
Attend and hear about:
•  Data Integrity – The Regulators Perspective

• Biofi lm Remediation Strategies

• Annex 1 Updates – An MHRA Perspective

• How to Operate in an Aging Facility

• Supplier Education: From Pitfalls to Reliability

• Ten Lessons Learnt on Sterility Assurance

•  And more…!
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08.30 – 09.00 Registration 

09.00 – 09.15   Chairman’s Welcome and Introduction
  David Keen – Microbiology Manager, 

GlaxoSmithKline and Pharmig Chair

09.15 – 10.00  Key Note Session: Data Integrity with 
respect to Microbiological Control – 
The Regulators Perspective

  •  Myth busting - “Data integrity is only to 
do with HPLC”

 •  System design is important 
 •  But if the culture is wrong then data 

integrity will always be at risk
 •  Anecdotes of examples of DI issues in 

the Micro laboratory will be used in the 
presentation to make the issue “more 
real” to the microbiologist

  Andrew Hopkins – Senior GMP 
Inspector, MHRA 

 
10.00 – 10.45  How to Operate in an Aging Facility  
 •  Operating in an aging facility – what are 

the issues?
 •  Case study: A 15 year old sterile 

manufacturing facility
 •  How to manage the risks as your facility 

gets older
  Phil Greaves – Consultant, Biotiq

10.45 – 11.30 Meet the exhibitors over tea & coffee 

11.30 – 12.15  Regulatory Requirements and Hot 
Topics in Relation to Contamination 
Control

 •  The regulatory requirements with regards 
to cleaning and disinfection

 •  Observed regulatory expectations with 
regards to cleaning and disinfection

 •  Recommendations for compliance from 
observed practice

 •  Examples of non-compliance (from FDA 
Warning Letters)

  Rachel Blount - Global Validation 
Manager, Team Leader, ECOLAB

12.15 – 13.00 Open Discussion Sessions

13.00 – 13.30  Pharmig AGM
   All Members please do attend.
 
13.30 – 14.30  Finger buffet lunch in the Exhibition Area

14.30 – 15.15  Ten Lessons Learnt on Sterility 
Assurance

 •   Experience: a treasure box full of historical 
accidents and technical visit remarks

 •   Contamination occurred on the site – they 
may occur on your site too!

 •   Suggestions to prevent new 
contaminations

   Olivier Chancel – Sterility /Aseptic 
Process Expert, Merial (A Sanofi 
Company) 

15.15 – 16.00 Biofilm Remediation Strategies
  •  Understand the impact of biofilm to 

cleaning and disinfection
 • Review standard biofilm test methods 
 •  Provide a holistic approach to remediate 

biofilm contamination of process systems
 Paul Lopolito – Technical Services   
 Manager, Steris 

16.00 – 16.30 Tea & coffee with the exhibitors

16.30 – 17.15   Assessment of Microbial Risk to Patients 
from Aseptically Manufactured Products

 •  The likelihood of the product being 
contaminated during manufacture 

 •  Treatments during manufacture that will 
de-activate micro-organisms 

  •  The ability of microbes to multiply, survive 
or die during shelf life of a product

  Tim Eaton – Sterile Manufacturing 
Specialist, Astra Zeneca 

17.15 – 17.30 Summary & close of day one

19.00 – 20.00 Pre-dinner drinks in the Exhibition Area

20.00 ‘till late  Gala dinner and dance (smart/casual 
dress code)

Latest updates and hot topics in Microbiology
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09.00 – 09.05  Chair’s Opening Remarks and 
Champagne Draw

09.05 – 09.45 Microbiologists – Are You New to a Site?
 • What should you look out for?
 • What is the operating culture like?
 •  Does the word ‘change’ cause 

palpitations?
 •  How in tune to the regulations are your 

inherited methods?
 •  What and where is your facilities team?
     • Have they heard of microbiology?
   David Keen - Microbiology Manager, 

