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EARLY BIRD DISCOUNT

Virtually sending 2 or more delegates from the same
site? Book by Friday 20th November and additional
delegates receive a 20% discount on listed prices*

b ' :
o Megé’lab experiences - testing for SARS-CoV-2 RNA from 0 to 3
million;tests in 5 months -

¢ Hand sanitizers: what to look for and how tc"‘i"'t_est
¢ Infection control in enclosed spaces — myths, science & guesswork

® Horseshoe crabs and the pharmaceutical industry - challenges
and alternatives

e Why your bugs won’t grow

e Conducting an effective remote audit
e Apprentices in the workplace

e Biofilms and wound care

* The great myths of pharmaceutical microbiology

2 half-day virtual events using Zoom - 2nd & 3rd December 2020


http://www.pharmig.org.uk

Latest Updates & Hot Topics in Pharmaceutical Microbiology
Wednesday 2nd December 2020

WERSIER DY Chairs welcome and quick guidance (PAETRPREE  Horseshoe crabs and the

on how to use Zoom pharmaceutical industry - challenges
David Keen - Director Pharmaceutical and alternatives
Microbiology, Ecolab/Pharmig Chair As many of you are undoubtedly already

aware, endotoxin testing is a vital part of
quality and safety control in pharmaceutical
production. The primary method for this
testing in North America and Europe is
the Limulus Amoebocyte Lysate (LAL)
test, a critical component of which is the
blood of Atlantic horseshoe crabs (Limulus
polyphemus). Procuring blood for LAL
testing involves capturing and bleeding
over 500,000 crabs from wild marine
populations each year. Whilst efforts are

) ) o made by manufacturers of LAL to return
& Consultant Virologist, South London Specialist

Virology Centre & Clinical Director of Pathology crabs to the S.ea following the CF)”GC’[IOI’] of
for the Viapath laboratories at King’s College blood, there is a level of mortality and sub-

Hospital | Viapath & Chair of Panel of Examiners lethal impact involved, prompting increasing
in Virology, Royal College of Pathologists . . )
discussions about welfare and ethics.
This session will introduce and review

(OZOERORIEY  5-minute break to allow changeover the current controversy relating to the
of presenters and answer questions biomedical use of horseshoe crabs, before
examining how the 3Rs — the ambition
to where possible, replace, reduce, and
refine the use of animals — might provide
an appealing framework to reflect on
opportunities for a greater level of
sustainability. This session is informed by
qualitative research and will present and
INEREREEEIN  5-minute break to allow changeover discuss the wide diversity of stakeholder
of presenters and answer questions perspectives regarding appetites to
replace, refine, and reduce contemporary
biomedical reliance on horseshoe crabs,
advance the use of more sustainable
methods, and realize the welfare
considerations increasingly expected across
science and society.
Dr. Richard Gorman - Research Fellow
in Bioethics, Brighton and Sussex
Medical School

(VKVERZIN  Megalab experience - testing for
SARS-CoV-2 RNA from 0 to 3 million
tests in 5 months
Dr M Sudhanva MBBS, MID
(Microbiology), FRCPath (Virology)

- Kings College Hospital NHS
Foundation Trust

Lead Clinical Advisor for COVID mass
testing Lighthouse Labs and local
advisor for Milton Keynes

ISERNWEN  Hand sanitizers: what to look for and
how to test

Kim Morwood - Director, MGS
Laboratories

IEEIERPRIE  Infection control in enclosed spaces -

myths, science & guesswork

e Contamination transfer mechanisms —
source — vectors — target

¢ Impact of source-target separation
distance

e Airflow within the space

e Other mitigation methods: shields,
masks, etc.

Gordon Farquharson — Consultant, IPACEREREHOR  Questions for the speaker

Critical Systems

(EHOOERERIN Open discussion between speakers
and delegates

IPHERPHEN 5-minute break to allow changeover
of presenters and answer questions

IERDEREREN  Summary and close of day 1: Pharmig’s
28th Annual Virtual Conference

e 28" Annual Event Latest Updates & Hot Topics in Pharmaceutical Microbiology



Latest Updates & Hot Topics in Pharmaceutical Microbiology
Thursday 3rd December 2020

WERWERNON  Chairs welcome IPHVVERPHIEY  5-minute break to allow changeover

10.00 - 10.40

David Keen - Director Pharmaceutical
Microbiology, Ecolab/Pharmig Chair

Why won’t my bugs grow?

