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XCELLENCE IN MICROBIOLOGY

Pharmig’s 32"¢ Annual Conference

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

Hot Topics In
Pharmaceutical
Microbiology

20™ - 21 NOVEMBER 2024

Sending 2 or more
colleagues from the
same site?

Book by Friday 4th October
and the 2nd attendee onwards
receives a 20% discount on
advertised fees

Bookings must be made
at the same time

Additional hot topics at a glance:

¢ A global review and standardisation of the approach * Pre-validation considerations for the implementation of
to the use of environmental isolates in AstraZeneca an alternative, rapid sterility test method for and
microbiology laboratories adjuvanted vaccine portfolio

e An updated review of reported recalls involving ¢ How the EM programme qualification is performed when
microbiological control with emphasis on FDA only part of the facility is operational and what is then to

considerations around “Objectionable microorganisms” BEEgERPLrNg the LERRIEEIONINe

e Evaluating the impact of Annex 1's release (steriles & non

e Update on the regulatory framework for recombinant :
steriles)

technologies for Bacterial Endotoxin Testing (BET) in light
of USP developments: A comprehensive overview onthe e MHRA - A regulatory vision for where industry is now

tail of the USP new publication on recombinant reagents and where it ‘could’ go

e (Case study: Identification of contaminants using DNA *  Best practice (and common problems) with Microbial
sequencing Limit Testing

e Establishment of the monocyte activation test as a e Plus, a panel discussion session: Al (Artificial Intelligence)
replacement of the rabbit pyrogen test — a roadmap for GMP — where are we now?

e Biofilm remediation

Martin Reed Veronika Wills Dan Klein Andrew Hopkins
Address:ed MHRA Associates of Cape NS Lachman Consultants
by Ieadlng Karen Capper CaalIne Tracy Moore Deborah Allen
micrObiO|Ogy AstraZeneca Ellging_j Kenhny| TM Pharma Group GlaxoSmithKline
experis Luis Jimenez a Biotechnology Tim Sandle Jayendra Shankar
P 200 Bergen Community Maria Gajewi Kedrion Seqirus
College (USA) Microcoat

Frank Mertens
Saercon
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08.30 - 09.00
09.00 - 09.10
09.10 - 09.50
09.50 - 10.30
10.30 - 10.40
10.40 -11.10
11.10 - 11.50

Registration

Chairperson welcome & introduction

David Keen - Director Pharmaceutical
Microbiology, Ecolab & Pharmig
Chairman

MHRA: Presentation TBC

Martin Reed - Senior GLP Inspector,
MHRA

A global review and standardisation
of the approach to the use of
environmental isolates in AstraZeneca
microbiology laboratories

e A review of the current practices across
our sites

e A review of the regulatory guidance and
industry opinion on the use of
environmental isolates

e QOur agreed global approach for key test
applications using compliance and science

Karen Capper - Director, Head of
Microbiology. New Modalities
and Parenterals. Pharmaceutical
Technology & Development,
AstraZeneca

Pharmig publications & On-line
training courses

Tea/Coffee with the exhibitors

Artificial Intelligence and machine
learning: Transforming microbiology

* |deas and concepts:

e Artificial intelligence, Machine learning,
Big data

e Application:
e Antimicrobials, Cleaning, Microbial

identification, Viral control, Disease
prevention, Automation

e Future directions

Tim Sandle — Head of QA GxP
Compliance, Sterility Assurance

and Quality Risk Management, Kedrion

Tick the box on the booking form which gives permission for
Pharmig to contact you and we will start the ball rolling...

11.50 - 12.30

12.30 - 13.00
12.30 - 13.30
13.30 - 14.10

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 go to page 6 to view open
discussion session topics & please tick
2 out of the 4 listed below on your
booking form

Pharmig AGM
All current members please do attend

Lunch in the exhibition areas

Pre-validation considerations for the
implementation of an alternative,
Rapid Sterility test method for an
Adjuvanted Vaccine portfolio

e Why did we want to look at an alternative/
rapid sterility test for our products

e User requirement — focus on improving
digital compliance

e Feasibility and GmP validation tests at
vendor site

e Building a business case — lessons learnt

e What additional studies did we undertake
to alleviate internal stakeholder concern

e How many products should we
demonstrate equivalence on? Will a
“family” approach work?

Jayendra Shankar — Senior Manager,
Global Microbiology QC/AS&T,
Seqirus

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!

©
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14.10 - 14.50
14.50 - 15.30
15.30 - 15.50
15.50 - 16.30

An updated review of reported
recalls involving microbiological
control with emphasis on FDA
considerations around “Objectionable
microorganisms”

e What organisms are most prevalent in
FDA reported recalls?

e What types of products are impacted?
e Why should we be concerned?

e Are you confident you know what
organisms would be objectionable in
your finished products?

e Join this presentation to find out more
from someone who has published several
peer-reviewed papers on this hot topic!

