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Abstract
Quality was never far from the health and safety of the
community, the first quality mark in history issued by the
British Standards Institution (BSI) under the title Safety Mark
was first recorded by BSI on 12 June 1903.
Originally known as the British Specification Mark, it has
grown into one of the most important and well-known
consumer quality brands in Britain and the world.

The Covid-19 pandemic has made everyone look for tools to cope with the
epidemic at the personal or government level or at the level of industrial and
service companies and international and national specification organizations.
The increasing numbers, successive waves, mutated species and new renewable
focuses have done so and the potential and infrastructure of quality locally and
globally have been used with specifications, procedures and quality tools
capable
of
such
confrontation.

• ISO (The Geneva/Switzerland) is developing specifications that serve different
sectors for use in the design and manufacture of safe and usable products and
services with a high level of trust and reassurance between organizations and
countries.
• As far as specifications are concerned, we are reviewing below a number of
supporting specifications for the Covid-19 pandemic efforts launched by the
International Organization for Standardization to support global efforts in
dealing with the Covid-19 pandemic.

• In the same context, the world's medical and related industries use a number
of specifications related to the manufacture of ventilators, medical devices,
gloves and secure and reliable masks. Failure to comply with these
specifications is linked to life through:

1. Covid 19 handler with non-conforming paws can develop the epidemic.
2. A patient with a serious Covid 19 condition can die if placed on a defective
ventilator.
3. A medical face mask that does not meet the standard requirements can
result in injury to the healthcare worker.
4. Ignoring specifications related to how medical diagnostic tests used by the
healthcare industry and strict testing protocols can lead to a uncontrolled
spread of the epidemic.
5. Ignore the training procedures for tests or take a nasal or throat swab for
covid 19 testing.

• Generally, the specifications associated with the pandemic can be summarized
as follows:

• ISO 374-5:2016: Protective gloves against dangerous chemicals and microorganisms - Part 5: Terminology and performance requirements for microorganisms risks.
• The protective gloves against hazardous chemicals and microorganisms Part 5
focus on the test requirements and methods of protective gloves aimed at
protecting the user from microorganisms. Issued in 2016.
• Four pages by the TECHNICAL Committee ISO/TC 94/SC 13, include chemical
hazards, mechanical hazards, thermal hazards, dissipation of static electricity
and so on.

• ISO 22000:2018 :
Food safety management systemsRequirements for any organization in the food chain.
• Food Safety Management Systems: Requirements for any organization in the
food chain.
• Published in 2018, the third issue after two releases in 2005 and 2006,
prepared by the COMMITTEE ISO/TC 34/SC 17 with 37 pages.

• ISO 45001: 2018
management systems

Occupational health and safety

• Occupational Health and Safety Management systems, concerned with the
health aspect of workers and parties that may be affected by their activities.
• Aimed at ISO represented by the TECHNICAL Committee ISO/TC 283 by
describing its 41 pages to promote and protect the physical and mental health
of workers.

• ISO 13485:2016: Medical devices - Quality management systems
- Requirements for regulatory purposes
• Medical devices - quality management systems - regulatory requirements for
the publication of the third issue by 36 pages of the specification in 2016
preceded by two issues in 2003 and (2009).
• ISO represented by the Technical Committee ISO/TC 210 aimed to provide
quality management system requirements to organizations that want to
demonstrate their ability to provide medical devices and related services that
consistently meet customer requirements and applicable legal requirements.

• ISO 13688:2013: Protective clothing — General requirements
• Protective Clothing - General requirements.
• First issued in 1998 and then published in 2013, the specification identifies
the general performance requirements of human engineering, cases of
inappropriateness, size designation, aging, compatibility and labelling of
protective clothing, and information that the manufacturer must provide with
protective clothing.

• Other specialized technical specifications:
• ISO has provided a number of other specifications of a specialized technical
nature and in 21 specifications:

1. ISO 5356-1:2015, Anaesthetic and respiratory equipment - Conical
connectors
Part
1:
Cones
and
sockets
2. ISO 10651-4:2002 : Lung ventilators for medical use — Part 3: Particular
requirements for emergency and transport ventilators
3. ISO 10651-3:1997: Lung ventilators for medical use — Part 3: Particular
requirements for emergency and transport ventilators

4. ISO 10651-5:2006, Lung ventilators for medical use — Particular
requirements for basic safety and essential performance — Part 5: Gaspowered emergency resuscitators
5. ISO 10993-1:2018, Biological evaluation of medical devices – Part 1:
Evaluation and testing within a risk management process
6. ISO/TS 16976-8:2013, Respiratory protective devices — Human factors
— Part 8: Ergonomic factors

7. ISO 17510:2015, Medical devices — Sleep apnoea breathing therapy —
Masks and application accessories
8. ISO 18082:2014, Anaesthetic and respiratory equipment — Dimensions of
non-interchangeable screw-threaded (NIST) low-pressure connectors for
medical gases [Including ISO 18082:2014/AMD 1:2017,
9. ISO 18562-1:2017, Biocompatibility evaluation of breathing gas pathways
in healthcare applications — Part 1: Evaluation and testing within a risk
management process

10. ISO 18562-2:2017, Biocompatibility evaluation of breathing gas pathways
in healthcare applications — Part 2: Tests for emissions of particulate
matter
11. ISO 18562-3:2017, Biocompatibility evaluation of breathing gas pathways
in healthcare applications — Part 3: Tests for emissions of volatile organic
compounds (VOCs)
12. ISO 18562-4:2017, Biocompatibility evaluation of breathing gas pathways
in healthcare applications — Part 4: Tests for leachables in condensate

13. ISO 19223:2019, Lung ventilators and related equipment — Vocabulary
and semantics
14. ISO 20395:2019, Biotechnology — Requirements for evaluating the
performance of quantification methods for nucleic acid target sequences —
qPCR and dPCR
15. New ISO 22609:2004, Clothing for protection against infectious agents
— Medical face masks — Test method for resistance against penetration
by synthetic blood (fixed volume, horizontally projected)

16. ISO 80601-2-12:2020, Medical electrical equipment — Part 2-12:
Particular requirements for basic safety and essential performance of
critical care ventilators
17. ISO 80601-2-13:2011, Medical electrical equipment — Part 2-13:
Particular requirements for basic safety and essential performance of an
anaesthetic workstation [Including: ISO 80601-2-13:2011/Amd.1:2015, and

ISO 80601-2-13:2011/Amd.2:2018

18. ISO 80601-2-70:2015, Medical electrical equipment — Part 2-70:
Particular requirements for basic safety and essential performance of sleep
apnoea breathing therapy equipment

19. ISO 80601-2-74:2017, Medical electrical equipment
Particular requirements for basic safety and essential
respiratory humidifying equipment
20. ISO 80601-2-79:2018, Medical electrical equipment
Particular requirements for basic safety and essential
ventilatory support equipment for ventilatory impairment
21. ISO 80601-2-80:2018, Medical electrical equipment
Particular requirements for basic safety and essential
ventilatory support equipment for ventilatory insufficiency
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