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Changes, Changes
This issue of the PMF Newsletter is tied together in the theme of
change. From the first article on the Australian microbiological
standards policy statement on to the last article describing the
survey looking for input on the future of PMF, this is an issue
that is heavily involved with changes.
The editor was fortunate in having a colleague in the TGAL
(Australia’s Therapeutic Goods Agency Laboratory) willing to
contribute in-depth information on the background and meaning
of TGO 77. The resultant article bears the editor’s by-line, but
really was the work of an anonymous Australian regulator. We
are grateful to his/her insights and willingness to share with the
microbiological community.
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Be sure to check out the upcoming
PMF Conferences and Workshops

The final two short articles deal with upcoming changes in the
USP and finally a survey on the PMF. The survey is intended to
solicit input on what aspects of the PMF are useful, what should
be added, and hopefully to encourage some to step forward to the
next stage of their career—international participation. Please visit
the survey and provide your insights into the future of the PMF.
Scott Sutton, Ph.D.

scott.sutton@microbiol.org

The PMF Newsletter is published by the Pharmaceutical Microbiology Forum. Copyright ©2008 by the Pharmaceutical Microbiology
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Development of TGO 77
Microbiological Standards for Medicines
Microbiological Tests on Non-Sterile Pharmaceuticals for Human Use, for the purposes of
reporting results of microbiological testing on
non-sterile medicines, pending the outcome of
the international harmonisation discussions;
and

As communicated to Scott Sutton by an unnamed
source involved in the process.
TGO 77 is available for download from http://
www.tga.gov.au/legis/tgo/tgo77.htm
•

Australia in the Microbiology
Harmonization Process
The issues of microbial limits test methods and microbial quality acceptance criteria for non-sterile
pharmaceutical preparations were the subject of a
lengthy harmonisation topic under the terms of the
International Conference on Harmonisation (ICH).
The Therapeutic Goods Administration’s Office of
Laboratories and Scientific Services (OLSS), formerly the Therapeutic Goods Administration Laboratories (TGAL), was actively involved in these technical discussions via its observer status to the European
Pharmacopoeia Group of Experts No.1 Committee.
After sign-off of the harmonised pharmacopoeial
chapters by the Pharmacopoeial Discussion Group in
November of 2005 it became timely for the TGA to
review its recommendations regarding microbial
quality acceptance criteria and microbial limits test
methods for non-sterile medicines given that:
•

The microbiological quality of medicines was
(and currently still is) regulated in Australia by
recommendations in the BP on preservative efficacy and microbial attributes of non-sterile medicines, the TGA Laboratories' guidelines for assessing the results of microbiological tests on non
-sterile pharmaceuticals for human use (http://
www.tga.gov.au/docs/html/unsteril.htm) and for
sterile medicines, by sterility requirements in the
British Pharmacopoeia (BP);

•

The Therapeutic Goods Committee (TGC) had
previously given approval in principle at their November 1997 meeting for the retention of The
TGAL Guidelines for Assessing the Results of

Stakeholder consultation had recently been undertaken to assist in deciding the default pharmacopoeial standard(s) for medicines in the
proposed joint trans-Tasman regulatory
scheme for therapeutic products, the Australia
New Zealand Therapeutic Products Agency
(ANZTPA).

These deliberations resulted in the Consultation
Paper “Microbiological Standards for Medicines in
(Continued on page 3)

Pharmaceutical Microbiology Forum Newsletter – Vol. 14 (11)
Page 3 of 12

(Continued from page 2)

the Australia New Zealand Therapeutic Products
Authority(ANZTPA) - Call for Comment - July
2006”. This paper was available for public comment from July 27, 2006 to September 15, 2006 and
set out the standards to be applied to sterile and non
-sterile medicines. It covered sterility testing, bacterial endotoxin testing, preservative efficacy testing,
and microbial limits testing and acceptance criteria
for non-sterile medicines. During this consultation
process extensive feedback was received from external stakeholders with the TGA and Medsafe
(New Zealand Medicines and Medical Devices
Safety Authority) providing technical responses to
the various concerns that were raised.