¢ Challenges for growth promotion testing

e |s it normal for things to not always
grow?

¢ Micro viability - how much of a
headache is this for you?

Dr Judith Huggan - Business

Development Manager, NCIMB

12.05- 12.45

of presenters and answer questions

The great myths of pharmaceutical

microbiology

e Colony forming units — what are they?

* Microbiology safety cabinets — do they
always work?

e Media growth promotion — can it be
skipped?

* Microbial distribution in cleanrooms —
free floating?

* Bacteria don't lie — or perhaps they do?
e [dentification results — always believable?
Dr. Tim Sandle - Pharmaceutical
Microbiologist & Department Head,
BPL & Pharmig Committee Member

HOZLERISY  5-minute break to allow changeover
of presenters and answer questions

(SRR EWEN  Conducting an effective remote audit
¢ Things to consider for the auditor and
auditee
e Preparation and planning essentials
e Timing and participant considerations (PASVERENIEY  Open discussion between speakers
e Considerations for demonstrating and delegates
facilities/processes
¢ Options for documentation reviews
e Practicalities and Tips
Andrew Gravett - Microbiology on
Market Technical Manager, AstraZeneca

IPRLCERPAEIN  Questions for the speaker

IENEERERIN  Summary and close of day 2: Pharmig's
28th Annual Virtual Conference

INEEREEEDE  5-minute break to allow changeover

of presenters and answer questions

NP This session will cover: Apprentices in
the workplace and a presentation on
biofilms in wound care
Karen Capper is currently celebrating 30
years in the industry starting off as an
apprentice and growing into the position she
currently holds today. Karen will speak of her
experience and how she now encourages
companies to take on apprentices in the
workplace and the benefits they bring.
This will be followed by a brief presentation
led by our Apprentice of the Year winner
Cerys Griffiths. She will look to address
biofilms in wound care.
Karen Capper - Associate Director and
Head of Microbiology, Astra Zeneca Please note: all information addressed by the speakers are of their
& Pharmig’s apprentice of the own / company opinions. Pharmig is not responsible for any content
year 2020 winner Cerys Griffiths - presented at the meeting.
Apprentice R&D Laboratory Technician, Pharmig also has the right to change the programme at any time
Advanced Medical Solutions due to unforeseen circumstances.
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Sponsored Technical Virtual Events

1st & 4th December - 2 half-day meetings

FREE to attend if you have booked onto the 28th Annual Virtual Conference as a delegate

Tuesday 1st December 2020

09.20 - 09.30 Welcome from a Pharmig Committee
member

09.30 - 10.30 Draft Annex 1 and its impact on cleaning
and disinfection and residue management
) This session will review the impact of the new

@ CONTEC | Annex 1 on alife science facility’s contamination
control strategy and the implications for cleaning
and disinfection.

Robust cleaning and disinfection programmes
are needed to meet the required cleanroom
microbial grades, to prevent cross contamination
and subsequent microbial contamination of
products. EU Annex 1 which specifies guidance
for the manufacture of sterile medicinal products
was first issued in 1989 and has been going
through a review and rewrite process. The session  12.40 - 13.40
will explore the general changes in the current

draft of the annex, with specific reference to the
contamination control strategy.
Karen Rossington - Contec

10.30 - 11.30 Microbiological Considerations in
Cleanroom Manufacturing

The presentation will begin by an overview for
the history of cleanroom development, from the
first uses of a barrier system in the mid to late
18th century, through to the standardisation of
cleanroom grading in the 1960's.

The grading system will be briefly explained
before looking at the different materials that had
been, can be and are used to construct the critical
environments of a cleanroom. Any material could
be used in the construction of cleanrooms and |
will be talking through the most common materials
highlighting some of the positives and negatives
associated with each.

This will not be an exhaustive list but has been
chosen to be insightful and educational with
possibly surprising positive benefits highlighted
for some of the materials that have been
removed from use in cleanrooms.

Michael Arthur - Wickham Laboratories

@wickham . .

11.30 - 11.40 Break

11.40 - 12.40 Phase lll: performance qualification of the

disinfection regime 13.40 - 13.45
A review of the final phase of implementation

ECOLAB of a cleaning and disinfection regime; the

performance qualification phase, also referred to

a Sponsored Technical Meetings 1st & 4th December

as Phase Ill or in-situ field studies. The purpose
of this phase is to demonstrate the effectiveness
of a cleaning and disinfection regime once it is
in use within the facility, through the generation
of data. The presentation will

outline possible structures to a Phase lll
program, how to handle the data generated and
how to capitalise on the study to address other
elements of a cleaning and disinfection regime,
such as residue management and surface
deterioration.

