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The Completion of a Second Year 
 

This issue marks the completion of a second year of monthly 
publication for the PMF Newsletter.  We have been very fortu-
nate in having many people contribute articles to the newsletter, 
and in the wide acceptance the newsletter has received in the in-
dustry.   
 
In this issue we take a look at the  role that the laboratory SOP 
system plays in a 
smoothly operating 
lab, and in providing 
a means to both train 
and to document 
training of laboratory 
technicians.  If prop-
erly constructed, the 
SOP system can be a 
source of great 
strength for the lab operation. 
 
The second article in this December issue is a status report on the 
PMFList looking at its size of subscribership  and the usage of 
the list over time.  This list, supported by PMF, fills a valuable 
role in the professional microbiologist’s job and is make avail-
able free of charge by corporate sponsorship.   Complete archives 
of the list from January of 1998 are available for review. 
 
Finally, an updated list of PMF Conference dates is provided for 
reference.  If you have not come to a PMF conference, you might 
well consider it for 2008.  The PMF conference is characterized 
by excellent speakers, most of whom have recently published in 
the literature, and intimate conference sizes to encourage discus-
sion and benchmarking of practices. 
 
Scott Sutton scott.sutton@microbiol.org 

PMF NEWSLETTER 

The PMF gratefully acknowledges 
the support of our sponsors 

Important Links:   
 
Information on the PMFList at 
http://www.microbiol.org/pmflist.htm 
 
Past Issues of the PMF Newsletter at  
http://www.microbiologyforum.org/news.htm 

 Be sure to check out the upcoming  
PMF Conferences and Workshops 
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http://www.microbiologyforum.org/�


Pharmaceutical Microbiology Forum Newsletter – Vol. 13 (12) 
Page 2 of 11 

Scott Sutton, Ph.D. 
 
Microbiology in the QC laboratory depends heavily 
on documentation.  This seems obvious, but the af-
fects of this requirement are not always so obvious.  
One of the major consequences of this situation is 
the intense requirements for SOPs in the laboratory.  
This discussion will look at some of the SOPs that 
should be covered in your laboratory system. 
 
You can break the organization of a logical SOP 
system down several ways.  One way is opera-
tional: 
 

• Quality Requirements 
• Media 
• Cultures 
• Equipment 
• Training 
• Sample Handling 
• Lab Operations 
• Testing Methodology 
• Data Handling/reporting/archiving 

 
 
You will note that this method does not correlate to 
the US CFR organization, the Medical Device ISO 
organization, nor the EU organizational scheme.  
That’s OK, you will not get any organizational 
structure that matches all Quality system structures, 
let alone the requirements of the microbiology lab .  
However, you must be able to correlate your system 
to one that matches the preferred method of whom-
ever is auditing you at that moment.  We will not go 
into the various organizational schemes here. 
 
In general, I prefer a slight variation on the opera-
tional organization scheme listed above.  This 
scheme is shown on the chart below.  This scheme 
has the advantage, in my mind, of being amenable 
to use as a method to organize your training pro-
gram as well as a serving as a framework for SOP 
organization.  In brief, the lab SOPs are broken into 
three main areas with several subsections: 

 
1. Laboratory Support Activities 

• Media 
• Cultures 
• Equipment 
• Operations 
• Safety 
• Quality 

2. Environmental Monitoring and EM Support 
• Viable air 
• Non-viable Air Sampling 
• Surface sampling 
• Personnel Monitoring 
• Media Fill Support 
• Qualification of facility after shut-down 
• Gowning (may share with manufacturing) 

3. Testing Methodologies 
• Specific test methods 
• Validation of test methods 

 

(Continued on page 3) 

The Importance of a Strong SOP System 

BTF produces BioBall™, the world’s most precise  
reference standard for microbiological testing, which is ideal 
for quantitative QC.  
   
BioBall™ is a small water soluble freeze dried ball contain-
ing a precise number of organisms and is now available with 
10 of the main USP organisms. 
 
BTF can produce custom BioBall™ with anywhere from 5 to 
108 cfu.  In addition, BTF offers the service of taking  
pharmaceutical company’s in-house isolates and  
producing BioBall™ with a precise number of the isolate.  
 
BTF is based in Sydney Australia with an office in  
Pittsburgh PA and distributors in Europe and Asia. 
 