Australian Activities
On July 16, 2007 the New Zealand Government
announced that it would not be proceeding with the
legislation designed to enable the establishment of a
joint agency with Australia for the regulation of
therapeutic products. This was in recognition that
the New Zealand Government did not have sufficient support in the New Zealand Parliament to ensure passage of its Bill at that time and negotiations
between the two countries to establish ANZTPA
were postponed. The Agreement between the Government of Australia and the Government of New
Zealand for the Establishment of a Joint Scheme for
the Regulation of Therapeutic Products remains in
place.
To assist the TGA to move forward in the Australian only context, the TGC recommended at its 31st
Meeting on November 29, 2007 that a new Therapeutic Goods Order should be established to specify
microbiological standards for medicines. The TGC
also recommended that the new Order should be
based on the ANZTPA proposals and, as far as is
consistent with existing therapeutic goods legislation, the new Order should include the same technical requirements and be applicable to the same
medicines as identified during the ANZTPA process.
This led to a second consultation paper being
posted on the TGA website in early 2008 seeking
comment on adoption of TGO No. 77 Microbi-

ological Standards for Medicines. This consultation
paper was available for public comment from January
25, 2008 to March 7, 2008 (http://www.tga.gov.au/
docs/html/tgo/drtgo77.htm). The draft Order set out
the standards to be applied to sterile and non-sterile
medicines and covered sterility testing, bacterial endotoxin testing, preservative efficacy testing and mi(Continued on page 4)

Microcheck Microbial Analysis Exceeding Industry
Standards for Quality and Excellence Since 1988

Why professional microbiologists choose Microcheck:
√
√

√

√

√

√
√
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Expertise: Microbial Identification and Analysis
Microcheck Signature Reports – There is no need to guess
what your results mean, we use our 19 years of experience to
create your comprehensive interpretive report with analytical
comments.
Depth: Offering a comprehensive analysis suite (genotypic
and phenotypic) of bacteria, fungi, yeasts and actinomycetes.
• 16S and 28S rDNA gene sequencing
• Fatty acid methyl ester (FAME) analysis, a cost effective alternative
• Microscopic fungal identifications by our staff mycologist
• Professional consultation with our microbial experts
• Custom projects to meet your individual needs
Experience:
• First commercial laboratory to offer FAME identifications - 200,000+ IDs since 1988
• 40,000+ fungal IDs by our staff mycologist
Excellence:
• FDA registered, cGMP, ISO/IEC 17025 Compliant
• Standard quality purity checks for every FAME sample before release of result
• Microcheck signature reports
Cost effective: Low pricing and volume discounts
Trust: Personal, rapid, responsive service with on-time
results from our microbiology lab personnel
NELAC Accredited microbiological PT Provider for water
testing labs

As the first lab to offer commercial microbial identifications we
would like to be your first choice service laboratory. For more
information about our services and pricing please visit our website
at www.microcheck.com or contact us at 866-709-6600.
The PMF Newsletter thanks Microcheck for its sponsorship.
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crobial limits testing and acceptance criteria for non
-sterile medicines. The draft Order was based on
previous extensive consultations with industry and
other stakeholders during moves towards the joint
trans-Tasman regulatory agency.
At its 32nd Meeting on April 29, 2008, the TGC
considered issues raised by stakeholders through
the second consultation process along with the
TGA’s technical responses to the issues. The TGC
recommended that:
•

•

Therapeutic Goods Order No 77 – Microbiological Standard for Medicines, amended in
accordance with the discussion of the committee and following finalisation of any drafting
matters, be adopted as an order made under
Section 10 of the Therapeutic Goods Act 1989;
and

4. A complementary medicine oral dosage form
containing raw material of natural origin, with the
exception of a herbal medicine to which boiling
water is added before use (e.g. a herbal tea), will
be required to comply with the microbial quality
acceptance criteria in Schedule 1 of TGO 77.
Note: The microbial attributes for a complementary medicine oral dosage form containing raw material of natural (animal, vegetal or
mineral) origin in Schedule 1 specify the same
microorganisms and limits as required in the
“Special Ph. Eur. provisions” included in the
Ph. Eur., Table 5.1.4-1 and the BP Appendix
XVI D for a differently defined group of
medicines (i.e. oral dosage forms containing
(Continued on page 5)

The end of the transition period for full compliance of medicines with TGO 77 should be January 1, 2010.