Luis Jimenez - Professor, Bergen
Community College (USA) - VIRTUAL
SPEAKER

Update on the regulatory framework
for recombinant technologies for
Bacterial Endotoxin Testing (BET)

in light of USP developments: A
comprehensive overview on the

tail of the USP new publication on
recombinant reagents

e \What are recombinant technologies for
BET and how do they differ from
traditional reagents

e \What global and local regulatory
standards must be met for recombinant
reagents in endotoxin testing

e What are current steps involved in

implementing recombinant reagents in a
QC lab

e Examples of how recombinant reagents
have improved QC processes in real-
world scenarios

Veronika Wills — Associate Director,

Global Technical Services, Associates of

Cape Cod Inc

Tea/Coffee with the exhibitors

Best practice (and common problems)
with microbial limit testing

TBC - Awaiting GSK approval

Deborah Allen - Associate Director,
GlasxoSmithKline

16.30 - 17.10

Host:

Panelists:

17.10 - 17.30

18.30 - 19.30

19.30 ‘till late

Panel Discussion: Al (artificial
intelligence) for GMP - where are we
now?

Join us for a mind-boggling

Al panel discussion where cutting-edge
technology meets insightful
conversations! Dive into the world

of artificial intelligence with experts
sharing their knowledge and visions for

the future. Don’t miss out on this
enlightening event! (written by Al)

Miriam Guest, Charles River

Martin Reed - MHRA / Andrew Gravett
— AstraZeneca / Mehmet Davrandi -
P&G / Jack Brown — Clever Culture
Systems

Additional Q&A from today’s speakers/
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!

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

32N ANNUAL EVENT: HOT TOPICS IN PHARMACEUTICAL MICROBIOLOGY e
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THURSDAY 21" NOVEMBER 2024

09.00 - 09.15

09.15 - 09.55

09.55-10.35

10.35-11.05

Opening remarks and champagne draw
for 1st delegates to arrive!!
Chairperson: Director Pharmaceutical

Microbiology, Ecolab & Pharmig
Chairman

Facts or Fake? Interpretation and
significance of microbiological test
results

e (In-)Accuracy of microbial count

e Definition of specifications and limits

e Some general challenges for identification
methods

Frank Mertens - Laboratory Consultant,
Saercon

Establishment of the monocyte
activation test as a replacement of the
rabbit pyrogen test — a roadmap
Current situation in pyrogen testing:

e Rabbit Pyrogen Test (RPT) has for decades
been the state-of-the-art method for
pyrogen analysis

* The European Pharmacopoeia is phasing
out the RPT to reduce animal testing

e The Monocyte Activation Test (MAT) is an
invitro alternative for analysis of pyrogens

e Companies need to switch from RPT to
MAT, if they want to sell on European
market

This presentation will focus on the
following questions:

e What are the key steps in MAT

implementation and method development?

e How do product specific characteristics
influence method development?

e \What can be learned from MAT
development case-studies?

e \What are differences in method
development for Method 1 or Method 2?

Maria Gajewi — Manager Endotoxin
Services, Microcoat

Tea/Coffee with the exhibitors

11.05-11.45

11.45-12.25

12.25-13.30

13.30-13.45

13.45-14.25

How the EM programme qualification is
performed when only part of the facility
is operational and what is then to be
done to bring the next phases online

e How to establish the order of activities?

e How to demonstrate that the Phase | of the
facility is not compromised by works still
occurring.

e How to ensure you're not putting the
facility and products at risk when ‘breaking
through’

Tracy Moore - Founder & CEO, TM
Pharma Group

OPEN DISCUSSION SESSIONS
Continued....

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 go to page 6 to view open
discussion session topics & please tick
2 out of the 4 listed below on your
booking form

Lunch in the exhibition areas

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

Case study: Identification of
contaminants using DNA sequencing

e |dentification of cross contamination in
testing set-up

* Processing and benefits

e Advantages of whole genome
sequencing of contaminants over API
kits and 16s rRNA sequencing

e Particularly to track and trace the
source of contamination across a
factory.

Elaine Kenny — Managing Director,
Elda Biotechnology

32N ANNUAL EVENT: HOT TOPICS IN PHARMACEUTICAL MICROBIOLOGY o
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14.25-15.10  Biofilm remediation
e Biofilm in controlled environments

y

* Sources, complicating factors and impacts

e The importance of cleaning and
disinfection

e Challenges including mixed-species biofilm
e Case studies (steriles and non steriles)

Dan Klein - Senior Technical Services
Manager, Steris

5.10 - 15.50 Evaluating the impact of Annex 1's
release (steriles & non steriles)

- ——
“ | "
s
e Analysing the effectiveness of planning for
T
-

Annex 1
e Maximising collective understanding with i
industry case studies | M \
e Eliminating remaining challenges for full — —
compliance - “..

e |mproving preparation for other changes

Andrew Hopkins — Senior Director,
Lachman Consultants

——
15.50-16.10 Q&A session / summary & close of ‘u

conference

Please note: all information addressed by the speakers are of their own / company
opinions. Pharmig is not responsible for any content presented at the meeting.

