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	C.  Proposed Solution

	Changes to be made on page(s):
	CP 2400 form rev. 1-09 Item 13g
	of the (X - one of the following):

	
	2007 PMO
	
	2005 EML

	
	2007 MMSR
	XX
	2400 Forms

	
	2007 Procedures
	
	2007 Constitution and Bylaws

	CP 2400 form item 13g,

Remove the wording (including waste)

Replace with (waste cycle procedures exempt from the requirements for media stated in item 14.  Waste cycle procedures documented and show sterility – records maintained.  Procedures on file and sterility checks with records maintained.)
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	C.  Proposed Solution

	Changes to be made on page(s):
	EML pages 13-14-15-16 

BactoScan 2400 form nrenew item 3.g
	of the (X - one of the following):

	
	2007 PMO
	X
	2005 EML

	
	2007 MMSR
	X
	2400 Forms

	
	2007 Procedures
	
	2007 Constitution and Bylaws

	Add the attached BactoScan Industry Operator training and approval procedures to the BactoScan 2400a-2 FOSS BSC FC 10/07 form and appropriate references to a BIO in the EML.  The approved procedures are in three parts. 

One is training that will be done over a minimum of two weeks following the BIO training and approval procedures.

Two will be proficiency evaluation done initially after training and then monthly following the BIO training and approval procedures.

Three will consist of ongoing monthly performance evaluations again following the BIO training and approval procedures.

The three parts referenced above must be done a person fully certified under the current rules to operate a BactoScan and records maintained for each of the three parts.  

The BIO will be required to follow and comply with all the appropriate items of the approved BactoScan 2400 form.

Laboratories choosing to use a BIO must maintain a BactoScan certified operator.

Suggested changes to the following,

BactoScan FC 2400 form, 2400a-2 FOSS BSC FC 10/07

Item 3.  

Add a section e as follows,

e.  Alternativly a BactoScan (BIO) operator can analyze samples for official purposes

         1.  BIO must complete appropriate training and approval protocol.

         2.  Laboratory must maintain one BactoScan certified analyst for BIO training and 

              Oversight.

         3.  BIO training and approval protocol on file at the laboratory.

         4.  Records maintained.

EML

Section 2: Proficiency Testing Program

                 Split samples – microbiology

 Item -  7.(a) The BactoScan FC (all NCIMS approved models) shall examine a minimum of fourteen (14) samples and be operated by an approved analyst or BactoScan Industry Operator  (BIO) using the procedures to operate the BactoScan FC and for which the analyst has been approved.

Section 2: Proficiency Testing Program

                  Split Sample Analysis

  Item – 6.(1)  The BactoScan FC Count (all NCIMS approved models) shall examine a minimum of fourteen (14) samples and be operated by an approved analyst or BactoScan Industry Operator (BIO) using the procedures approved to operate the BactoScan FC Count and for which the analyst has been approved.

Section 2:  Proficiency Testing Program

                  Analyst Performance Level

 Item – 1    Analyst certified to perform the Standard Plate Count, Petrifilm Aerobic Count, Plate Loop Count, BactoScan FC (including a BactoScan Industry Operator), Spiral Plate Count Method, Direct microscopic Somatic Cell Count, Electronic Somatic Cell Count, Electronic Phosphatase Count and Vitamin A and D3 analysis shall meet the acceptance limits and performance levels shown in Tables 2 and 3 page 38.

Section 2:  Proficiency Testing Program

                  Analyst Performance Level

 Insert the following at the end of the paragraph starting “Fully certified analyst not meeting the described performance levels shall be provisionally …….

BactoScan Industry Operators (BIO) performance levels shall follow the above performance procedures criteria for fully certified analysts.




Attachment:

BACTO-SCAN INDUSTRY OPERATOR (BIO)

APPROVAL PROCEDURES PROTOCOL
Training:

Two weeks of training conducted by a certified Bactoscan analyst.

Follow the most current approved BactoScan 2400 Form requirements for training

Train Log signed and Records maintained

Daily Instrument Start Up Procedure:

    1.  Replace Used Incubation Reagent Filter On Intake Assembly

        A.  Lift spring loaded disc that holds filter in position

        B.  Remove and discard old filter (Daily)

        C.  Insert new filter and release disc

        D.  Mark new filter with the day's date

    2.  Prepare Incubation Reagent (Fresh Daily)

        A.  150 Samples/hr. for 8 hr. run time

             1600 ML (+/- 2%) of staining reagent and add 1 bottle

              Enzyme 150.  Invert container 10 times to mix before use.

        B.  100 Samples/hr. for 8 hr. run time

             1100 ml (+/- 2%) of staining reagent and add 2 bottles of

             Enzyme 50.  Invert container 10 times to mix before use.

        C.  50 Samples/hr. for 8 hr. runtime

             550 ml (+/- 2%) of staining reagent and add 1 bottle of

             Enzyme 50.  Invert container 10 times to mix before use.

        D.  Must be used on day of preparation.  Discard any left over.

        E.  Label Container:  Date prepared ________.

    3.  Prepare Sheath Reagent. (Ready To Use)

        A.  Using a 10 liter container - pour in 8 liters (+/- 10%) of purified de-ionized 


    water,

             then add 2 liters (+/- 10%) of sheath liquid stock solution.

        B.  Replace lid and invert 10 times to mix before use.

        C.  Store at room temperature <25 degree C up to 7 days or 25-35 degrees C up to 2 


    days.