For more information contact Darrin Hansen (816) 309-
8381, email: usinfo@btfbio.com or visit www.bioball.us.  
 

The PMF Newsletter thanks BTF Precise Microbiology 
for its sponsorship. 

mailto:usinfo@btfbio.com?subject=Inquiry%20from%20PMF%20Newsletter%20Reader�
http://www.bioball.us/�


for each critical piece of equipment).  The test will also 
list specific organisms to be used (if appropriate), ne-
cessitating training in relevant culture SOPs.  Finally, 
each SOP will list required media, necessitating training 
in release and expiry requirements for the relevant me-
dia (how do you determine which media can be used for 
your test?).  Finally, the test may require training in the 
department’s SOP on how to count CFU on plates, and 
on the lab’s methods of handling basic math operations 
(rounding, significant figures, log10 conversions, etc). 
 
In addition, each test method SOP should be accompa-
nied by an SOP on how to “validate” the method.  This 
usually consists of demonstrating suitable microbial 
recovery from samples spiked into the sample or into a 
neutralizing broth (see USP chapter <1227>).   Specific 
tests may have additional validation requirements de-
pending on the region (Sterility Tests, for example, 
have additional requirements according to the  PIC/S 
guidance document  compared to those of the harmo-

(Continued on page 4) 
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Why is this Scheme Useful? 
 
One word – training. 
 
Training is a very difficult area for the QC laboratory.  
Aside from the questions surrounding proficiency 
testing (which will not be discussed here) there are 
real logistical issues with determining who should be 
trained in what SOP and how to maintain training as 
SOPs are revised. 
 
How does this organizational image of a microbiol-
ogy lab SOP system help in training?   Let’s start with 
a new hire – she/he will need to be immediately 
trained in all the SOPs concerned with documenta-
tion, lab hygiene, lab safety and many of the Quality 
SOPs.   The next groups of SOPs will depend on their 
job function.  For example, a technician performing 
Sterility Tests will need additional training in: 

• Test Methods 
• Relevant Equipment (Operation and Main-

tenance – O&M) 
• Aseptic Technique 
• Media (quarantine and expiry) 
• Biohazard disposal 
• Validation 
• Method 
• Preparation of inocula 

 
This also encourages different functional specializa-
tion.   For example, there is no need for the technician 
working in the media kitchen to be trained in how to 
perform an antimicrobial efficacy test.  Nor is it par-
ticularly efficient for the bench worker to be running 
back and forth to the kitchen to check on her media.  
By separating the jobs, the flow of work in the lab is 
simplified.   Major support functions such as media 
preparation/release, stock culture maintenance, and 
equipment tracking can each be handled by a suitably 
trained manager with backup. 
 
Lets look at each of the functions in more detail. 
 
 Testing 
 
Each major type of test performed will have an asso-
ciated SOP.  This SOP should list critical pieces of 
equipment (and training will necessitate familiarity 
with the “Operation and Maintenance”  (O&M) SOP 

(Continued from page 8) 

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 in-
process testing plays a significant role in the quality assur-
ance process. The requirements for a practical microbiologi-
cal test method are that it permits quantitative and reproduci-
ble detection of trace contamination and that it can be per-
formed 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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nized test). 
 
In addition to the validation SOP, it may be prudent 
to develop an SOP on how to handle failing or 
questionable results.  This SOP can be specific to 
the test method, or a more general one that provides 
specific instruction for every test type.  This is im-
portant, as the company’s OOS/CAPA (Out-of-
Specification/Corrective and Preventative Action) 
procedures will almost certainly be directed at the 
Analytical Chemistry group or Manufacturing, and 
is likely to be inappropriate to the Microbiology 
lab.  Further, an investigation into a putative Steril-
ity Test failure will be fundamentally different from 
that of a putative failure of the Antimicrobial Effec-
tiveness test.  There will, of course, be elements in 
common, but the investigations will be defined by 
their differences. 
 
A separate category of testing involves microbial 
identification.  This group should include basic tests 
(Gram’s stain, spore stains, biochemical reactions 
and the use of selective/differential media) as well 
as more advanced methods such as the O&M of 
proprietary identification technologies as equip-
ment, and their use in microbial identification. 
 