GlaxoSmithKline and Pharmig Chair

09.45 – 10.30  Environmental Monitoring Risk 
Assessment and the Lean Approach 

  •  Introduction to risk assessment
  •  Considerations of microbiological risk
  •  Case studies that illustrate examples of 

key concepts:
   •  HACCP and selection of EM locations
   •  FMEA to pin-point process risks
   •  Lean manufacturing to reduce sample 

locations
  Dr Tim Sandle – Site Microbiologist, BPL   

10.30 – 11.00 Tea & coffee with exhibitors

11.00 – 11.45 Open Discussion Sessions continued

11.45 – 12.05  Committee Reporter Feedback / 
Summary from Discussion Sessions

12.05 – 12.50  Cleanroom Scenarios and Action Group 
Update

 •  Recap of the Cleanroom Action Groups 
mission / goals 

 •  Set-up, growth and current status:  
projected work 2015/16

 • Output & achievements 

  Regulatory Requirements / 
Interpretation of Standards – Aseptic 
Gowning / Cleaning

 •  Importance of a philosophy document: eg 
risk & adherence to guidelines

 •  Technical / service level agreements: 
aseptic gowning

 Variability across Industry
 •  Current practice / SOP’s good & bad: 

Aseptic management of gowns within a 
“clean” facility

 •  Aseptic gowning training good & bad
 •  The power of visual management / video 

technology    
  Brian Hayes – Production Support 

Specialist, PFS, Teva Pharmaceuticals 

12.50 – 14.00 Finger buffet lunch 

14.00 – 14.45  Supplier Education: From Pitfalls to 
Reliability

 •  Case study of a sterility failure in 
purchased media

 •  What is the role of the Microbiologist in 
the process?

 •  Audit process and CAPA plan as an 
educational tool

 •  Effectiveness monitoring of executed 
CAPA plan

  Hans Noordergraaf – Microbiology 
Expert, Abbott Biologicals BV

14.45 – 15.30  Annex 1 Updates – A Regulatory 
Perspective

 •  Possible new structure
 •  Points to be considered in the updated 

Annex
 • Current timelines
   Andrew Hopkins– Senior GMP 

Inspector, MHRA 

15.30 – 15.40 Summary and Close of Conference

15.40 – 16.00 Departure Tea & Coffee

Latest updates and hot topics in Microbiology
Thursday 26th November 2015
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OPEN DISCUSSION SESSIONS 
CONTINUE OVERLEAF



A)  Review of recently published guidance on: Cleaning & disinfection and transfer disinfection in 
aseptics

Led by: Karen Rossington - European Marketing Manager, Contec and Pharmig Committee Member

B)  Biofilms  
Led by: Paul Lopolito – Technical Services Manager, Steris & Andy Brack- Technical Services Executive & 
Principle Microbiologist, PZ Cussons 

C)  Operating in an Aging Facility 
Led by: Phil Greaves – MD, Biotiq & Edel Fitzmaurice - Director, Fitzmaurice Scientific Ltd

D)  Bioburden Control and Objectionable Organisms: Surgery       
• What are you infected with?           
• Are you having trouble finding and eradicating your organisms?

Led by: Tim Sandle – Site Microbiologist, BPL & Andy Martin – MD, ABM Consulting 

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.

Open Discussion Sessions
Wednesday 25th November & Thursday 26th November
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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 
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Pharmig would like to thank the following companies 
who are exhibiting at this years’ conference and for 
their continuing support.
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Launching Pharmig’s 
latest Fact Sheet Range 
A series of 8 fact sheets 
on - Pharmaceutically 
Important Fungi

Following on from the previous two sets 
of fact sheets – ‘Microbial Limits Test’ 
and ‘Objectionable Microorganisms’ – 
Pharmig is pleased to launch the third 
set of fact sheets – ‘Pharmaceutically 
Important Fungi’.

