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Pharmig’s 31 Annual Conference

IN

MICROBIOLOGY

Delta Hotels by Marriot Nottingham Belfry, Mellors Way, Nottingham NG8 6PY

PLUS
FREE TO ATTEND IF WE GET
ENOUGH INTEREST!!

On Monday 27th November between 6pm — 8pm
(with nibbles)

We are looking to hold a series of mini
presentations/discussions/demos In a relaxed,

informal setting around...

Annex 1: A load of hot air (sampling) and
continuous monitoring
IF INTERESTED PLEASE TICK THE RELEVANT SECTION ON THE

BOOKING FORM (PAGE 8) SO THAT WE CAN GAUGE NUMBERS
TO SEE IFIT'S VIABLE TO RUN FOR YOU*

*Pharmig will inform you by November 10th if this will run

Pharmig are excited to
announce we have secured:

US FDA expectations on barrier systems - Sandra
Boyd - Drug National Expert, Pharmaceutical
Quality Programmes Branch, Division of
Pharmaceutical Quality Programs, Office of
Pharmaceutical Quality Operations FDA (In person)

Overview and future plans for USP microbiological
standards - Mark Schweitzer — USP Volunteer &
Chair of the USP MEC & Principal, Mark Schweitzer
Consulting LLC (virtual)

Additional hot topics at a glance:

Transformational technologies in sterile
manufacture and the modernisation of the
microbiology laboratories to support robust
contamination control strategies

Filtering out the facts: sterile filtration (Annex 1,
PUPSIT, CC9)!

Practical approaches to microbiological challenges
and growth studies

Microbiological aspects of Oligonucleotides

Supplier management: Contract laboratories — The
best from the test: a risk-based approach

Evaluating a new concept for continuous viable air
monitoring

Rapid method validation and statistics

Karen Capper

Deborah Allen

A statistical evaluation of recombinant cascade
reagent for bacterial endotoxin test for water
testing

The threat of antimicrobial resistance in non steriles

Panel Discussion: Implementing the requirements
for a contamination control strategy (CCS)

Culturing’ successful women in the science industry

Panel Discussion Women: Building a colony for
success

Considerations for choosing the optimal cleanroom
garment solution

Towards a non-invasive sterility test by use of raman
spectroscopy

Liam Stephens Edwin van den

Addressed AstraZeneca GlaxoSmithKline Melbec Microbiology Heuvel e
bv leadin Dr Joerg Schubert Tony Mayhall Kay Hussain glfnsehc?j\%eglOUmversny

y g Cytiva MQA Solutions WISE ay
microbiology orthomas Meindl  Guilia Artalli Egle Hammering Ellen Brunbech
eXpeﬂ'S Labor LS SE & Co KG PMS Elis Cleanroom

Joyce Johnson

AstraZeneca BPL

Patrick Sockett
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08.30 - 09.00

09.00 - 09.10

09.10 - 09.50

09.50 - 10.30

Registration

Chairperson welcome & introduction

David Keen - Director Pharmaceutical
Microbiology, Ecolab & Pharmig
Chairman

Transformational technologies

in sterile manufacture and the
modernisation of the microbiology
laboratories to support robust
contamination control strategies

e Business drivers for a technology
strategy

e How AstraZeneca has built their strategy
& prioritised activities

* An overview of the program

* The challenges and successes

e Alook to the future

Karen Capper - Head of
Microbiology, AstraZeneca

Practical approaches to microbiological
challenges and growth studies

To evaluate the microbial stability of
microbiologically susceptible matrices, it

is recommended to perform a microbial
challenge test. The test design can be
based on the classic preservative efficacy
test or can also be defined individually in
order to determine the maximum hold time
of the tested matrix. This session will cover:

e Presentation of different types of growth
studies

e Differences between growth studies and
the preservative efficacy test

e (Case studies
Dr Thomas Meindl — Head of Dept
Implementation of Molecular

Biology Methods, Labor LS SE & Co
KG

10.30-11.10
11.10-11.40
11.40 - 12.20

Filtering out the facts: sterile filtration
(Annex 1, PUPSIT, CCS)!

e Contamination Control Strategy (CCS)
¢ Scope, components, and it's impact
e Considerations for PUPSIT risk
assessment based on knowledge and
control