David Collins - Ecolab

Sustainability in endotoxin testing — a
holistic approach

Horseshoe crabs in the United States are regulated
and monitored carefully. They are not endangered,
in fact, in many areas populations are growing
considerably. The biomedical industry has a pivotal
role to ensure conservation and future sustainability
for this ancient creature. Brett will walk delegates
through the current conservation and population
review of the horseshoe crab and how industry can
help with future conservation and sustainability
efforts.

Although LAL reagents continue to be used almost
universally across the industry for endotoxin testing,
there is a new class of recombinant reagents (non-
LAL based product) under way. Veronika will look
at the role these recombinant reagents are likely to
play in the future in endotoxin testing. The current
regulatory landscape in respect to the recombinant
technologies is not at all harmonious, delegates will
have an opportunity to see the current regulatory
framework and the requirements for implementing
a new method. As it appears that the industry is
somewhat cautious in adopting a new technology
for such a critical test, Veronika will provide a review
of the current comparative data demonstrating the
performance of recombinant technologies versus
the gold standard test — LAL based reagents.

Brett Hoffmeister & Veronika Wills -
Associates of Cape Cod (USA)

Closing Remarks


https://www.acciusa.com/about-us/sustainability
https://www.acciusa.com/about-us/sustainability
https://wickhamlabs.co.uk/environmental-monitoring/
https://wickhamlabs.co.uk/environmental-monitoring/
https://www.contecinc.com/eu/
https://www.contecinc.com/eu/
https://en-uk.ecolab.com/
https://en-uk.ecolab.com/

Sponsored Technical Virtual Events
1st & 4th December - 2 half-day meetings

FREE to attend if you have booked onto the 28th Annual Virtual Conference as a delegate

Friday 4th December 2020

09.20 - 09.30 Welcome from a Pharmig Committee

member
09.30 - 10.30 Recent Developments with the Growth
Promotion Test and Environmental
monitoring
¢ Reducing costs and risks associated with the
GPT
e Burkholderia Complex
e Starved organisms and the Japanese
Pharmacopeia.
Peter Penn - Microbiologics

Microbioloéics i

10.30 - 11.30 Error-proofing” and “future-proofing”:
updating the bacterial endotoxins test with
automation and recombinant reagents”
The use of robotics and automation reduces
error levels common to many manual processes,
thus saving time and resources spent on

such tasks. Studies comparing manual and
automated pipetting and mixing in the BET test
show improved precision with the automated
method. With such automation, laboratory
analysts are freed to perform other tasks while
a robot performs the manual tasks, resulting

in more efficient use of that analyst's time.
Automation of BET methods minimizes the level
of interaction with lab analysts, resulting in a
reduced level of repetitive motion injuries in
line with promulgated regulations for workers
protection. In addition to the use of robotics
for error-proofing the assay, there is also a need
to future-proof the supply chain of reagents.
Using a recombinant reagent allows removal

of the live animal source, multiple facility
production, and results in a more stable supply
chain of a reagent with less lot-to-lot variability.
Recombinant Factor C (rFC) based endotoxin
detection assays demonstrate equivalent
performance when compared to classical LAL-
based assays. This presentation will demonstrate
that combining the concepts of automation and
recombinant reagents results in an error-proofed
and future-proofed BET assay process that
optimizes laboratory operations.

Ruth Noé - Lonza BioScience, Testing
Solutions

Lonza

Pharma & Biotech

11.30 - 11.40 Break

11.40 - 12.40

nnnnnnnnnnnnnnn

12.40 - 13.40

=STERIS

13.40- 13.45

Automated solutions for contamination

control and business continuity

e Facility contamination events, control and
options

 Business continuity plans and disaster recovery

¢ Hydrogen peroxide decontamination and its
benefits

¢ Dedicated response contracts and risk
mitigation.