As of January 1, 2010 the following 6 microbiological standards will be in force for medicines in
Australia:
1. A medicine that is required to be sterile, or
through its labelling or packaging states or implies that the medicine is sterile, will be required to comply with the harmonised pharmacopoeial Test for Sterility, and the Bacterial Endotoxin Test, if applicable.
2. A multi-dose medicine will be required to comply with BP preservative efficacy test and its
acceptance criteria, with the exception of oral
liquid antacids which can comply with the relevant USP preservative efficacy test and its acceptance criteria.
3. Non-sterile medicines (with the exception of
complementary medicine oral dosage forms
containing raw material of natural origin) will
be required to comply with the harmonised
pharmacopoeial microbial quality acceptance
criteria.

Sartorius is an internationally leading laboratory and process
technology supplier covering the segments of biotechnology
and mechatronics. Sartorius has over 75 years experience in
the manufacturing of cellulose nitrate membranes which are
routinely used today for microbiological analysis.
The detection of microbial contamination in sample liquids
such as final product, incoming inspection or during inprocess testing plays a significant role in the quality assurance process. The requirements for a practical microbiological test method are that it permits quantitative and reproducible detection of trace contamination and that it can be performed efficiently and economically under routine conditions.
These requirements are fulfilled optimally by the membrane
filtration method. The membrane filter method is worldwide
accepted and the preferred method for analyzing aqueous
solutions for microbial contamination.
Sartorius offers an extensive line of high quality and reliable
membrane-based solutions for all your microbial analysis
needs, specifically for microbial enumeration, sterility
testing and air monitoring. To learn more about Sartorius
Microbiology Products, please visit us at:
www.Sartorius.com/microbio.
The PMF Newsletter thanks Sartorius for its sponsorship.
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raw material of natural (animal, vegetal or
mineral) origin for which antimicrobial pretreatment is not feasible and for which the
competent authority accepts TAMC of the
raw material exceeding 103 per g or per
mL).
5. An herbal medicine consisting solely of one or
more herbal substances (whole, reduced or
powdered) to which boiling water is added before use (e.g. a herbal tea) will be required to
comply with the microbial quality acceptance
criteria in Schedule 2 of TGO 77.
Note: The microbial attributes for a complementary medicine oral dosage form containing raw material of natural origin that is
a herbal medicine consisting solely of one or
more herbal substances (whole, reduced or
powdered) to which boiling water is added
before use, as specified in Schedule 2, are
derived from two sources:
•

The “Special Ph. Eur. provisions” included in the Ph. Eur., Table 5.1.4-1
and the BP Appendix XVI D for this
type of product, for the requirements
regarding total aerobic microbial count
and total combined yeast/mould count;
and

•

The TGA Laboratories' guidelines for
assessing the results of microbiological
tests on non-sterile pharmaceuticals for
human use (1994) for this type of product, for the requirements regarding biletolerant Gram negative bacteria, E. coli
and Salmonella.

There is no international consensus in relation to microbiological quality acceptance
criteria for herbal (botanical) medicinal
products to which boiling water is added
before use. There are a range of views
among different countries, with some preferring more stringent, and some less stringent, requirements than those contained in
TGO 77.

6. The TGAL Guidelines for Assessing the Results of
Microbiological Tests on Non-Sterile Pharmaceuticals for Human Use (November 1994) will be
revoked.
A guidance document has been prepared to provide a
plain English explanation of the various requirements
of TGO 77. This guidance document, which does not
form part of the Order, is intended to assist sponsors
to achieve compliance with the Order. The Order and
guidance document can be downloaded from the
TGA website.
Important documents (PDF format):
•

TGO 77 - http://www.tga.gov.au/legis/tgo/tgo77.pdf

•

Guidance on TGO 77 - http://www.tga.gov.au/legis/
tgo/tgo77guide.pdf
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Organizational Tools for the Microbiology Lab
Kathleen Zagaroli
Alexion Pharmaceuticals
I have been working in microbiology labs for over a
decade and experience tells me that when that frustrated voice says “there’s got to be an easier way to
do this”, there usually is! I want to share some
tricks of the trade that I have learned over the years
to make processes go smoothly and hectic life in
the lab a little easier and more organized.
Granted, each lab and each company is somewhat
different and operates in its own way - you probably will not be able or willing to implement all of
these suggestions in your facility. However, I hope
you will find something of use here.