Finally, it is frequently useful to have an SOP on 
what a good test method SOP should include.  Each 
data sheet for the test method should include suffi-
cient information to determine the culture used 
(tracing back to the initial receipt from the national 
stock culture), all critical pieces of equipment used, 
all buffer and media lots used, time and date of ac-
tivities and who performed them, and date all infor-
mation was reviewed.  This is in addition to the ac-
tual data for the test (for example, dilution factor 
and CFU/plate for plate count methods). 

 
Environmental Monitoring and EM  
Support 
 
This is set aside as its own group only because of the 
complexity.  In addition to the obvious issues of sam-
pling (and the equipment used for that sampling), 
gowning and aseptic technique, this area will also 
have to be concerned with trending of the environ-
mental monitoring data, media fill support and disin-
fectant qualification. 
 
This area is so complex that many organizations split 
off the EM group from microbiology altogether.  This 
is, in my opinion, a mistake.  It clearly is a huge 
amount of work for a microbiology department, but 
not an unmanageable one.  The fragmentation of the 
EM group from the microbiology group serves only 
to separate the sample acquisition and data analysis 
functions from the incubation and plate reading/data 
recording functions, and to limit the influence of sub-
ject matter experts.  This sets up a situation that en-
courages avoidance of responsibility for unwelcome 
results.   In addition, this split limits the opportunity 
of the lab head to shift resources to areas of great, if 
temporary, need.  If the analysts cannot perform EM 
sampling, they cannot be used if needed. If the EM 
technicians are not part of microbiology, they cannot 
help out in the lab. 
 
Laboratory Support Activities 
 
This area is probably the most misunderstood area of 
the microbiology lab – especially among those in 
management.  We will break the discussion down to 
Media, Cultures, Equipment, Lab Safety, general Lab 
Operations and Control of Incoming Samples. 

(Continued on page 5) 
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Media 
 
The activities that need SOP coverage here include 
the receipt and acceptance of incoming dehydrated 
and prepared media, its quarantine, growth promo-
tion confirmation (which may require training in 
cultures and preparation of inocula), and media re-
lease for use.  In addition, the mixing and steriliza-
tion of in-house media, establishment of its expiry 
dating and labeling of all media are important.    All 
lab workers who perform testing that involves mi-
crobial growth media will require relevant training 
in how to identify usable media, even if they are not 
trained in its preparation. 
 
In addition to the direct SOPs on media receipt, 
preparation and release there are supporting SOPs 
on relevant equipment O&M procedures, with par-
ticular attention to the autoclaves (sterilizers) and 
their validated cycles and load configuration. 
 
Cultures 
 
The integrity of the culture collection is critical to 
the QC microbiology lab.   This begins with receipt 
of the culture from the national stock collection and 
procedures in place to confirm the identity and pu-
rity of the sample.  SOPs should be in place to gov-
ern receipt, quarantine, Quality check, release, and 
seed lot technique.  Many of these functions can be 
combined into the seed lot technique method (see 
PMF Newsletter 13(11)). 
 
In addition to the seed lot technique out to the 
working cultures, a specific SOP may need to be in 
place for preparation of the inocula for the various 
tests (although this might be included in the test 
method SOPs). 
 
It is frequently found to be useful to have two or 
three individuals in the lab responsible for mainte-
nance of the culture collection.  This relieves others 
of trying to keep up with the procedures, and allows 
the specialists to trade off responsibilities in a rota-
tion schedule. 

(Continued from page 4) 
Equipment 
 
I have found equipment to be sufficiently involved to 
require a dedicated worker (and backup) for the same 
reasons cited above for media and cultures.  Someone 
needs to maintain the equipment master files 
(containing vendor qualifications, manuals, certifica-
tions, etc), track preventative maintenance (PM) 
schedules for critical equipment, review performance 
logs and ensure autoclave cycle records are main-
tained. 
 
Each critical piece of equipment should have an O&M 
SOP.  There is no need for every technician to have 
training in every equipment O&M SOP.  However, if 

(Continued on page 6) 

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 us-
ing the MicroSeq® Microbial Identification System and fatty 
acid methyl ester (FAME) analysis using the MIDI Sherlock® 
Microbial Identification System. As co-developer of  
MicroSeq’s microbial libraries and sister company of 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 long-
term confidential data management.  Reports are summarized 
and customized to meet your facility's needs. 
 