Matt Parks - Ecolab

Disinfectant efficacy study design and how
to interpret the results

DET can be a costly process and interpretation of
the resulting data requires a specific skillset. This
presentation will look at designing a
cost-effective DET study and provide some
guidance on how to understand the results.
Dan Klein - Steris USA

Closing Remarks

Sponsored Technical Meetings 1st & 4th December e


https://www.microbiologics.com/
https://www.microbiologics.com/
https://www.steris.com/
https://bioscience.lonza.com/lonza_bs/CH/en/endotoxin-testing
https://bioscience.lonza.com/lonza_bs/GB/en/endotoxin-testing
https://www.bioquell.com/life-sciences/systems-and-services/decontamination/
https://www.bioquell.com/life-sciences/systems-and-services/decontamination/

PHARMIG 28™ ANNUAL CONFERENCE
OND & 3RD DECEMBER 2020 CONFERENCE INFORMATION

INFORMATION ON FEES & PAYMENTS

¢ The fees advertised cover 2 half-days Conference on the 2nd & 3rd December.
¢ And the 2 half-day sponsored technical meetings if you are only attending those dates (1st & 4th)

¢ Pharmig cannot reduce this fee if you can only attend one of the morning sessions at either the Conference event or the
technical sponsored meeting event

¢ Fees must be paid in advance in order to attend the virtual conference. This can be done via credit card payment OR by an
approved company purchase order number OR payment can be extended via prior agreement with Pharmig - please email
maxine@pharmig.org.uk.

CONFERENCE FEES VIRTUAL 28™ ANNUAL CONFERENCE FEES

(which covers 2 half-day events on the 2nd & 3rd December)

SENDING 2 OR MORE DELEGATES FROM THE SAME SITE TO THE
CONFERENCE? BOOK BY FRIDAY 20TH NOVEMBER AND ADDITIONAL DELEGATES
RECEIVE A 20% DISCOUNT ON LISTED PRICES

NON MEMBER FEES
Delegate £500 / €565

2nd + Member Rate £400/ €452
*Euro fee is higher to cover conversion rates

PHARMIG MEMBER FEES
Delegate £300 / €357

2nd + Member Rate £240 / €285.60
*Euro fee is higher to cover conversion rates

NHS PHARMIG MEMBER FEES
Delegate £150
2nd + Member Rate £120

NHS NON MEMBER FEES
Delegate
2nd + Member Rate

£250
£200

Note* attend the virtual conference and you will gain automatic FREE admittance to the virtual sponsored meetings on the
1st & 4th December or, you can nominate a colleague to take your place

SPONSORED TECHNICAL MEETINGS (1ST & 4TH DECEMBER)
FEES IF ATTENDING THESE EVENTS ONLY

(free to those attending the conference)

PHARMIG MEMBER FEES NON MEMBER FEES
Industry/Commercial £100/ €130 Industry/Commercial £200/ €240

NHS £40 NHS £80
*Euro fee is higher to cover conversion rates *Euro fee is higher to cover conversion rates

Maxine Moorey
Pharmig

T5 The Maltings
Roydon Road

CANCELLATION POLICY
Written cancellation will be accepted up to 5 working days prior to the event, and all

Tel: +44 (0) 1920 871 999 cancellations will incur a fee. No refunds are available 2 working days before the start date

Stanstead Abbotts
Hertfordshire, SG12 8HG

Fax: +44 (0) 1920 871 156
Email: info@pharmig.org.uk

and full fees will be due for delegates who fail to attend. Substitutions may be made at any
time, preferably in writing to Maxine Moorey. Please email: maxine@pharmig.org.uk

O 28™ Annual Event Latest Updates & Hot Topics in Pharmaceutical Microbiology


mailto:%20info%40pharmig.org.uk?subject=Contact%20Us
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PHARMIG 28™ ANNUAL CONFERENCE

2ND & 3RD DECEMBER 2020 AND SPONSORED TECHNICAL
MEETINGS 15T & 4TH DECEMBER REGISTRATION FORM

Company:
Address : Tel:
Email:
MAIN CONTACT (if different from delegates attending the Conference)
First Name : Surname:
Job Title: Telephone: Email:
Please tick which events you wish to attend.
1st Delegate Conference Fee [ ] Sponsored Technical Events | |
(2nd/3rd Dec) (1st & 4th Dec)
Name: Free if attending Conference
Title: £/€ £/€
Email: TOTAL £/€
2nd Delegate (20% discount until 20.11.20 Conference only)  Conference Fee [ ] Sponsored Technical Events [ |
(2nd/3rd Dec) (1st & 4th Dec)
Name: Free if attending Conference
Title: £/€ f/€
Email: TOTAL £/€
Please do provide an email address so that Pharmig can send you information on these meetings
OVERALL TOTAL £/€

