Pharmiqg
Hot Topics & Best Practices in Pharmaceutical Microbiology for the Adriatic Region
One Conference — Two Locations

Wednesday 27" March — Zagreb / Thursday 28" March - Ljubljana
Supported by: ® sanolabor g SanolH

EARLY BIRD OFFER
Sending 2 or more delegates? Book by Friday 8" March and additional delegates receive a 15%
discount on listed prices

PROGAMME
08.45-09.15 Registration
09.15-09.30 Chairman’s welcome and introduction
David Keen — Senior Global Microbiology Consultant, Ecolab & Pharmig Chairman
09.30-10.10 Understanding the new draft of Annex 1
e The revision process
e Scope of Annex 1
e Main changes:
o Contamination control strategy
o Quality systems
o Cleanrooms
o Personnel
o Aseptic processing
e And more...
Dr. Tim Sandle — Head of Microbiology, BPL & Pharmig Committee Member
10.10-10.50 Annex 1 and disinfectant residues - How can the presence of residues be a risk?
e What are residues?
e What s the risk?
e What can be done to reduce the risk?
David Keen - Senior Global Microbiology Consultant, Ecolab & Pharmig Chairman
10.50 - 11.00 Introducing - Pharmigs interactive on-line training module: Cleaning & Disinfection of
Cleanrooms
11.00-11.20 Break
11.20-12.00 Operation of sterility test isolators and validation issues

e  Sterility test concerns

e Introduction to isolators

e Isolator decontamination cycles

e Biological Indicators

e Validation of isolator cycles

e Key operation decisions

e Maintaining isolators

Dr. Tim Sandle — Head of Microbiology, BPL & Pharmig Committee Member

12.00-13.00 Lunch



AFTERNOON STREAMED SESSIONS

STREAM 1: Pharma Industry

STREAM 2: Hospital Pharmacies

Afternoon Chair: David Keen

Afternoon Chair: Tim Sizer

13.00-13.40 | Case Study: Design and function of
cleanrooms

e What are the key issues to consider?

e What can go and does go wrong?

e How to prevent things going wrong

e Responsibilities
Paige Shelley - QC Microbiology Senior 1
Analyst, Wockhardt & Pharmig Committee
Member

Considerations when organising the micro

monitoring of aseptic preparation services/non-

sterile manufacture or compounding

e  Personnel, premises, equipment

e  Practical aspects in selection, argumentation
for budgets, guidelines,...

Tim Sizer - Regional Pharmaceutical Quality

Assurance Officer - NHS England (South West)

Which microbial identification system is best for
13.40-14.20 | you?
e A summary of different
identification systems available
e Key considerations in choosing a
system appropriate for the facility
and / or product type
e The importance of understanding
your facilities requirements and
developing a user requirements
specification
David Keen — Senior Global Microbiology
Consultant, Ecolab & Pharmig Chairman

Topic TBC
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Tim Sizer - Regional Pharmaceutical Quality
Assurance Officer - NHS England (South West)

14.20—-15.00 | Break

Break

15.00 — 15.40 | Case study for a QC microbiologist/non
steriles: Dealing with microbial
contamination in your water systems
e Advice and action for the factory
e (QCdiscussion group: as a
microbiologist what is your
recommendation to the business?
e Summary of discussion outcomes
Paige Shelley - QC Microbiology Senior 1
Analyst, Wockhardt & Pharmig Committee
Member

Aseptic preparation principles

e Safe handling and ‘comportment’ in aseptic

preparation

e Supervision and in-process controls

e Aseptic manipulation /preparation

e In process control

e Parametric release
Tim Sizer - Regional Pharmaceutical Quality
Assurance Officer - NHS England (South West)

15.40-16.30 Group workshop: Designing an environmental monitoring programme in sterile processes
Based on lectures run throughout the day — delegates will put together an EM programme looking at

risks, tools etc
Led by all speakers

16.30-16.45 Additional Q&A with the speakers and closing remarks




ADDITIONAL INFORMATION

[ Attend and you will receive automatic Pharmig overseas membership to the end of December 2019 \
Overseas membership includes:
A quarterly 2019 technical newsletter (PDF version only)

Member rates to attend additional meetings / conferences / training courses during the remainder of 2019
Member rates to join Pharmig webinars to the end of 2019

YV V V VY

Member rates to purchase any of Pharmig publications at the member listed prices. Visit the Pharmig
website for more information www.pharmig.org.uk

/ Exhibitor Opportunities \

e There are limited exhibition places at the conference(s) being held on Wednesday 27" March and Thursday
28" March 2019.
Any applications will need to be approved by Sanolabor in the first instance and Sanolabor have the right to
politely decline a company from exhibiting at the meeting.