¢ Timing of Validation Study by Test Type
e Sterility Optimisation by Assessment
of Risk (SOAR)

e Risk assessments and validation services
over lifecycle

¢ Documented risk assessments -
support from supplier

* Validation Services Over Lifecycle
for Contamination Control Strategy
support

Dr Joerg Schubert - Senior Director
SLS MSAT, Cytiva, now including Pall
Life Sciences

Meet the exhibitors over tea/coffee

Microbiological aspects of
Oligonucleotides

e Qverview of what oligonucleotides are
and their therapeutic use drug substance
manufacture and why microbiology is
so important - unique considerations for
the microbial control strategy Industry
collaboration

¢ Establishing best practice for
microbiological control

¢ Influencing CMOs and regulators
(AZ / GSK collaboration, European
Pharmaceutical Oligonucleotide
Consortium: Microbiological control
strategy White Paper)

e Regulatory considerations
e Annex 1 and EU guidance

Joyce Johnson - Senior
Pharmaceutical Microbiologist.
AstraZeneca & Deborah Allen -
Associate Director, GlaxoSmithKline

Pharmig will be using an interactive app at this year’s
event so that we can engage with you before, during
and after the conference - and you can look o

engage with your peers too!

Tick the box on the booking form which gives permission for 9

Pharmig to contact you and we will start the ball rolling...
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12.20 - 13.00 Supplier management: Contract 15.15-15.45 Open discussion sessions
laboratories — The best from the test: a The aim of these sessions is to encourage
risk-based approach discussion, share issues, solutions and
The presentation will share the do’s and experiences in a smaller, more informal
don’ts of working with contract laboratories environment helping you to benchmark
including: against other delegates/companies.
e Selection and approval Go to page 6 to view open discussion
e Set up and contractual responsibilities Sessions
¢ Out of spec, out of trend and atypical 15.45 - 16.10  Afternoon tea/coffee with the exhibitors
results
e Relationship management 16.10 - 16.50 The threat of antimicrobial resistance in
Tony Mayhall - QP & Quality non steriles
Consultant, MQA Solutions & e (Case studies of where this has happened
Pharmig Honorary Member e Root causes & CAPA
13.00 - 13.30  Pharmig AGM - All current members * How to prevent this happening:
please do attend e Robust formulations,

e Thorough risk assessment,

e Contamination control,
14.00 - 14.35 Evaluating a new concept for o Appropriate testing
continuous viable air monitoring

13.00 - 14.00 Lunch in the exhibition areas

Liam Stephens — Technical Manager

e Annex 1 a_nd environmental monitoring Microbiology, Melbec Microbiology
(EM) requirements
e Microbial EM - some food for thought 16.50 - 17.40 PANEL DISCUSSION: Implementing the

requirements for a contamination
control strategy (CCS)
Over the past year microbiologists in

companies will have been developing
contamination control strategies (and there

e (Case study — active air sampling for up to
four hours

¢ Validation of agar media
e Performance qualification

e Feasibility studies may still be a few who have yet to start!)

° Acceptance criteria fO”OWing the Update to Annex 1. Yet,

Guilia Artalli - Global Product Line to date, few, if any, CCS's will have been
inspected.

Manager Micro & Sterility, Particle
Measuring Systems (PMS) This leads to some questions and
concerns many of you will be keen to
have answered:

e \What does a CCS look like?

14.35-15.15 A statistical evaluation of recombinant
cascade reagent for bacterial endotoxin
test for water testing - Case study

showing head-to-head with LAL e How big and convoluted does it need to
e Principle of recombinant technologies for be?
endotoxin testing e \What are the essential points it needs to

cover?

e How should the CCS integrate into the
quality system?
e How often should it be revised?

* Global review of regulatory updates

e Objectives to the large-scale study

e Study setup including testing 200 sample
e Acceptance criteria and statistical analysis
e Results summary

e Future steps

Patrick Sockett — Microbiology
Validation Senior Analyst, BPL

e Who is supposed to read it?

e Strategy is one thing, but what about a
plan to remediate any gaps?

e How far do we need to go with
continuous improvement and new
technologies?

These questions — and more — will be posed
to a panel of leading industry experts. Plus,

there will be the opportunity for you to ask
your own questions.

315" ANNUAL EVENT: HOT TOPICS IN PHARMACEUTICAL MICROBIOLOGY e
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Our industry experts are three leaders in not
only understanding microbiology and the
risks that microorganisms pose — they have
a wealth of practical experience in putting
things right and keeping things in control.

