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ISO/TC 84 Devices for administration of medicinal products
and catheters |

Scope

Standardization of the performance of metered devices and supplies
intended for administration of medicinal products, and standardization of
syringes, needles and catheters.

Excluded:

# non catheter devices intended for diagnostic use;

# anaesthetic and respiratory equipment, including lung ventilators and
oxygen therapy devices, covered by ISO/TC 12;

# cartridge systems for dental use, covered by ISO/TC 106;

# specific requirements for components and devices, including prefilled
syringes, covered by ISO/TC 76.




ISO/TC 84 Devices for administration of medicinal products
and catheters : Structure
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ISO/TC 84 WG8 Sharps containers

# Responsible for maintenance of EN ISO 23907-1 (single use
sharps container) and ISO 23907 (reusable sharps container)
and EN 1SO 23908, under ISO/TC 84 supervision.

# Highly experienced in testing methods for preventing the
risk of unintended cuts and pricks, body fluid exposures and
microbial contaminations

# WG8 is ready to support and develop EN ISO 23908 revision
according ISO/TC 84 instructions




I lull-

ISO Working groups

Participation:

» Participants are appointed by their natione
standardization bodies (NSB) |

» The WG convenor may invite a single guest t
a single meeting provided that s/he mforms
ISO before the meeting. I1SO will inform the
NSB of the guest. ~.

\
\

» Call for experts will be organize to inform |
about EN ISO 23908 revision and seek for g
participants



ISO STANDARD DRAFTING PROCESS
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NWIP: [SO Form 4: for starting EN ISO 23908rev
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« Change of EN ISO 23908 current scope
» Justifications (Standardization request, alignement with ISO guidances...
» Impacts on market and current ISO standards
* Vienne Agreement with CEN/TC 205, cooperation with HAS consultant
* UN Sustainable Development Goals

* Proposed Standard Development Track (timeframe)
* Project leader




New Work Item proposal

Registering a new project is done only by correspondance (min 8 weel{_s

Accepted if. \

2/3 majority of Participant ISO-members voting \

Minimum participation: 5 committees members
=2 |SO/TC 84: 29 P-members and 28 O-members

Experts must be NAMED to count towards the approval

Minimum number of named experts must come from
P-members voting positively




Possible milestones and perspectives

| e Presentation of Form 4 and EN ISO 23908 revision
Plenary
meeting

(September
2021)

» Registration of ISO 23908 revision in ISO/TC 84 work

End of 2021 programm

 First ISO/TC 84/WG 8 meeting dedicated to ISO

o 23908 revision

 Draft International stage
End of 2022
 Publication