Pharmig also has the right to change the programme at any time due to
unforeseen circumstances.

TO SEE PHARMIG'S
RANGE OF PUBLICATIONS &

FACT SHEETS THAT MAY BE OF
INTEREST TO YOU.

32N> ANNUAL EVENT: HOT TOPICS IN PHARMACEUTICAL MICROBIOLOGY e



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)

A. Sterile - Practicalities of microbiology C. Microbiology Laboratory Management
investigations - what are your challenges? Led by: Tim Sandle — Kedrion & Pharmig Committee
/What has failed in your investigations & Karen Capper — AstraZeneca
Led by: Andy Martin — ABM Consulting & Pharmig ) )

Committee & Miriam Guest — Charles River & D. Microbiology general open surgery
Pharmig Committee Topics addressed in this general discussion could range
from Annex 1 to rapid methods to endotoxins and

B. Non-Sterile - Practicalities of microbiology beyond. Bring your questions/thoughts/ideas to the
investigations - what are your challenges? informal table and let’s see how the group can support
/What has failed in your investigations Led by: Alan Moon — AM GMP Limited & Pharmig
Led by: Edel Fitzmaurice — Fitzmaurice Scientific Committee & Seb Hodgkins — Quell & Pharmig
& Pharmig Committee & Anna Lovatt — Ecolab & Committee

Pharmig Committee

32N ANNUAL EVENT: HOT TOPICS IN PHARMACEUTICAL MICROBIOLOGY o



Pharmig would like to thank the following companies who have

booked to exhibit and support the conference this year

Jcarecon  AGMA

*e® ’
Y : Py .
-@smemmc
Specialists in Endotoxin and Glucan Detection
e

.' BRUKER charles river

3 CONTEC

CLEANROOM

A"

vy,
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an analytichem company

)EII. S = eurofins
EC@LAB CLEANROOM N ‘ MGS Laboratories

LONZAQ MERRCOK
LYWD

@ > ..
[l micronclean .

PARTICLE

PN VEASURING Pl BD SARTORILS
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SCIENTIFIC

® WICKHAM
MICRO
ACORMICA" Lab
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PHARMIG 32"° ANNUAL CONFERENCE
20 & 215 NOVEMBER 2024 REGISTRATION FORM

Please reserve place(s) for Pharmig’s 32" ANNUAL CONFERENCE held at Delta Hotels by Nottingham Belfry Hotel on the
20" & 215t November 2024.

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. Sterile - Practicalities of microbiology investigations 2. Non-Sterile — Practicalities of microbiology investigations
- what are your challenges? /What has failed in your - what are your challenges? What has failed in your
investigations investigations
3. Non-Sterile open Surgery 4. Microbiology general open surgery
15t Delegate Attendee (please complete all sections) Open Discussion Sessions

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

12 3 4 Gala dinner (20%) (included in fee)

Surname:
Job Title: Ooodo O
Email:

[] 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 Attendee (please complete all sections) Open Discussion Sessions
. Please tick 2 sessions you wish to attend.
First Name:
12 3 4 Gala dinner (20%) (included in fee)
Surname:
Job Title: Hmw O
Email:

[ ] 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

32N ANNUAL EVENT: HOT TOPICS IN PHARMACEUTICAL MICROBIOLOGY




PHARMIG 32"° ANNUAL CONFERENCE
20 & 2157 NOVEMBER 2024 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 15" November 2024 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 32"° ANNUAL CONFERENCE
20" & 21" NOV 24 IN PERSON REGISTRATION FORM

ACCOMMODATION

1. Delta Hotels by Marriott Nottingham Belfry (venue for the 2-day conference)
£120 B&B per person / per night

Once you have sent back your booking form, if rooms are still
available at the Nottingham Belfry, a hotel booking link will be
sent on to you.

VENUE HOTEL ADDRESS:

Delta Hotels by Marriott Nottingham Belfry;
Mellor's Way;

Off Woodhouse Way;

Nottingham;

NG8 6PY

Rooms are non-refundable. It is advised to book directly through
the hotel booking link rather than going through other websites
to guarantee 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 20th 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
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https://www.pharmig.org.uk/en/product/a-guide-to-microbiological-control-for-non-sterile-pharmaceuticals/
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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.

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

pPharmiqg
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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 - -

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
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