GLEANROOM

TEGHNOLOGY
2018

NATIONAL CONFERENCE CENTRE, BIRMINGHAM
(NATIONAL MOTORCYCLE MUSEUM)

CLEANROOMCONFERENCE.COM
#CLEANROOMCONFERENCE



TECHNOLOGY

Maurizio Della Pietra
Global Installation and Validation
Engineer and Advisorr, PMS

Joe Hughes
GMP Validation Consultant, I-CTCB
examiner MSEE M-PHSS

Simon Fry
ing Director at

Dr Daniel Nicolau
Technical Specialist, RSSL

Dr John McKenzie
CEO Wick
Laboratorie:

Greg Cochran
Associate Director at

Gordon Farquharson

Critical Systems, Chair of LBI/30, CEN TC243,
and Convenor of ISO TC2019 WG1

James Tucker
Glok ntific Affairs
anager - Ecolab

Tobias Resch
Sales Engineer Cleanroom
Products, M+W Products

Jason Kelly

Director of Systems, Lighthouse

Worldwide Solutions

Koos Agricola
Secretary of the VCCN

Alan Sweeney
European Clean Process
Segments Manager, Camfil

Justin Mason-Home
BSc(Hons), FSRC
Director, HPAPI ct Ser

Stephen Ward
Technical Director,
Validair

Walid El Azab
Technical Services Manager
at STERIS Life science

Rebecca Smith
National Territories
Manager, C2C

Tim Triggs
neral Manager / EMEA
Director Air Techniques International

(14

... IS THE ROTATION OF
MORE THAN ONE
DISINFECTANT ALONG
WITH A SPORICIDAL
AGENT MANDATORY FOR
GMP COMPLIANCE?”

Walid El Azab




PROPOSED SCHEDULE
DAY 1

2017 Draft revision Annex 1 of the EU GMP / 1SO 14644
part 1: Classification of air cleanliness by particle concentration
part 2: Monitoring to provide evidence of cleanroom performance related to air cleanliness

Preparing for a GMP audit
how to prepare for audits and remain compliant

Data integrity
understanding GMP & FDA requirements and becoming compliant

Lifecycle approach to cleaning and disinfection rotation
a risk based rather than an arbitrarily imposed approach

Extractables and leachables
Microbiological considerations and cleanroom validation

Testing your cleanroom
ISO 14644-3 (2005) — Test Methods and IS014644-3 2nd DIS (2018) — Test Methods

Designing and implementing a real time monitoring system
building in risk management and data integrity to your GAMP / GMP cleanroom

Networking and Clearoom Technology Awards
______

DAY 2

IS0 14644 Part 4: Design, construction and energy standards
a view of future considerations in cleanroom design, construction and energy

Design and build developments
setting up a cleanroom from concept to operation

Industry 4.0
manufacturing cleanroom technologies

Cleanroom design considerations for HPAPI handling

Selecting HVAC systems to drive operational and energy efficiency
central vs decentral ventilation systems for cleanrooms

A case study for an improved approach to cleanroom disinfection
minimising impact and reducing downtime

Cleanroom garment validation
choosing the right options for your cleanroom - reuseable vs disposable garments
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