And for those working at exclusively non-
sterile manufacturers there will be plenty of
points for consideration too — you may not
need a CCS for regulatory compliance, but
discussing how to structure your thinking
about contamination might prove useful.

Hosted by:
Dr Tim Sandle - Pharmig

Supported by:

Miriam Guest — Senior Principle Scientific
Advisor, Charles River (recent ex AZ)
Helen Gates - Strategic Consultant
Technical Lead Ecolab

Frederic Ayres — Senior Consultant,
ValSource (recent ex Eli Lilly) (virtual)

17.40 - 17.45
19.00 - 20.00
20.00 ‘till late

WEDNESDAY 29™ NOVEMBER 2023

09.00 - 09.15

09.15 - 09.55

09.55-10.30

10.30 - 11.00

Opening remarks and champagne draw
for 1st delegates to arrive!!

Chairperson: Laura Guardi - Principal
Auditor, AstraZeneca & Pharmig
Committee Member

KEY NOTE - US FDA expectations on
barrier systems

e Annex 1
* |nnovation
e Application on the shop floor

Sandra Boyd — Drug National Expert,
Pharmaceutical Quality Programmes
Branch, Division of Pharmaceutical
Quality Programs, Office of
Pharmaceutical Quality Operations
FDA

Effective methods for improving
gender diversity in STEM

Kay Hussain - CEO, WISE (Women into
Science & Engineering)

PANEL DISCUSSION: Women: Building a
colony for success

“Careers in science should allow your

talent and passion for the subject to thrive,
regardless of age, ethnicity, looks or gender.
While women are making their mark in
professions such as law, politics and business,
they are still often underrepresented in
science-based careers. This panel of leading

Summary & close of day one

Pre-dinner drinks in the exhibition
areas

Gala dinner & dance and Pharmig'’s,
now infamous, quiz!

Dress code: Smart casual or dress up to the
nines — it's entirely up to you!

Drinks kindly sponsored by Steris

= STERIS

Taxis will be provided to bring anyone
staying at the Premier Inn Nottingham

West Hotel OR the Double Tree by Hilton
Nottingham to the Nottingham Belfry for
the gala dinner. Own travel arrangements
will need to be made for your return journey

women in our industry will address challenges
faced during their careers, and what has
changed in their working environments as
they have become more successful.

Questions posed will include (@nd the
audience is more than welcome to pose
questions too) ...

® Imposter syndrome — Have you ever felt it?
How did you overcome it?

e How do you empower yourself and the
women around you?

e \What makes a strong woman?

e How can we expand women’s links with
each other e.g., mentorship, coaching, and
networking in our industry.

Led by:

Kay Hussain CEO, WISE (Women into
Science & Engineering)

Supported by:

Sandra Boyd - Drug National Expert FDA
Laura Guardi — Principal Auditor, AstraZeneca
Karen Rossington — Technical Marketing
Consultant, Contec

Deborah Allen - Associate Director,
GlaxoSmithKline

PLEASE NOTE

Pharmig recognises there are other groups that may be under
represented or have encountered challenges in the workplace
too. Some of what will be discussed in these sessions may well
be applicable to individuals in those circumstances too, but for

the purpose of this session(s), the focus is on the experience of
women in science.

315" ANNUAL EVENT: HOT TOPICS IN PHARMACEUTICAL MICROBIOLOGY o
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11.00-11.30

11.30 - 12.00

12.00 - 13.00
13.00-13.15

13.15-13.55

13.55-14.35

14.35-15.00
15.00 - 15.40

Tea/Coffee with the exhibitors

Open discussion sessions

The aim of these sessions is to encourage
discussion, share issues, solutions and
experiences in a smaller, more informal

environment helping you to benchmark
against other delegates/companies.

Go to page 6 to view open discussion
Sessions

Lunch in the exhibition areas

Exhibitor prize draws in the conference
room & Pharmig’s exhibitor of the year
award

Rapid method validation and statistics
e How to approach statistical validation of
alternative rapid methods

Edwin van den Heuvel - Professor of
Statistics, Eindhoven University of
Technology

Considerations for choosing the optimal

cleanroom garment solution:

e |mplications for cleanroom garments from
Annex 1

e Comfort vs. contamination — how do we
find a balance? (model, fabric, colour, etc.)

e (leanroom behaviour — our shared
responsibility in maintaining cleanroom
garments

e (Circular textile solution — EU plan for 2030
and how you can contribute to it (including
eco-design and recycling of textiles)