Nominated name and relevant information for those booking onto the Conference who cannot attend the sponsored technical
meetings on the 1st & 4th)

1. Nominated Name Job Title Email

2. Nominated Name Job Title Email

METHODS OF PAYMENT

(please tick relevant option)

[ ] Cheque for £/€ to follow in post to cover the delegate fee(s)
[ |Please raise an invoice to cover the delegate fee(s) - £/€

[ IPlease quote Purchase Order Number to cover the delegate fee(s) £/€ PO#

[_]1 wish to pay by credit card - Pharmig will contact you for details to cover the delegate fee(s) £/€

PLEASE NOTE: Due to these unusual times, and the need for Pharmig to ensure fees are received in a timely manner before the event, it will have the right to cancel
a delegate’s attendance unless alternative arrangements have been agreed in advance of the event(s) being held by both parties.

INFORMATION ON ZOOM SET UP: Once you have sent back your registration form and payment (please see info of fees and payments above), Pharmig will add you
to the Zoom list and will send out an email which will include SEPARATE ZOOM LINKS (one for each day of the meetings you have booked).

For those not familiar with Zoom - we will do a quick tour around the screen (it’s all very straightforward) before starting the sessions on the mornings of the 1st,
2nd & 4th December.

PRIVACY POLICY: By registering for these events, | accept the processing of my Personal Data. Pharmig will use my data for the processing of this order for which |
hereby declare to agree that my personal data is stored and processed. Pharmig will only send information in relation to this order or similar events/publications/
training courses etc. Pharmig may send your name and company only to other companies attending the same event in the form of an attendee list. Your full personal
data will not be disclosed to third parties (see also privacy policy at https://www.pharmig.org.uk/en/privacy-policy/). You can ask for the modification, correction or
deletion of my data at any time via an email to maxine@pharmig.org.uk

28™ Annual Event Lafest Updates & Hot Topics in Pharmaceutical Microbiology o
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PHARMIG'S INTERACTIVE
ON-LINE TRAINING
MODULE ON: CLEANING
AND DISINFECTION OF

CLEANROOMS

DON'T LET COVID STOP YOUR VITAL
STAFF TRAINING.

® 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:

® The Pharmig Training Portal features full administrator control
enabling you to:
® Set the required pass mark

* Personnel training easy ® Monitor and manage user activity

® Convenient
* Quantifiable

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

® 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.

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.

® Each training video is followed by detailed multiple choice

If you would like a more detailed ‘virtual’ demonstration led by a
questions about the subjects covered in the video modules.

Pharmig Committee Member, please do email Pharmig at info@

® Each user is issued with a personalised certificate upon pharmig.org.uk and we will schedule in a time that suits you.

successful completion of the module.

Pharmig Publications

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

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.

Memiber £30
Non Member £50

A series of 8 Pharmaceutically Imporiant

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
T: + 44 (0) 1920 871 999

E: info@pharmig.org.uk

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

Ph [
EXCELLENCE IN M\CF{DBIDLOGYg



mailto:%20info%40pharmig.org.uk?subject=More%20info
http://www.pharmig.org.uk
http://www.pharmig.org.uk
http://www.pharmig.org.uk
http://www.pharmig.org.uk.
mailto:info%40pharmig.org.uk?subject=
mailto:info%40pharmig.org.uk?subject=

Pharmig Publications

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

Water Microbiota - Pharmig’s latest

series of 8 fact sheets

This series of 8 fact sheets will cover:

e Ralstonia pickettii
 Stenotrophomonas maltophilia
 Burkholderia cepacia complex
* Acinetobacter baumannii

e Brevundimonas diminuta

e Sphingomonas paucimobilis

¢ Pseudomonas aeruginosa

e 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?

¢ Calculation of
Endotoxon Limits

¢ Medical Devices

¢ Gel Clot Methods

* Photometric Methods

e Product Validations
Quantitative Methods

=i Gel Clat Methndy

jon of _
gupuon gy, 2>

purchase
junction
in conjunct!
with Best practices for

X foxin
cterial Endo
the BACIEr B o the LAL

cive the
Member £20 ik

Non Member £35

Guide to Disinfectants & their use in the
Pharmaceutical Indusiry

The objective of this Guide is to review
current standards to aid in the selection
and validation of disinfectants.