MIDI Labs is the premier service lab for your microbial identi-
fication needs. For more information, please contact us at  
302-737-4297 or info@midilabs.com. 
 
The PMF Newsletter thanks MIDI Labs for its sponsorship. 

http://www.microbiologyforum.org/news.htm�
http://www.microbiologyforum.org/news.htm�
http://www.microbiologyforum.org/news.htm�
http://www.microbiologyforum.org/news.htm�
mailto:info@midilabs.com?subject=Inquiry%20from%20PMF%20Newsletter%20Reader�


incoming samples for testing, and beyond that how to 
track date-on-test, date-off-test, and report date.  In 
addition, the lab should have a general procedure on 
acquisition and acceptance of perishable consum-
ables. 
 
Documentation Concerns 
 
These can range from version control on data sheets 
to data entry into lab notebooks and the Laboratory 
Information Management System and on to record 
retention for different documents.  All should be de-
scribed by SOP. 
 

(Continued on page 7) 
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a particular test method requires that piece of equip-
ment, then training in this SOP is required for all 
technicians performing the test. 
 
Finally, many pieces of equipment in the microbiol-
ogy lab have additional requirements beyond the 
standard PM scheduled work.  Equipment designed 
to maintain temperature (incubators, refrigerators/
cold rooms and water baths, for example) must be 
monitored to document compliance.  In addition, 
equipment that is used to house “dirty” samples 
(incubators, refrigerators, water baths, etc) must be 
cleaned regularly to minimize the potential for con-
tamination.  The method and frequency of this clean-
ing should be described by SOP and documented. 
 
Lab Safety 
 
Many companies have lab safety requirements. 
These might involve the requirement to maintain 
available Material Safety Data Sheets (MSDS), what 
to do in case of spills, fires, earthquake, tornado, or 
other natural disaster.  They may also cover acids, 
bases, flammables, toxins, equipment, etc.   In terms 
of equipment there is a real need to address the use 
of autoclaves and compressed gasses in the microbi-
ology lab 
 
An additional, and somewhat unique, requirement 
for the microbiology lab is to have a Biosafety Man-
ual prepared and ready to handle at least Risk Level 
2 microorganisms.  This is not too difficult, basic 
good practices (no mouth pipetting, lab coats, use of 
containment hoods for operations leading to aero-
sols, etc), but it is important to formalize the require-
ments to avoid misunderstandings. 
 
Lab Operations 
 
This is somewhat a catch-all category of SOPs.  It 
isn’t that the activities are unimportant, but rather 
that they are so basic to the operation of the lab that 
all parties are involved. 
 
Control of Incoming Samples/Materials 
 
The lab should have an SOP governing how to log 

(Continued from page 4) 

MicroBioLogics, Inc. is a leading producer of lyophilized microor-
ganisms for quality control in microbiology laboratories world-
wide. Specializing in clinical, industrial, food quality, environ-
mental and educational markets, there are over 3,000 items in 
the product line with more than 500 different lyophilized microor-
ganism strains. MicroBioLogics, Inc. is a globally known and rap-
idly growing company based in St. Cloud, Minnesota USA with 
35 years of experience. The people behind MicroBioLogics at-
tribute their success to their enduring commitments to product 
quality, business integrity and customer satisfaction. The busi-
ness of supplying reference stock culture preparations means 
commitment to the customer throughout the process: from the 
selection of strains, throughout the preparation and lyophilization 
processes, to comprehensive after sales support. This winning 
strategy provides MicroBio-Logics with strong customer loyalty 
and the customer with a superior product. 
 
The products manufactured by MicroBioLogics are easy to use, 
save your laboratory valuable time and money, and are of guar-
anteed quality.  The MicroBioLogics product line supports four 
basic areas of quality assurance: laboratory performance, proce-
dure performance, product performance and personnel perform-
ance. Reference stock cultures, enumerated reference stock 
cultures and quality control slides are the three main groups that 
make up the MicroBioLogics product line.  FDA registration, ISO: 
9001:2000 certification, CE Mark product conformity and ATCC 
Licensed Derivative™ products are evidence of a manufacturer 
standing behind its product quality.  Because quality matters 
most, it is important that your lab chooses trusted and depend-
able products to meet quality control challenges. 
 