Exhibition Fees:
e Fees to exhibit at one conference: €575 + local taxes / £500 sterling
\ e Fees to exhibit at both conferences €1030 + local taxes / £900 sterling (subject to availability) /

DELEGATE BOOKING FORM:
Delegate Fee: €110 + local taxes (£97 sterling).Receive automatic overseas membership to end of December
2019
Sending 2 or more delegates? Book by Friday 8" March and additional delegates receive a 15% discount on
listed prices
Please tick which Conference you would like to attend:
O Wednesday 27" March — Almeria Centar, Zagreb O Thursday 28™ March — Radisson Blu Plaza, Ljubljana

Company Name: Address:

1* Delegate Name 2nd Delegate Name
Job Title Job Title

Email address* Email Address*
Dietary requirements Dietary Requirements

If you want to send more than 2 people - please add additional names to the booking form and they will be charged
accordingly.
* please provide to receive further Pharmig member information to the end of 2019

Note: Individual fee includes refreshments, lunch, and links to download presentations in advance of the meeting if
available

Note: It excludes accommodation which needs to be booked directly with the hotel

Note: Payments MUST be made in advance by Friday 15" March 2019 to guarantee a place at either conference



http://www.pharmig.org.uk/

EXHIBITOR BOOKING FORM - Please tick which conference you would like to exhibit at

O Wednesday 27" March — Almeria Centar, Zagreb
O Thursday 28™ March — Radisson Blu Plaza, Ljubljana

O Exhibiting at both conferences

Company Name:

Company Address:

Contact Name if different from those attending:

Email address:

1* Representative Name 2" Representative Name
Job Title Job Title

Email address* Email Address*

Dietary requirements Dietary Requirements

Note: Fees include 1 stand (3m x 2m), up to 2 representatives, refreshments, lunch, links to download
presentations in advance of the meeting if available

Note: It excludes accommodation which needs to be booked directly with the hotel(s)

Note: Payments MUST be made in advance by Friday 15" March 2019 to guarantee a place at the
conference

PAYMENT

e Email / Fax booking forms to info@pharmig.org.uk / +44 (0) 1920 871 156 for a provisional place

e Pharmig can invoice you in Euros / Sterling (Please mark on your booking form which currency you
prefer) or..

® Individual provisional bookings can also be made via the Pharmig website www.pharmig.org.uk and

click on meetings (only sterling payments can be taken via the website)

e Payment(s) can also me made via Sanolabor (Slovenia) — details outlined below:
Bank: ABANKA d.d.
Slovenska cesta 58, 1517 Ljubljana, Slovenia

Bank account details: IBAN: SI56 0510 0800 0105 334
BIC: ABANSI2X
Reference code: Pharmig conference 2019
Note: Payments MUST be made in advance by Friday 14" March 2019 to guarantee a place at the

conference



mailto:info@pharmig.org.uk
http://www.pharmig.org.uk/

ﬁENUES: Conference & accommodation information \

Wednesday 27" March:  Almeria Centar, Zagreb
Address: Ul. grada Vukovara 284, 10000, Zagreb

e Rooms need to be booked directly with the hotel
e Contact number: +385 99 496 5050/ Email: almeria@trius.hr

Thursday 28™ March: Radisson Blu Plaza, Ljubljana
Address: Radisson Blu Plaza Hotel, Bratislavska cesta 8, 1000 Ljubljana, Slovenia
e  Rooms need to be booked directly with the hotel

\ e  Contact number: +386 1 243 00 00 / Email: info.ljubljana@radissonblu.com /

QUESTIONS

If you have any questions or require further information please email Pharmig at info@pharmig.org.uk

THANK YOU

Pharmig would like to thank Sanolabor and Sanol H once again for their continued help and support in organising the
2019 conference(s)

() Sanclabor  Sanol H
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