This new 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 
identifi cation.  

The fact sheets are laminated, making them 
suitable for the laboratory bench, and come 
enclosed within a presentation folder. 

All fact sheet packs purchased at the 
conference are eligible for a 10% discount.

Member price    £30
Non Member price  £50

Pharmig’s range of publications 
also include the following 
(more details of which can be found on the website 
www.pharmig.org.uk/publications and on the Pharmig 
stand at the Conference)
www.pharmig.org.uk/publications and on the Pharmig 
stand at the Conference)

Microbial Limits Test 
Fact Sheet Pack 1.
(pack of eight)

LAL Factsheets (pack of 6)

Major Objectionable 
Microorganisms Fact Sheet 
Pack 2. (pack of eight)
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PHARMIG 23RD ANNUAL CONFERENCE
25TH & 26TH NOVEMBER 2015

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
Stanstead Abbotts
Hertfordshire, SG12 8HG

ACCOMMODATION 
To book your accommodation at the Nottingham Belfry Hotel at the rate 
of £105 pp B&B please contact the hotel directly on:  Tel: 0115 973 9421 
Please state you are booking for the Pharmig Conference November 2014 
to ensure you receive the discounted rate
NOTE: Rooms get booked up very quickly – early booking is recommended 

HOTEL INFORMATION 
Nottingham Belfry Hotel, Mellors Way, Off Woodhouse Way,
Nottingham, NG8 6PY
    
The Nottingham Belfry Hotel is a four star hotel is located close to jct 26 
of the M1. It has excellent conference facilities and also has a Refl ections 
Spa and Leisure Club.

Tel: +44 (0) 1920 871 999     
Fax: +44 (0) 1920 871 156     
Email: info@pharmig.org.uk

CONFERENCE FEES
Conference fees are detailed below and include lunches, Conference gala dinner & dance, refreshments and Conference 
documentation. Conference fees do not include accommodation, which must be booked and paid for directly with the hotel. 
NB: Fees must be paid by October 30th 2015 in order to guarantee a place(s) at the Conference. LAST YEAR WAS A SELL-OUT!

PHARMIG MEMBER FEES    NON MEMBER FEES           
Delegate   £695 / € 1000  Delegate  £995 / € 1425
Bed & Breakfast  £105   Bed & Breakfast  £105

Discounted rates are available for NHS and non-profi t making organisations 
NHS Member Fees £350   Non NHS Member Fees £450       

BOOKING FORM BOOK BY THE 14th OCTOBER & A SECOND DELEGATE CAN ATTEND 
AT A 50% DISCOUNT (both bookings must be made at the same time)

*  Euro fee is higher to  
cover conversion rates

Cheques should be made payable to ‘Pharmig’ and attached to this form for a confi rmed place or fax / email this booking form 
to +44 (0) 1920 871 156 / info@pharmig.org.uk for a provisional place.

 Cheque for £  sterling / €  euro to cover delegate fee(s) enclosed    

 Cheque for £  sterling  / €  euro to follow

 Total of £  sterling  / €  euro transferred electronically

 Please supply invoice F.A.O.: 
     

 Please quote purchase order number: 
     

 I wish to pay by credit card (Pharmig will contact you for details)  

1st Delegate

First Name:  Surname:  Job Title: 

2nd Delegate

First Name:   Surname:  Job Title: 

Address :  Tel: 

 Fax: 

 Email: 

   Discussion Session Attending gala dinner    Special dietary requirements
        A     B      C      D  (included in fee) 

1st Delegate:                                

2nd Delegate:                                

Please tick 2 sessions you wish to attend.



Pharmig

T5 The Maltings 

Roydon Road

Stanstead Abbotts

Hertfordshire 

SG12 8HG

United Kingdom.

Tel: +44 (0) 1920 871 999             Fax: +44 (0) 1920 871 156

Email: info@pharmig.org.uk       Web: www.pharmig.org.uk




