Medical laboratories –

requirements for safety.

• ISO FDIS 20166-2 - Molecular in vitro 
diagnostic examinations -- Specifications for pre-
examinations processes for formalin-fixed and 
paraffin-embedded (FFPE) tissue -- Part 2: 
Isolated proteins

• ISO DIS 35001 - Biorisk management for 
laboratories and other related organisations 



Access – NSAI Website

• Get involved in 
committee work

• “Register your 
interest”

https://www.nsai.ie/standards/standards-commitees/get-involved-in-standards-development/


Access – NSAI website

• “Your Standard 
your Say” –
Draft standard 
access 

https://www.nsai.ie/standards/standards-commitees/your-standards-your-say/


Access – NSAI Website

• Search published 
standard catalogue

www.standards.ie

http://www.standards.ie/


speaker.name@nsai.ielinda.hendy@nsai.ie