Egle Hammering — CSR Manager,
Cleanroom, Elis Cleanroom

Afternoon Tea/Coffee with the exhibitors

Towards a non-invasive sterility test by
use of raman spectroscopy

® |sit possible?
e Presentation of early results and status
on further experiments to understand

15.40 - 16.20

16.20 - 16.40

potential and limitations

Ellen Brunbech - Principal Scientist,
Novo Nordisk

Overview and future plans for USP
microbiological standards

Practical and relevant standards firmly based
in current scientific knowledge are critical

to the continued assurance of the supply of
quality drugs and devices. USP is focused
on providing such standards in its continuing
work in key areas of importance: endotoxins
and pyrogens, rapid (modern) microbial
methods, bioburden and contamination
testing, microbial control and sterility
assurance. This presentation will provide

a look into the current workplan of the

USP General Chapters Microbiology Expert
Committee and its related subcommittees.
Included in the presentation will be a
discussion of the current priorities and
future plans for the development of relevant
standards, best practices for sterility assurance
and microbial control, and stakeholder
engagement opportunities. Additionally, a
short refresher will be provided regarding
the USP standard setting process, with
opportunities for stakeholder engagement
identified.

Topics:

e Standard setting process/public comment
opportunities

e Reconstituted Expert Committee

e Active priorities for the Microbiology Expert
Committee workplan for the remainder of
the 2020-2025 cycle

e High level overview of proposed chapter to
be published in PF 49(6)

e MEC Sub-committee focus areas
Mark Schweitzer - Principal, Mark
Schweitzer Consulting LLC & USP
Volunteer & Chair of the USP MEC
(VIRTUAL)

Q&A session / summary & close of
conference

TO SEE PHARMIG'S

RANGE OF PUBLICATIONS &

FACT SHEETS THAT MAY BE OF

INTEREST TO YOU.




OPEN DISCUSSION SESSIONS

The aim of these sessions is to encourage discussion, share issues, solutions and experiences in a smaller,
more informal environment helping you to benchmark against other delegates/companies.

Please tick 2 out of the 4 listed below on your booking form (page 8)

Contamination Control Strategies (CCS) -
Where are you at?

Led by: Kim Morwood (Pharmig) & Karen Capper
(AstraZeneca)

Environmental monitoring: What is stopping
you from moving to single temperature
incubation?

Led by: Laurent LeBlanc (bioMérieux) & Tim Sandle
(Pharmig)

Non-Sterile open surgery

The sterile pharmaceutical sector has a well-defined
set of expectations and regulations which provide
clear statements relating to microbiological controls
and monitoring. In contrast, the expectations for
non-sterile pharmaceuticals are poorly defined, with
few specifics written in either legislation or guidance
publications.

Join this informal open surgery to ask questions,
benchmark, find out how others have solved
problems and delt with challenges in non-sterile
product manufacturing. Topics may include microbial
identification, objectionable organisms, risk
assessment, or anything else that's challenging you at
the moment.

Led by: Edel Fitzmaurice (Pharmig) & Anna Lovatt
(Pharmig)

. Microbiology general open surgery

Topics addressed in this general discussion could range
from Annex 1, to rapid methods, to endotoxins, and
beyond. Bring your questions/thoughts/ideas to the
informal table and let's see how the group can support

Led by: Miriam Guest (Pharmig), Seb Hodgkin
(Pharmig), Mehmet Davrandi (Pharmig)

315" ANNUAL EVENT: HOT TOPICS IN PHARMACEUTICAL MICROBIOLOGY °




Pharmig would like to thank the following companies who have

booked to exhibit and support the conference this year
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PHARMIG 31°" ANNUAL CONFERENCE
081 & 29T NOVEMBER 2023 REGISTRATION FORM

Please reserve place(s) for Pharmig’s 31t ANNUAL CONFERENCE held at Delta Hotels by Nottingham Belfry Hotel on the
28" & 29™ November 2023.

Company:

Address :

Tel: Email:

MAIN CONTACT (if different from delegates attending the Conference)

First Name : Surname:

Job Title: Telephone: Email:

DISCUSSION SESSION OPTIONS (EACH DELEGATE TO CHOOSE 2 OUT OF THE 4 LISTED BELOW)

1. Contamination Control Strategy (CCS) - Where are you at? 2. Environmental monitoring: What is stopping you from
moving to single temperature incubation?

