Background

Technical Committee TC 209 is responsible
for ISO 14644 & 14698 standards dealing
with airborne and surface contamination in
cleanrooms and controlled environments.
ISO 14698 -1 & -2:2003 deal with airborne
and surface Biocontamination.

WG 02 has been meeting since 2009 to
explore the value and application of
Microbiological Classification Tables in line
with ISO 14644 and carry out a systematic
revision. The 1ISO 14698 Committee Draft
(CD) was issued out for comment to all TC
209 member countries in early 2014. Voting
closed in early May with the result being a
majority in favour but with some significant
comments.

Why attend?

This is your opportunity to have your say
and make your contribution before the next
WG 02 meeting later this year to consider all
the comments from member countries.

A Memory Stick, inc a copy of the CD and
a special Podcast with interviews will be
released.

Who should attend?

This event will be of benefit to anyone
involved in biocontamination control:

e Microbiologists & Science Professionals
in Life Sciences, Food and Healthcare

» Microbiologists & Science professionals
establishing biocontamination control
programmes — Risk Assessments, Critical
Control Points, setting Alert & Action levels

» Microbiologists & Science Professionals
in Environmental Monitoring

» Engineering staff involved in Controlled
Environments inc GMP Cleanrooms,
Laboratories, Hospital Operating
Theatres, ICUs & Food Processing areas

4™ Annual Irish Biocontamination Mirror Open Day
- Review new ISO 14698 Committee Draft

MEET YOUR FACILITATORS

Conor Murray — 3dimension, Chairman
ICS & Convenor Irish Biocontamination
Mirror Group

Conor is Chairman of the Irish Cleanroom Society and
past Chairman of the International Confederation of
Contamination Control Societies. (ICCCS).

Conor is Head of Delegation for Ireland on 1ISO TC 209
and Irish SME on Working Groups, WGO01 on Airborne
Contamination & WGO02 on Biocontamination.

Conor is Convenor of Subgroup 13 — Cleanrooms in
the HCSC (Health Care Consultative Committee) of
NSAI. Conor is an engineer by profession and an
independent technical expert in Cleanrooms and
Biosfafety.

Chrissie Keane, Standards Officer,
NSAI, Technical Secretary HCSC,

)

Rebecca Walden, Microbiologist,
IBTS, Subject Matter Expert,
Working Group 02

Rebecca is an Irish Subject Matter Expert (SME)
on Working Group, WGO02 on Biocontamination.
Rebecca has a special interest in EM and in the
application of new RMM technologies.

Rebecca is a Microbiologist and works with the
IBTS in Cork.

Rebecca has over 15 years in Quality Assurance
and Microbiology Laboratory set up.

Rebecca’'s expertise is in the Environmental
Monitoring of GMP cleanrooms and Hospital
Operating Theatres.

Healthcare Standards Consultative Committee

Chrissie has responsibility for organising Irish standards interests in over 40 different subject
areas, including General Healthcare devices, Electrical Medical Devices and Health informatics.
http://www.nsai.ie/Our-Services/Standardization/About-Standards/Medical-Device-Standards.aspx.

Chrissie has over 3 decades of experience as a lead assessor and in the management of Quality and
Regulatory Affairs in both the Pharmaceutical and Medical Device industries.
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Open Day, Workshop &

Podcast
June 25" 2014

(jointly organised with NSAI)

SUBJECT MATTER:

Review NEW ISO 14698
Committee Draft &
Comments after VVoting

Location:
NSAI

4t Floor, 1 Swift Square,
Northwood, Santry, Dublin 9



http://www.nsai.ie/Our-Services/Standardization/About-Standards/Medical-Device-Standards.aspx

Attendance Details

« Bookings for this important event will be
accepted on a first come first served basis.

® Fee is €75 per person paid to
the Irish Cleanroom Society at
www.cleanrooms-ireland.ie

« Payment must be made with booking.

* Fee includes electronic copies of all
presentations plus lunch & refreshments.

« Open Day & Workshop is supported by:
- Sponsors TBC

« Open Day & Workshop is jointly organised
by the Irish Cleanroom Society and NSAI.

* Open Day & Workshop will be held at NSAI
Head Office at 4t Floor, 1 Swift Square,
Northwood, Santry, Dublin 9.

For directions see:
http://www.nsai.ie/About-
NSAIl/Organisation/Location.aspx#NS
Al_HeadOffice
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Irish Biocontamination Mirror Group Open Day & Workshop

- 25th June 2014, organised jointly by the Irish Cleanroom Society & NSAI

Registration & Coffee

Introduction to Standard Development Process
Speaker: Chrissie Keane, Standards Officer, NSAI

OPENING SESSION

ISO 14698 New COMMITTEE DRAFT (CD) Document & Status
Panel: Conor Murray, Convenor Irish Biocontamination Mirror Group & Rebecca Walden,
Microbiologist IBTS, Irish SMEs, WG02

Break & Sidebar Discussions

WORKSHOP SESSION #1 - PART 1 Establishing Control
Facilitators: Conor Murray & Rebecca Walden, SMEs WG02

WORKSHOP SESSION #2 - PART 2: Test Methods
Facilitators: Conor Murray & Rebecca Walden, SMEs WG02

Working Lunch & Sidebar Discussions

WORKSHOP SESSION #3 - PART 3: Demonstrating Control
Facilitators: Conor Murray & Rebecca Walden, SMEs WG02

WORKSHOP SESSION #4 - Comments from other national Mirror Groups &
member countries arising from the majority vote in favour

Facilitators: Conor Murray & Rebecca Walden, SMEs WG02

Working Group WG02 Open Day Summary & Close
Conor Murray (Convenor Irish BMG) & Chrissie Keane (NSAI)

Close

Please complete booking form here OR go to www.cleanrooms-ireland.ie

FOR THE FOLLOWING ATTENDEES:

PLACE(S) ON THE 25" June 2014

PLEASE RESERVE

EMAIL ADDRESS.......coooiiiii

EMAIL ADDRESS.......cooiiiiiiii

EMAIL ADDRESS.......coiiiiiiiiiieiiieeeeeeeeeeeee e

LOCATION ...

PARTICIPATION FEE IS € 75.00 PER DELEGATE

(MADE PAYABLE TO THE IRISH CLEANROOM SOCIETY and posted to:

CHEQUE ENCLOSED (Yes/No)..........

Enfield, Co. M eat |

FOR CREDIT CARD PAYMENTS PLEASE CLICK HERE: www.cleanrooms-ireland.ie/events

Mr Paul Farrelly, ICS Treasurer,

For more information contact Conor Murray at conor@3dimension.ie or Rebecca Walden at rebeccacwalden@gmail.com
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	10.30 WORKSHOP SESSION #1 – PART 1 Establishing Control