Documentation Flow:
There is nothing more frustrating to me as a lab
manager than data that cannot be located! Coming
from someone who has never had the luxury of
having a LIMS system and working entirely on paper, here are some good rules to follow and some
systems for keeping your documentation for each
step of a process
1. Have a central location for blank data forms.
Whether your data forms are issued from another dept -such as QA-or you issue them yourselves, having a central location makes access
quick. A hanging file with one file for each assay and/ or form is an organized way to have all
the forms you need when you need them. I like
to keep an original in a plastic sleeve in the
front of each file for making copies. Also,
Kathleen Zagaroli is Manager of QC Microbiology
with Alexion Pharmaceuticals. She has been
working in microbiology labs for over 12 years and
managed micro labs in the biotech, pharma and
consumer goods industries. Kathleen received her
BS in microbiology from the University of Rhode
Island in 1991. She has extensive experience with
start-up companies and laboratory set-up

when revisions are made to SOPs all former revisions of the forms are in one location and can easily
be pulled and the new form put in its place. This
discourages analysts keeping their own supply of
forms and potentially using an incorrect version.
The reviewers, of course, have to be alert to obsolete forms for a bit after the revision.
2. Have a “seven-day read” file organizer.
Once an assay is run, you need a place to keep datasheets until plates/samples are off-test. One useful
tool for this is to have a file with slots, one for each
(Continued on page 7)

MIDI Labs, Inc. is an FDA-registered, cGMP-compliant service laboratory that provides rapid, accurate microbial identification services at competitive prices. We provide bacterial,
fungal, and yeast identifications, and can identify over 2,500
species.
Our laboratory offers 16S and 28S rRNA gene sequencing using the MIDI Sherlock® DNA Identification System, and fatty
acid methyl ester (FAME) analysis using the MIDI Sherlock®
Microbial Identification System. As co-developer of the first
commercial DNA sequence-based microbial libraries and as
sister company to MIDI, Inc. (manufacturer of the Sherlock
system), MIDI Labs has more experience and expertise using
these technologies than any other service laboratory. We also
provide a combined polyphasic report (DNA and fatty acid results in a single report) for your most critical unknowns.
We offer volume discounts, rapid turnaround time and longterm confidential data management. Reports are summarized
and customized to meet your facility's needs.
New for 2008: Volume customers can receive an absolutely
free version of Sherlock DNA, to maintain, reprint, and analyze
their DNA data at their own site. MIDI Labs is the premier service lab for your microbial identification needs.
For more information, please contact us at 302-737-4297 or
info@midilabs.com.
The PMF Newsletter thanks MIDI Labs for its sponsorship.
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day of the week. The datasheet, once on test, is
placed in the slot corresponding to the day that
the plate/ sample will need to be read. Within
each slot have a folder for each assay that is
tested. For example, coliform, biological indicators, growth promotion. So, each day the
analyst responsible for that assay needs only to
pull the file to know what they are responsible
for taking off test.
3. Have a “Data to be Reviewed” Hanging File.
Once data is completed, it now needs review. I
have a hanging file for each assay performed.
The corresponding data is placed in that file for
review. So, if any questions about an assay
come up prior to review, I know exactly where
to find that data. One great tool that I have developed within data review is to have a “RED
FOLDER” this is for that data that has to be reviewed ASAP- or you will get a call from
someone looking for those results. This assists
in prioritizing data review. I review this “hot”
data first and then things such as identification
data are reviewed as a second priority.
4. Have a “Corrections to Data” File for Each
Analyst.
I find that most corrections can be addressed by
placing a post-it with a small explanation such
as “initial x-out and date”. I place the data
sheet with the note in the analyst folder who is
responsible for making the corrections. Analysts review the corrections daily, make appropriate changes or bring them in to discuss, and
then return the form to the “to be reviewed”
hanging file.
5. Have a “To be Entered” Bin
Once the data forms are completed, place any
data that is to be entered into databases such as
environmental monitoring, water, identifications. Data sheets are taken from the bin and
entered on to appropriate database.
6. Have a “To be Filed” Bin
Once data is entered, it is then placed in the “to
be filed” bin. Data is then filed based on assay