3. Non-Sterile open Surgery 4. Microbiology general open surgery
1t Delegate (please complete all sections) Open Discussion Sessions

. Please tick 2 sessions you wish to attend.
First Name:

12 3 4 Gala dinner (28%) (included in fee)

Surname:
Job Title: Ooodo O
Email:

[ ] Please tick this box if you are interested in attending the FREE informal mini presentations/discussions around Annex 1: A load of
hot air (sampling) and continuous monitoring on Monday 27th Nov 6pm-8pm

[] Please tick this box to enable Pharmig to contact you through its digital app before/during/after the conference
Please state any specific dietary requirements

2 Delegate (please complete all sections) Open Discussion Sessions
. Please tick 2 sessions you wish to attend.
First Name:
12 3 4 Gala dinner (28t) (included in fee)
Surname:
Job Title: bood O
Email:

[ ] Please tick this box if you are interested in attending the FREE informal mini presentations/discussions around Annex 1: A load of
hot air (sampling) and continuous monitoring on Monday 27th Nov 6pm-8pm

[ ] Please tick this box to enable Pharmig to contact you through its digital app before/during/after the conference

Please state any specific dietary requirements

If you wish to send more colleagues - please attach their full details to this booking form

—_—— - - —_- —- —- —- — — — —_— — —_— — — — —_— — —_— —_— — — — — —_— —_— —_——_——_— — —_— —_— —_— —_——_— — —_— — — — — — — — — 2} —
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PHARMIG 315" ANNUAL CONFERENCE
081 & 29™ NOVEMBER 2023 CONFERENCE INFORMATION

CONFERENCE FEES

Conference fees are detailed below and include lunches, refreshments, Conference gala dinner & dance, and links /
conference app to download presentations etc. Conference fees do not include accommodation, which must be
booked and paid for directly with the hotel (Nottingham Belfry) or a different hotel of your choice.

Fees must be paid by Fees must be paid by Friday 17" November 2023 in order to guarantee a place(s)
at the Conference.

PHARMIG MEMBER FEES NON MEMBER FEES
Delegate £945 /€1130 Delegate £1345 / €1600

Discounted rates are available for NHS and non-profit making organisations

NHS MEMBER FEES NON NHS MEMBER FEES
Delegate £400 Delegate £550

METHODS OF PAYMENT

Email completed booking form for a confirmed place to info@pharmig.org.uk

(please tick relevant option)

[_] Please raise an invoice to cover the delegate fee(s) fre
[ JUKBACS  Sort code: 60-19-28 £/€
Account: 80843867
[ ] Wire Transfer:
Natwest Bank, 118 High Street, Slough, Berkshire SL1 1JH £/€

SWIFT (BIC) NWB KGB2L Account: 80843867
IBAN GB64 NWBK 6019 2880 843 867

[ ] Please quote company approved purchase order no fre

[ ]1/we wish to pay by credit card (Pharmig will contact you for details fre

CANCELLATION POLICY

Written cancellation will be accepted up to 30 days prior to the event, and all cancellations will incur a fee. No
refunds are available 15 working days before the start date and full course fees will be due for delegates who
fail to attend. Substitutions may be made at any time, preferably in writing to Maxine Moorey.

Maxine Moorey

Pharmig

T5 The Maltings

Roydon Road Tel: +44 (0) 1920 871 999
Stanstead Abbotts Fax: +44 (0) 1920 871 156
Hertfordshire, SG12 8HG Email: info@pharmig.org.uk

—_—— - - —_- —- —- —- — — — —_— — —_— — — — —_— — —_— —_— — — — — —_— —_— —_——_——_— — —_— —_— —_— —_——_— — —_— — — — — — — — — 2} —
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T PHARMIG 315" ANNUAL CONFERENCE
081 & 29" NOV 23 IN PERSON REGISTRATION FORM

ACCOMMODATION

1. Delta Hotels by Marriott Nottingham Belfry (venue for the 2-day conference)
£118 B&B per person / per night

To book your accommodation at the Nottingham Belfry Hotel VENUE HOTEL ADDRESS:

at the rate of £118 pp B&B please contact the hotel directly Delta Hotels by Marriott Nottingham Belfry;
on: Tel: 0115 973 9393 (state you are booking for the Pharmig Mellor's Way:

Conference to receive the reduced rate). Off Woodhouse Way:

Rooms are non-refundable. It is advised to book directly with Nottingham;
the hotel rather than going through other websites to guarantee NG8 6PY
your room booking.