;;’;:;FECTANTS & THEIR

Key tOpiCS include: Ilf\‘SDEUIé\IT;CE PHARMACEUTICAL

¢ Types & selection of disinfectants

e Validation of disinfectants detailing
the BSEN current test methods

o Practical use of disinfectants
Member £60 Non Member £85

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 Memiber £50

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

Member £60 Non Member £85

Best practices for the Bacterial Endotoxin Test:
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 £60 Non Member £75

Guide to Microbiology Laboratories in the
Pharmaceutical Indusiry

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:

o Test methods

¢ Environmental monitoring

¢ Documentation

¢ Method verification and validation

Member £60 Non Member £85

pharmiqg

XCELLENCE IN MICROBIOLOGY

+ 44 (0) 1920 871 999

info@pharmig.org.uk

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



http://www.pharmig.org.uk
http://www.pharmig.org.uk
mailto:%20info%40pharmig.org.uk?subject=More%20info
http://www.pharmig.org.uk

Pharmig Publications

Guide to Cleanroom Operation
and Contamination Control

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

Rapid & Alternative Microbiological Methods

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

The guide examines:

e Cleanrooms

« Different grades of cleanrooms

 The important aspects of physical control

¢ Contamination control and environmental monitoring

© Important cleanroom parameters required by the
regulatory standards

GUIDE 70 CLEANROOM
OPERATION AND
CONTAMINATION CONTROL

Member £60
Non Member £85

Microbiological Conirol for
Non-Sterile Pharmaceuticals

This publication is relevant to pharmaceuticals/cosmetics &
toiletry industries and aims to provide guidance around GMP.
Topics include:

o Facility, design and requirements

¢ Micro control

e Cleaning & disinfection

® Risk assessment & management

* Microbiological monitoring

Member £60
Non Member £85

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.

Microbiologists can be inundated with literature advertising equipment
and courses relating to ‘Rapid Microbiological Methods’ and ‘Alternative
Microbiological Methods'.

Often, however, the literature does not explain whether the method will work
for the company’s product range, whether it is cost effective, how it should
be validated, how any changes to microbiological risk are managed and if the
purchase can be justified.

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 RZAMM in routine quality
control of cosmetics personal care products
and pharmaceuticals.

Pharmig <

This publication is produced and sold as a PDF
document only and is for the sole use of the
individual purchasing it.

Member £20
Non Member £35

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.

e Cleanrooms

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.

Member £60

The foreword has kindly been written by Andrew Hopkins — MHRA

Chapters within the Guide include:

e Different grades of cleanrooms

e The important aspects of physical control

¢ Contamination control and environmental monitoring

¢ Important cleanroom parameters required by the
regulatory standards

Non Member £85

Phareg

PHARMIG GUIDE
TO BACTERIAL
IDENTIFICATION

Best Practices in Microbiological

Documentation - Electronic Pack One

This CD provides an overview of the most
efficient practices in maintenance of the QC
aspect of the microbiology laboratory and its
associated documentation with reference to
current regulatory expectations.

Topics range from:

e General documentation

¢ Equipment documentation

e Laboratory test documentation

e Electronic documentation
management systems

Non conformance documentation
Example documents are also included
to assist companies in improving their
documentation practices.

Member £75 Non Member £99

Seiting up & Managing an Effective Training

Programme in the Micro Laboratory - Electronic
Pack Two

This training pack aims to help you gain a clear
understanding of the structure of a regulatory
acceptable and compliant training programme
and includes example documents to assist
companies in improving / aiding their current
training programmes.

Topics range from:

¢ Employee development & appraisal

¢ GMP introduction

e Training in microbiological
techniques & non conformances

e Train the trainer

e Training matrix

Member £75 Non Member £99

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

info@pharmig.org.uk

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

pPharmig

XCELLENCE IN MICROBIOLOGY



mailto:%20info%40pharmig.org.uk?subject=More%20info
http://www.pharmig.org.uk
http://www.pharmig.org.uk
http://www.pharmig.org.uk

Pharmig

15 The Maltings
Roydon Road
Stanstead Abbotts
Hertfordshire
SG12 8HG

United Kingdom.

Bl
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)


http://www.pharmig.org.uk
mailto:info%40pharmig.org.uk?subject=Moer%20Info
http:// www.pharmig.org.uk
https://www.instagram.com/pharmig_group/
https://www.facebook.com/groups/167400030394243
https://twitter.com/PharmaMicro
https://www.youtube.com/channel/UCEPnzoILMoxkUFnbfC14SHA
https://www.linkedin.com/groups/3259584/
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