The PMF Newsletter thanks MicroBiologics for its sponsorship. 



until you realize that the CFU/plate recorded by the 
technician is really only her interpretation of the CFU, 
and that estimate is immediately interpreted further (see 
PMF Newsletter).   It is important to establish some 
consistency in this most basic function in the lab. 
 
The basic math SOP is also critical.  This should ad-
dress at least the topics of  rounding issues, significant 
figures, log10 conversions and the deduction of CFU/
mL from the dilution and the CFU/plate.   This might 
also be a good place to define what the lab means when 
an SOP states a 5 day incubation period vs a 120 hour 
incubation. 
 

Conclusions 
 
This short article has attempted to describe an SOP sys-
tem for the QC microbiology lab in a regulated indus-
try.  This is not presented as the only SOP system possi-
ble, or even that it will be sufficient to your particular 
needs.  It should, however, serve as a starting point or 
to help with benchmarking your system.  A good SOP 
system should serve as guidance to regulatory compli-
ance and be useful as a framework for training.  This 
article focused on the training aspect rather than trying 
to link the SOP system to regulatory requirements 
(although it is the author’s belief that the two are by no 
means exclusionary, regulatory compliance was not the 
focus of this article). 
 
By looking at the SOP system from a functional per-
spective we can easily group media, stock culture, 
equipment, and documentation requirements to test ac-
tivity making the creation of “job skills” relatively 
straightforward.  This, in turn, simplifies the assignment 
of SOPs to individuals based on their job functions and 
simplifies tracking of individuals effected by SOP revi-
sions. 
 
Further information on this topic can be found in  Phar-
maceutical Quality Control Microbiology  
by Scott Sutton 
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Training and Proficiency Requirements 
 
An SOP should exist for all job functions in the lab.  
This should describe the job function in a manner 
that allows easy categorization of SOP to meet the 
job requirements (as an aside, if job responsibilities 
exist for which there is no SOP – I would write the 
SOP).  This allows SOP training be assigned by job 
function, and allows easy identification of techni-
cians who need retraining when an SOP is revised. 
 
A system should be in place to demonstrate the tech-
nician’s proficiency in activities critical to their job.  
This system is, of course, described by SOP.  The 
system should identify critical skills needed, recerti-
fication periods, and methods of initial certification 
and recertification. 
 
Laboratory Hygiene 
 
SOPs should be in place to describe the cleaning and 
sanitization of the laboratory benches at the begin-
ning and end of each day, the general state of the lab, 
and expectations of the lab environmental monitor-
ing program (if one is in place).  The preparation and 
expiry dating of sanitizers should be part of this pro-
cedure. 
 
The hygiene expectations of the workers should also 
be addressed.  Requirements for clean clothes and 
bodies, closed-toed shoes, clean lab coats, gloves 
and other personal protective equipment (PPE) as 
required should be part of the stated expectations as 
is the proper use of hand washing equipment. 
 
Biohazardous Waste Disposal 
 
There should be a procedure or procedures for de-
contamination and disposal of biohazardous waste 
that is consistent with local (municipal) require-
ments.. 
 
Plate Count Procedures and Basic Math 
 
This type of SOP is designed to standardize common 
practices in the lab.  The plate count SOP seems silly 

(Continued from page 4) 

 
Don’t miss the PMF Conference: 

2008 Open Conference on 
Compendial Harmonization 
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list consisted of 1192 subscribers, at years end 2007 
there were 2753.  That is remarkable growth! 
 
Message Traffic 
 
A second aspect of the health of the PMFList is the 
message traffic.  To send a message to all the people 
currently subscribed to the list, a subscriber just sends 
mail to PMFList@lists.microbiol.org. This is called 
"sending mail to the list", because you send mail to a 
single address and LISTSERV makes copies for all 
the people who have subscribed.  The software 
LISTSERV then sends the emails out to the sub-
scriber base and  everyone gets a new Email.  Replies 

(Continued on page 9) 
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Scott Sutton 
Moderator, PMFList 
 
December seems the accepted time to present retro-
spectives, and I thought it might be a good idea to pre-
sent some information on the PMFList, the Email dis-
cussion group that is offered with the PMF.    I am go-
ing to look at the status of the list from three perspec-
tives: 

• Subscriber enrollment 
• Message traffic 
• Financial security 

 
Subscriber Enrollment 
 
Subscribers enroll into the PMFList by request.  This 
generally occurs through filling out a web-based sub-
scription form at http://www.microbiologyforum.org/
register.htm.  The potential subscribers are then 
screened (you would not believe how many internet 
sites of questionable integrity and morals want to get on 
the list!).   In any event, after we have had a chance to 
review the application the new subscriber is entered 
into the database maintained by the list software—
LSoft’s LISTSERV.  This is the premier service of its 
type, offering a stable and dependable vehicle for the 
maintenance of the list.   
 