and date. I find that a separate file for each assay
and month is a sufficient division. I will generally
keep data in the file for a period of 6 months, it is
then sent to archive.
7. Bind Environmental Monitoring Data.
Depending on the amount of environmental monitoring data you generate, you may need to amend
your processes for this. I find it easiest to put together an “environmental monitoring binder” for
each week of monitoring. Since we sample the
entire plant in a week, a week’s data is grouped
together to have all data in one place. The data
forms for the week are pulled at the beginning of
the week and placed in a binder with the schedule
in the front. Samplers take the binder with them
sampling and have all the forms they need for the
day. Once the week is complete, the data is bound
and includes, the schedule, data forms, printouts,
and any other room “out of service”, excursion
resample’s, etc. So, your entire week’s EM “story”
(Continued on page 8)
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is in one place and organized. The binder is labeled with the sample dates and filed.
8. No “Data on Desks” Rule.
I find that when data lingers on desks, it is at risk
of being mis-located. I have adopted the “no
data on your desk” rule. Once data forms are
completed, place in the appropriate file. This is
also helpful when analysts call in sick as there is
no hunting for data forms to complete testing.

Sample Organization
Sample flow also is a spot where there needs to be
organization so samples and the status of any sample
can be quickly assessed and located

label plates for identification with count, excursion
reference if applicable and then places in the corresponding bin to be identified. This easily keeps track
of what needs ID and who needs to do it. Each analyst has there own bin to keep track of the status of
their identifications.
5. Incoming Media.
We use a lot of media, so incoming media is a big
chore. I have a logbook for all incoming media so the
lot number and received date are recorded immediately. In the logbook have a check box to indicate
that it is off sterility testing, has been growth promoted and has been released. This will quickly allow
(Continued on page 9)

1. Incoming Samples.
Have a central location for all incoming samples
to be placed. You can have a dedicated bin or
shelf depending on your needs in your 2-8C and
in the lab for ambient samples. Either way, it
needs to be clearly identified.

Ready-to-Use Enumerated QC Microorganism Preparations

2. Tested samples.
Have a separate location for samples that have
been placed on test. Each sample container
should be designated that is has been tested. Recording a “T” on each container is a quick way
to designate that the sample has been tested.
Containers should be retained for a period of
time at a minimum until data is reviewed and
sample can be discarded. In general, I like to
keep samples for a minimum of 6 weeks posttest. Once a month, I assign an analyst to discard samples older than six weeks.

EZ-CFU™ One Step lyophilized microorganism preparations provide the required microorganism challenge concentrations for
tests such as Growth Promotion Tests, Microbial Limits
Tests and Microbial Enumeration Tests. EZ-CFU™ One Step
microorganism preparations deliver less than 100 CFU per 0.1
mL of hydrated suspension.

3. Plates on test.
Within the incubator it is helpful to keep samples
that need to come off together, grouped together.
This can be accomplished by having bins for
each day or color coding of lab tape for each
days test (for example Red=Monday,
Blue=Tuesday, etc.)
4. Plates off test and need identification.
Again, a dedicated place for plates is essential
Group IDs by type: water, EM, process, validation. The analyst who enumerates the plate will

MicroBioLogics offers enumerated microorganism preparations
for Pharmaceutical, Cosmetic, and Dietary Supplement Applications. These enumerated microorganism preparations allow laboratories to conveniently and confidently conquer a variety of
mandated Pharmacopeial challenges.

EZ-PEC™ lyophilized microorganism preparations are used to
perform Antimicrobial Effectiveness and Preservative Efficacy Tests. EZ-PEC™ microorganism preparations deliver a final concentration of 1.0E+05 to 1.0E+06 CFU per mL of product
to be tested.
Epower™ lyophilized microorganism preparations can be utilized
to perform essential quality control functions including microbial detection and enumeration, equipment calibration,
method validation, bioburden determination, and antibacterial effectiveness and lethality testing. Epower™ microorganism preparations can be easily manipulated to deliver a
wide variety of concentrations. They are available in concentrations ranging from 102 to 108 CFU per pellet.
For More Information
800-599-BUGS (2847) • (320) 253-1640
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you to determine the status of any media. Set aside
your plates for growth promotion into a bin or tape
together to ensure that it is not used for testing. It is
also very useful to physically separate the media by
status - under quarantine or released for use in testing.
Try to minimize the chance for mistakes.
Diagramming the sample flow in the lab from one physical location to another can be a very useful exercise to
streamline operations. It can also be useful to follow
where and how the sample documents accompany the
samples themselves and highlight areas of potential delay
or confusion.