Hotels nearby:

Please note - Pharmig does not have agreed rates with these hotels and you will need to contact
them directly to book accommodation

2. Premier Inn Nottingham West Hotel 8-minute journey to the Nottingham Belfry Hotel by car
HOTEL ADDRESS: The Phoenix Centre; Millennium Way
West; Nottingham; NG8 6AS

3. DoubleTree by Hilton Nottingham 7-minute journey to the Nottingham Belfry Hotel by car
HOTEL ADDRESS: Nuthall Road Nottingham, NG8 6AZ

Taxis will be provided by Pharmig to bring anyone staying at the

Premier Inn Nottingham West Hotel or the Double Tree by Hilton Hotel

to the Nottingham Belfry for the gala dinner on the 28th November.

Own travel arrangements will need to be made for the return journe
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PHARMIG'S INTERACTIVE
ON-LINE TRAINING
MODULE ON: CLEANING
AND DISINFECTION OF
CLEANROOMS

® Ensure your tfeams stay up-to-date on the crucial aspects of
Cleaning and Disinfection of Cleanrooms by using our dynamic,
interactive online tfraining portal which will make:

® Personnel training easy
® Convenient
* Quantifiable

® The Pharmig Training Portal (TP) features high quality
demonstration footage for the training of cleanroom operatives in
the Pharmaceutical, Healthcare, Cosmetics and Medical Device
Industries.

® Each training video is followed by detailed multiple choice
questions about the subjects covered in the video modules.

® Each user is issued with a personalised certificate upon
successful completion of the module.

Pharmig Publications

Guide to microbiological control for Non-Sterile
pharmaceuticals

® The Pharmig Training Portal features full administrator control
enabling you to:
® Set the required pass mark
® Monitor and manage user activity

® All of which results in better trained operatives working to best
practice

Interested?
Then please do visit the Pharmig website for more information and a
video of the on-line Training Portal capabilities www.pharmig.org.uk.

If you would like a more detailed ‘virtual’ demonstration led by a
Pharmig Committee Member, please do email Pharmig at info@
pharmig.org.uk and we will schedule in a time that suits you.

Publication orders can be placed
via the website - www.pharmig.org.uk

Cleaning and disinfection of pharmaceutical
facilities - a road map to regulatory compliance

This Guide is relevant to non-sterile
pharmaceutical, cosmetic and toiletry
manufacturing industries. There

have been significant changes in the
microbiological regulations, controls, and
testing of non- sterile products. Much

of the changes has been prompted by
the many recalls of non-sterile products
worldwide.

¢ Microbiological testing and data
handling

Facility and equipment design
Objectionable microorganisms
Cleaning & disinfection

Risk assessment & data management
Environmental monitoring

Regulatory expectations for non-sterile
manufacture

pharmig
e

GUIDE TO
MICROBIOLOGICAL
CONTROL FOR
NON-STERILE
PHARMACEUTICAL!

Member £60 Non Member £85

The guide has been completely revised and
re-written to provide you with a roadmap
to regulatory compliance for cleaning &
disinfection. The new text will walk you
through the steps needed to design,
validate, and implement an effective
cleaning and disinfection programme.
Including:
e |dentifying and assessing risks associated
with cleaning and disinfection
e User requirements for cleaning agents
and disinfectants
e Supplier qualification
e Disinfectant efficacy testing and validation
e Controls for routine use — including
application methods,
in-coming QC testing, and periodic review
of the programme

pharmig
i

A GUIDE T0:

CLEANING AND DISINFECTION OF
PHARMACEUTICAL FACILITIES

- A/ROAD MAP TO REGULATORY
COMPLIANCE

Member £60 Non Member £85

For more information contact
T: + 44 (0) 1920 871 999

E: info@pharmig.org.uk

F: +44 (0) 1920 871 156
W: www.pharmig.org.uk

pPharmiqg

XCELLENCE IN MICROBIOLOGY


https://www.pharmig.org.uk/en/product/a-guide-to-microbiological-control-for-non-sterile-pharmaceuticals/
https://www.pharmig.org.uk/en/product/a-guide-to-microbiological-control-for-non-sterile-pharmaceuticals/

Pharmig Publications

Best practices for the bacterial endotoxin test:

Publication orders can be placed
via the website - www.pharmig.org.uk

Guide to cleanroom operation
and contamination control

A guide to the LAL assay

This guide to the Bacterial Endotoxin

Test (BET) provides the reader with an
overview of the history, regulation and
practical use of the different BET assays.
Information on method development,
validation and routine testing are
discussed as well as more advanced
subjects such as depyrogenation, medical
devices, trouble shooting and problem
samples.