The subscriber base has shown remarkable growth in 
the past 15 months as shown in the graph below (linear 
regression shown for those of you with an interest in 
that sort of thing).   Basically, in September of 2005 the 

PMFList - Status Report 

 
 
 
 
Accugenix Inc is the world leader in contract identifica-
tion and characterization of microorganisms. With labo-
ratory that is FDA registered and cGMP compliant, our 
customers have access to:  

 
√ Fast, accurate and cost-effective microbial identifica-

tion using genetic based technology. 
√ Flexible turnaround times that allow you to schedule 

testing around your laboratory work flow. Same day 
results available in as little as 7 hours! 

√ Strain-level characterization to help track and trend 
contaminates throughout your process or site. 

√ Comprehensive and validated library for reliable 
identification of environmental bacteria, yeast and  
molds 

√  Dedicated Customer Service Representatives that 
are accessible, responsive and knowledgeable. 

 
For more information about our services, visit us on the 
web at www.accugenix.com or contact our Customer 
Support Department at 302.292.8888 / 800.886.9654. 

 
The PMF Newsletter thanks Accugenix for its sponsorship. 
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to the Email are handled in the same manner, with 
replies sent to PMFList@lists.microbiol.org for dis-
tribution. 
 
Participation in the list assumes a basic understand-
ing of QC microbiology.   Fundamental questions 
should be answered by study and training, not by 
Email.  There are many books available that are use-
ful for reference purposes on QC microbiology - the 
PMFList is no replacement for dedicated study. 
  
It is important to remember that the PMFList is NOT 
moderated for accuracy.  Like any professional 
discussion, a variety of opinions are expressed and 
many of them may be completely incorrect.  Every-
one is encouraged to cite references for statements 
made and  questions asked.   
  
Participation in this list is NO SUBSTITUTE FOR A 
TRAINING PROGRAM.  Any company reducing 
required training as a result of participation in this 
service does so at their own initiative and without the 
support or encouragement of the Microbiology Net-
work, the PMF or anyone associated with the list.  
This service is meant as a communication avenue 
only . 
 
Having said all that, the communication itself is re-
markable.  Messages from January of 1998 (when 
the list was moved from a BBS service to the inter-
net) are archived in a searchable format at http://

(Continued from page 8) 

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

 
Why professional microbiologists choose Microcheck: 
 
√ 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 effec-

tive alternative 
• Microscopic fungal identifications by our staff my-

cologist 
• Professional consultation with our microbial experts 
• Custom projects to meet your individual needs 

√ Experience: 
• First commercial laboratory to offer FAME identifica-

tions - 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 sam-

ple 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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PMFList Messages by 
Quarter

lists.microbiol.org/archives/PMFLIST.html.  The 
number of messages has increased dramatically over 
the past ten years (see figure below).   These mes-
sages break down as below (in approximate num-
bers): 
 

(Continued on page 10) 
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rate sponsors, providing the support to make this ser-
vice free to the users.  The PMFList has been very 
fortunate in having solid sponsors over the years, and 
I know that all members of the list appreciate their 
contributions that keep the list financially solvent.  
The 2007 sponsors were: 

• Accugenix - http://www.accugenix.com 
• American Type Culture Collection - http://

www.atcc.org 
• Applied Biosystems, MicroSeq Microbial ID 

System - http://www.microseq.com/ 
• BD Diagnostic Systems - http://www.bd.com 
• Biolog - http://www.biolog.com 
• Biomerieux - http://industry.biomerieux-

usa.com 
• BTF Precise Microbiology - http://

www.btfbio.com 
• Dupont Qualicon - http://www.qualicon.com 
• EMD Chemicals - http://

www.emdchemicals.com 
• MIDI, Inc. - http://www.midi-inc.com 
• MicroBioLogics, Inc. - http://

www.microbiologics.com 
• Millipore - http://www.millipore.com 
• Pall - http://www.pall.com 
• NovaTek International - http://www.ntint.com 
• Rapid Micro Biosystems - http://

www.rapidmicrobio.com 
• Raven Biological Labs - http://

www.ravenlabs.com 
• Veltek Associates, Inc - http://

www.sterile.com 
 
Many of these sponsors have been participating for 
years, and all deserve our thanks and support.  Their 
participation makes this service available to us all. 
 