Laboratory Happenings
1. Lab Schedule.
With so many activities occurring in the lab each
week, I find that a weekly lab schedule (I do mine in
MS Excel) is essential for assigning activities to each
analyst. I have a set list of activities such as “reads”,
growth promotion, TOC, Conductivity, verification,
bioburden, LAL. This ensures that each activity is
completed without the “who is going to do this” routine. I find that placing analyst on one activity for a
week is a good time frame as it keeps them fresh and
attentive. I also rotate the activities each week to promote cross-training and to ensure that each analyst
stays updated for all assays (and that the activities are
accurately described in the SOP!).
2. Outlook Calendar.
This is a great tool for activities that do not occur routinely. I set reminders for things such as equipment
PM, calibrations, lab notebook review, and SDA
monitoring of the plant.
3. Lab meetings.
These are essential as a way to bring the entire staff
together to discuss issues. I like to have mine weekly
and have a recurring meeting scheduled in all staff
calendars. I also use the lab meeting to go over things
such as revisions to SOPs, upcoming projects, vacations, etc. I distribute the minutes from each meeting
for future reference as well.
4. Individual meetings.
This is great way to set aside time for each analyst to
discuss any issue they might have. I like to have one

with each analyst at least monthly. In addition to
walking around the labs on a general basis, these
allow us to get to know each other a bit better.
5. Excursion meetings.
These are meetings of a cross-departmental team
we have with members from facilities, manufacturing, QA and QC to discuss any excursions. It
is important to have all areas present to quickly
resolve issues relating to excursions.
So, from my experience, there is an easier way to do
things! The best ideas often come from my staff that
are on the floor every day - listen to them and try not
to let your ego control your leadership.

Pharmaceutical Microbiology Forum Newsletter – Vol. 14 (11)
Page 10 of 12

Recent and Upcoming Pharmacopeial Forum Changes of Interest
<71> Sterility Tests - Revised Text signed off in November 2007 PDG meeting. Was published as a
direct Interim Revision Announcement (IRA) in
PF 34(6) (Nov- Dec 2008) with implementation
effective May 1, 2009.
<61> Microbial Examination of Nonsterile Products:
Microbial Enumeration Tests - Revised Text
signed off in November 2007 PDG meeting. Was
published as a direct IRA in PF 34(6) (Nov- Dec
2008) with implementation effective May 1,
2009.
<62> Microbiological Examination Of Nonsterile
Products: Tests For Specified Microorganisms Revised Text signed off in November 2007 PDG
meeting. Was published as a direct IRA in PF 34
(6) (Nov- Dec 2008) with implementation effective May 1, 2009.
<63> Mycoplasma Testing (new chapter) - Proposed
chapter to be published in PF 35(1) (Jan-Feb
2009).
<1113> Microbial Identification (new) - Proposed
chapter to be published in PF 35(1) (Jan-Feb
2009).
<1116> Microbiological Evaluation of Clean Rooms
and Other Control Environments - Proposed revision to be published in PF 35(2) (March-April
2009).
<1117> Microbiological Best Laboratory Practices Proposed revisions to be published in PF 35(2)
(Jan-Feb 2009).
<1211> Sterilization & Sterility Assurance of Compendial Articles - Proposed revisions to be published in PF 35(2) (Jan-Feb 2009)
Endotoxin Indicator for Depyrogenation (new monograph) - Proposed monograph to be
published in PF 35 (1) (Jan-Feb 2009).

Do not miss the PMF Open
Conference on Compendial
Change in February, 2009

USP Corner
Any questions concerning USP documents
should be sent to Radhakrishna (Radha) Tirumalai, Ph.D. You can reach Dr. Tirumalai at:
(706) 353-4514, via mail at United States
Pharmacopeia, 126 Twinbrook Parkway,
Rockville, MD 20852 or via e-mail at
RST@USP.org. You can write representing
your company, or as an individual scientist.
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PMF Services
The PMF has spent the last few years gaining a
measure of financial security. We now are in a position to expand activities and are looking for some
feedback.
To this end, an on-line survey is available at http://
survey.constantcontact.com/survey/
a07e2fc96ccfp0d2avp/a001fp0ec7xm/greeting.
This survey covers four main areas.
Conferences
The PMF Conference series has been active for several years now. This conference series is noted for
its high degree of technical excellence coupled with
a restricted attendance—allowing all in attendance
to have focused time available with the presenters
and each other . This conference setting is unique
in combining the top level of presenters with small
conference sizes.
The survey questions are designed to gain an estimation of the usefulness of these conferences, and
to attempt to determine what direction to take this
service in the future.