The guide should provide a useful
reference document for LAL users and
laboratory management.

Member £50
Non Member £75

This publication provides a short and informative introductory
guide to cleanrooms. Cleanrooms provide controlled, critical
environments for both sterile and non-sterile pharmaceutical
manufacturing.

Pharmig,

BUIDE 70 CLEANROOM
OPERATION AND
CONTAMINATION CONTROL

The guide examines:

e Cleanrooms

o Different grades of cleanrooms

e The important aspects of physical control

e Contamination control and environmental monitoring

¢ Important cleanroom parameters required by the
regulatory standards

Member £60
Non Member £85

Guide to microbiology laboratories in the
pharmaceutical industry

This Guide details what Pharmig considers
to be best practice for establishing and
operating microbiology laboratories in
pharma and associated industries.

The Guide describes considerations to be
applied to the design, set up and running of
the microbiology unit.

Topics range from:

e Test methods

® Environmental monitoring

¢ Documentation

¢ Method verification and validation

Member £60
Non Member £85

Rapid & alternative microbiological methods

Rapid Microbiological Method technologies aim
to provide more sensitive, accurate, precise and
reproducible test results when compared with
conventional, growth-based methods. They
normally involve some form of automation and
they often capture data electronically.

Phal"l"l'ﬂ's Q¢

Microbiologists can be inundated with literature
advertising equipment and courses relating

to 'Rapid Microbiological Methods’ and
'Alternative Microbiological Methods'.

Whilst costs cannot be discussed, this
document has been prepared:

e to describe the range of well developed,
established, commercially available methods
and their suitability for evaluating the microbiological quality of
products or raw materials;
e to provide some guidance for microbiologists who are investigating the use of
R/AMM in routine quality control of cosmetics personal care products
and pharmaceuticals.

Member £20
Non Member £35

Current perspectives on environmental

monitoring - Review # 1

This review surveys some of the current
practices, trends and approaches to
environmental monitoring.

Technical articles include:

¢ Constructing an environmental
monitoring programme

Particle monitoring & control
Environmental monitoring & risk
assessment

Microbiological risk assessment case
study

Pharmig Reviews No.1

Member £60
Non Member £85

Guide to bacterial identification

Microbial identification represents an important part of the microbiology

function. This includes screening products for objectionable organisms, profiling
the environmental microbiota, and investigating out-of-limits events with a

view to assigning a probable point of origin. In deciding what and when (and
subsequently to what level) to identify, and by the way of which methods, requires
an identification strategy. This is a document each microbiology laboratory should
develop.

During a Pharmig presentation on microbial identification strategy and a Q&A
session that followed there was a variation in approach, and sometimes a lack of
clarity, concerning good identification practices and in outlining a strategy of what
to identify and when. To provide guidance for members and other microbiologists,
in the way of a training aid, and to provide the basis
for microbiology laboratories to benchmark against,
this guide was put together.

Pharmig,

Chapters within the Guide include:

PHARMIG GUIDE
TO BACTERIAL
IDENTIFICATION

e Cleanrooms
o Different grades of cleanrooms
¢ The important aspects of physical control

e Contamination control and environmental
monitoring

e Important cleanroom parameters required by
the regulatory standards

Member £60
Non Member £85

For more information contact
+ 44 (0) 1920 871 999

info@pharmig.org.uk

F: +44 (0) 1920 871 156
W: www.pharmig.org.uk
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Pharmig Publications

Publication orders can be placed
via the website - www.pharmig.org.uk

Commonly Occurring Organisms -

Pharmig’s latest series of 8 fact sheets

This series of 8 fact sheets will cover:

e Dermacoccus nishinomiyaensis ¢ Kocuria rhizophila

e Corynebacterium e Staphylococcus hominis
tuberculostearicum ¢ Paenibacillus glucanolyticus

e Cutibacterium acnes ¢ Microbacterium liquefaciens

e Micrococcus luteus

Member £30 Non Member £50

A series of 8 Water Microbiota
Fact Sheets

This series of 8 fact sheets will cover:

* Ralstonia pickettii

e Stenotrophomonas maltophilia
© Burkholderia cepacia complex
¢ Acinetobacter baumannii
 Brevundimonas diminuta

© Sphingomonas paucimobilis

¢ Pseudomonas aeruginosa

© General overview of water
microorganisms

Member £30 Non Member £50

LAL Fact Sheets

A series of Limulus Amoebocyte Lysate (LAL) laminated Fact Sheets on pyrogen/
endotoxin testing have been produced by the LAL Action Group.