Summary 
 
The PMFList has enjoyed significant growth in terms 
of numbers of subscribers, and in terms of message 
traffic.  This is a clear testament to the value of the 
service.  With this success the cost of maintaining the 
service has increased dramatically, a cost met by the 
generosity of our corporate sponsors.  Participants in 
the list  should be aware of the sponsors, and of our 
debt to them in providing the means for  
the PMFList to remain free to the user. 
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This is a great way to benchmark practices, but you 
have to take the communications with a grain of salt 
(as mentioned before). 
 
Financial Security 
 
Like most things in life, the PMFList costs money.  
LSoft (the vendor) charges on the basis of the number 
of Emails sent.  For example, if there were 1,000 
members on the list, and 5 Emails went out, the cost 
would be for 5,000 Emails. 
 
We can graph the costs of the list based on these con-
siderations from the end of 2005 to the end of 2007 
(below).  This analysis uses the average number of 
subscribers during the particular quarter, multiplied 
by the number of Email messages that went out that 
quarter, setting Q4 of 2005 as the comparator.   The 
cost of maintaining the service has increased approxi-
mately three-fold during this time.  While this analy-
sis does not include the annual registration fee, it does 
show the increased financial obligations of maintain-

ing the list. 
These costs are met through the generosity of corpo-

(Continued from page 9) 

Topic % Messages 
Test and Methods 32% 
Microbiology 13% 
EM/Media Fills 11% 
Laboratory Operations 11% 
Sterilization & Disinfection 7% 
Equipment 7% 
Water 7% 
Misc 5% 
Manufacturing Support 5% 
Jobs 2% 
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February 18-19 2008  Open Conference on Compendial  

Harmonization.   
Baltimore, MD 

March 10-11 - Environmental Monitoring (Susan 
Schniepp, moderating) 

April 7-8 - GMP from the Microbiology Perspective 
(Scott Sutton, moderating) 
Dallas/Ft. Worth, TX  

May 19-20 -  Microbiology Investigations (Frank  
Settineri, moderating) 

June 9-10 - Validation Issues in Microbiology (Scott Sut-
ton, moderating) 
Philadelphia, PA 

September 15-16 - Cosmetic Microbiology (Phil Geis, 
moderating) 
Newark, NJ 

October 20-21 - 2008 PMF Fall Forum (Scott Sutton, 
moderating) 
Rochester, NY 

November 6-7 - Bacterial Endotoxin Summit (Karen 
McCullough, moderating) 
San Francisco, CA 

 

Offering In-House Courses on Microbiology/Aseptic 
Processing: 

• The Microbiology Network/High Peaks Associates  http://
www.highpeaks.us/in-house.htm 
Experienced in custom-designed courses for the lab or the 
manufacturing facility, including 
- GMP for the Microbiology Lab 
- Microbiology for Manufacturing 
- Microbiology for Management 
- Auditing the Microbiology Function 
- Investigating Microbiological Data Deviations 

 Upcoming PMF Events 
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Discussion List Update 
 
PMFList: 
Number of Subscribers:  2753 
Number of Countries: 88 
Number of Messages Last Month: 283 
 

PSDGList (Pharma Stability Discussion Group): 
Number of Subscribers: 1071 
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 com-
ments from your colleagues.  Archives of the lists are avail-
able at: 

• http://lists.microbiol.org/archives/PMFLIST.html 
• http://lists.microbiol.org/archives/PSDGLIST.html 

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 Phar-
macopeia, 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. 

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.    
   
√ Plate Counting 
√ Identification 
√ Gram Staining 
√ Most Probable 

Number (MPN) 
√ Basic Math 

Skills 

 
 
 
 

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