Webinars
Webinars have the potential to be an exciting means
of communication as the uncertainties of the international economy comes home. In addition, this is an
opportunity for an international audience to participate in training that can be offered inexpensively
and at several different times.
The survey is intended to gauge the level of interest
in this method of presenting information, and to
hopefully identify some individuals who might be
interested in participating as speakers in these
events.
PMF Task Force
We have a remarkable opportunity to form international communities with common interests through
the PMF. One community format would be to collaborate to generate white papers or technical reports
on topics of critical interest to microbiologists. The
survey’s intent is to identify topics of interest and
possibly people to participate in the task force. Using Skype and Emeeting software, this is now feasible.

Newsletters
The PMF Newsletter has become a valuable source
of information for many, as well as an opportunity
to publish specialized studies that may not have
broad appeal for other venues. The survey looks to
determine the value of this publication to the industry and to determine where to take it in the future.

Please participate in this survey. The final question
is to determine identity of the participate—do not fill
this out if you feel uncomfortable with it. It is only
meant to trace back to people who wish us to contact
them for Task Force or speaking opportunities.
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Upcoming Events
February 9-10, 2009 Open Conference on Compendial
Change in Baltimore, MD
Website: http://www.microbiologyforum.org/2009/
openconf/index.htm
February 23-24, 2009 Risk Mitigation and Disaster Recovery for Cleanrooms & Associated Controlled Environments in Burlingame, CA

PROFICIENCY TESTING FOR
MICROBIOLOGY TECHNICIANS
Any good risk assessment strategy should include
regular proficiency testing. Vectech’s Proficiency
Testing package consists of five individual testing
modules designed to evaluate your lab technicians in
the routine performance of standard microbiology
skills.

February 25-26, 2009 Risk Mitigation and Disaster Recovery for Cleanrooms & Associated Controlled Environments in Los Angeles, CA

√

Plate Counting

√

Identification

March 30-31 PMF 2009 Conference on Environmental
Monitoring in Philadelphia, PA

√

Gram Staining

√

Most Probable
Number (MPN)

√

Basic Math
Skills

April 22-25, 2009PMF Puerto Rico Microbiology Sessions in San Juan, Puerto Rico
- GMP in Microbiology April 22
- Validation of Microbiological Tests April 23
- Objectionable Organisms in Non-sterile Products
April 24
- Bacterial Endotoxin Summit April 25
May 18-19, 2009 PMF Conference on Microbial Investigations in Philadelphia, PA
June 1-4, 2009 CLAMME Conference on Pharmaceutical and Cosmetic Microbiology (Buenos Aires, Argentina)
Website: http://www.clamme.org.ar/
June 8-9, 2009 PMF Conference on Management of the
Microbiology Function in a Regulated Industry in
Philadelphia, PA
Offering Courses on Microbiology/Aseptic Processing:
The Microbiology Network
http://www.microbiol.org/training.htm
Experienced in custom-designed courses for the lab or the
manufacturing facility, including:
− GMP
− Environmental Monitoring
− Contamination Control
− Auditing the Microbiology Function
− Investigating Microbiological Data Deviations
(MDD)
− Rapid Microbiological Methods
− Microbial Identification
Contact for more information at:
http://www.microbiol.org/contact_train.htm

For additional information please contact one of our representatives at +1(800) 966-8832 or visit www.vectech.com

Discussion List Update
PMFList:
Number of Subscribers: 3298
Number of Countries: 88
Number of Messages Last Month: 225
PSDGList (Pharma Stability Discussion Group):
Number of Subscribers: 1087
Number of Countries: 34
Membership is FREE. To join the PMFList, visit
http://microbiol.org/pmflist.htm and register.
A sister Email is devoted to topics in the stability testing
of pharmaceuticals, medical devices and personal products.
To join the PSDGList, visit
http://microbiol.org/psdglist.htm and register.
You can ask, answer, or read questions and comments
from your colleagues. Archives of the lists are available at:
• http://lists.microbiol.org/archives/PMFLIST.html
• http://lists.microbiol.org/archives/PSDGLIST.html