The series of 6 LAL fact sheets (as a package)
currently available are:

e What is LAL/BET?

e Calculation of
Endotoxon Limits

¢ Medical Devices

¢ Gel Clot Methods

e Photometric Methods

e Product Validations
Quantitative Methods

o Ge! Clot Mothods
2> |

purchase
')uno\'\oﬁ

in con:
: actices for

with Best P !
the Boder\o\ Endofoxin

. LAL
| _ A Guide to the
Member £20 ey and recsive e

Non Member £35

A series of 8 Major Objectionable
Microorganisms Fact Sheets

One of the expectations of GMP regulators is that microbiology laboratories are
knowledgeable about the main objectionable microorganisms that could be
found in pharmaceutical products or in the manufacturing environment.

The identification, characterisation and interpretation of these microorganisms
can be challenging. To act as a training aid and information resource,

Pharmig has produced eight new fact sheets (Fact Sheet Pack 2). Seven of

the fact sheets profile some e -

of the most important
objectionable microorganisms
(together with Geobacillus
stearothermophilus, used

for biological indicators). An
eighth fact sheet provides
useful information about

risk assessing objectionable
microbes.

Member £30
Non Member £50

A series of 8 Microorganisms Fact Sheets

The microbial enumeration test and test for specified microorganisms can represent a
challenging area for pharmaceutical microbiology. To act as a training aid for new staff,
and an aide memoire for more experienced staff - Pharmig has produced eight fact
sheets. Seven of the fact sheets profile each one of the

key microorganisms (or microbial
groups), using colour photographs
illustrating growth on agar and
by Gram-stain. These are
supported by facts relating
to the organism’s profile and
methods for identification. The
eighth sheet offers some useful
guidance about the interpretation
of the test.

Member £30
Non Member £50

A series of 8 Pharmaceutically Important
Fungi Fact Sheets

This set of fact sheets features seven fungi which feature high in causes of
fungal contamination of pharmaceutical products and which have led to several
major pharmaceutical product recalls. Each fact sheet presents information
about the fungus, including growth conditions and product / patient risks. Each
sheet details a striking photograph of the fungus macroscopically, growing on
suitable agar, and microscopically
(as a methylene blue stain.) The
eighth fact sheet is a guide on
the staining and microscopic
examination of fungi, including
key features to note to help
you with identification. The fact
sheets are laminated, making
them suitable for the laboratory
bench, and come enclosed within
a presentation folder.

Member £30
Non Member £50

For more information contact
+ 44 (0) 1920 871 999

info@pharmig.org.uk

F: +44 (0) 1920 871 156
W: www.pharmig.org.uk

Ph i
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http://www.pharmig.org.uk
https://www.pharmig.org.uk/en/product/water-microbiota-pharmigs-latest-series-of-8-fact-sheets/
https://www.pharmig.org.uk/en/product/water-microbiota-pharmigs-latest-series-of-8-fact-sheets/
https://www.pharmig.org.uk/en/product/water-microbiota-pharmigs-latest-series-of-8-fact-sheets/
https://www.pharmig.org.uk/en/product/lal-fact-sheets/
https://www.pharmig.org.uk/en/product/lal-fact-sheets/
https://www.pharmig.org.uk/en/product/a-series-of-8-microorganisms-fact-sheets/
https://www.pharmig.org.uk/en/product/a-series-of-8-microorganisms-fact-sheets/
mailto:%20info%40pharmig.org.uk?subject=More%20info
http://www.pharmig.org.uk
http://www.pharmig.org.uk

Pharmig

T5 The Maltings
Roydon Road
Stanstead Abbotts
Hertfordshire
SG12 8HG

United Kingdom.

N
Tel: +44 (0) 1920 871 999 Fax: +44 (0) 1920 871 156 EELI:E‘NQ E:Rme!
Email: info@pharmig.org.uk Web: www.pharmig.org.uk

PLEASE DO FOLLOW US ON... E3 @epPharmaMicro
@pharmig_group o Pharmig Microbiology

] Pharmig (Excellence in Microbiology) in} Pharmig (Excellence in Microbiology)
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