        D.  Label container:  Date Prepared _______ &  Expiration Date _________.

             a.  Daily, Check Expiration Date.  Sheath reagent must be replaced when 


    expired.

    4.  Check Large Rinse Solution Container

        A.  Pour 100 ml of rinse concentrate into the 50 liter container.

        B.  Then add 50 liters of purified water to ensure complete mixing of the two 


    liquids.

        C.  For daily fill ups, pour 20 ml of rinse concentrate into 10 liter container - 


    then 

             add 10 liters of purified water to ensure complete mixing of the 2 liquids.

        D.  Label container:  Date Prepared ________ and Expiration Date _______.

        E.  Rinse solution must be replaced every 7 days.

    5. Prepare Blank Solution

        A.  Make fresh daily

        B.  Mix 1 liter (+/- 10%) purified H20 and 50 ml of sheath liquid stock in a 


    sterilized 1 liter container

        C.  Invert 10 times to mix before use

        D.  Label container:  Date Prepared ________

    6.  Prepare End of Day Solution (Ready to Use)

        A.  Pour 10 liters (+/- 10%) of purified water and add 50ml (+/-10%) ammonia


   25% analytical grade)

        B.  Invert 10 times to mix well.

        C.  Can be stored at room temperature (<25C) for a maximum of 7 days (discard 
  
   left over solution and make up fresh solution)


   Date prep:____________  Exp. date ___________

    7.  Remove The End Of Day Solution Container

        A.  Transfer the rinse and incubation reagent pipettes from end of day solution to 


    appropriate liquid containers.

        B.  Rinse into the 50 liter rinse container and incubation into the incubation 


    reagent container.

    8.  Turn BactoScan System On

As Instrument Warms Up:

    1.  Prepare Bacterial Control Sample (BCS)

        A.  Using a 100 ml graduated cylinder, measure 100 ml (=/- 2%) of rehydration 


    solution.

        B.  Transfer to a suitable container with lid.

        C.  Take a bacterial control sample (BCS) from the freezer.

            a.  Remove metal cap seal and loosen the lid.

            b.  Use sterile disposable 5 ml pipette to transfer 2-3 ml of rehydration 


        solution into bacteria control sample vial.

            c.  Close BCS vial and shake to completely dissolve.

            d.  Refill the pipette with the clean rehydration solution.

            e.  Pour the dissolved BCS contents into the rehydration solution container.

            f.  Use the contents of the refilled pipette to rinse the BCS vial and pour 


        the contents into the rehydration container.

            g.  Close lid and shake well for complete mixing.

            h.  Store the reconstituted BCS container in the refrigerator,


        0 - 4.4 degrees c.

            i.  The re-constituted bacterial control sample can be stored for up to 


        10 hours when kept at 0-4.4 degrees C.

            j.  Label reconstituted BCS container:  Prep Date _______   Prep Time_________ .

    2.  Prepare Raft Or Float With Start-Up Control Samples (Hourly's)

        A.  Place 9, 2 oz. vials in the float or raft.

        B.  Vials 1 - 4 fill with your blank solution.

        C.  Vial 5 label BCS - fill with Re-constituted Bacterial Control Solution.

        D.  Vials 6 - 9 fill with your blank solution.

        E.  Store the control samples in refrigerator 0 - 4.4 degrees C when not in use.

    3.  Conduct A Start-Up Control Sample Batch

        A.  Enter appropriate batch type into the system (ie start-up).

        B.  This will ensure the correct presentation and calculation of results.

        C.  Check BCS lot number to see that it corresponds with the lot being used.

    4.  When The Control Sample Batch Has Been Measured

        A.  Check that the blank solution counts are within acceptable limits.  


    All results no higher than 1 CFU.

        B.  Check that the Bacterial Control Sample (BCS) results conform to the specified 


    limits.

        C.  If BCS sample or blank solution counts are outside the limits and does not 


    correct after re-measurement - STOP - and call a BactoScan certified analyst 


    and/or seek technical assistance.   Records maintained.

        D.  The control samples can be re-used up to 10 hrs. with acceptable results when 


    maintained at 0 - 4.4 degrees C.

        E.  Records to be maintained on all parameters each time instrument is used.

    5.  Measure The Control Samples

        Measure the control samples at the start and end of each sample testing run.


Additionally control samples must be measured 

        every 60 minutes, maximum, throughout the working day and records maintained.

Sample Handling:

    1.  Samples must first be tested for presence of growth inhibitor before testing on 


the BactoScan.

    2.  Samples kept at 0 - 4.4 degrees C until placed in racks for testing.

    3.  Invert samples 10 times, to mix, before placing into testing racks.

Testing Samples:

    1.  Enter identifying batch information into system (i.e. type, number of samples, etc.).

    2.  Place samples into testing rack, place on conveyor and immediately start the 


automatic testing procedure.

    3.  Samples run on BactoScan can be placed immediately into a 37 - 42 degree F water 


bath to be tested for somatic cells.

Results:

    1.  The BactoScan read out is in IBC (Individual Bacteria Counts / UL) which is 


converted to CFU’s. (Colony Forming Units)    

        automatically by the BactoScan and printed out on the BactoScan reports.

Records:

    1.  Maintain records on all results, controls and samples daily.

    2.  All records signed by Lab Manager.

End Of Day Shut Down & Cleaning:

    1.  Place the pipettes for incubation reagents and rinse reagents (both pipettes) 


into the End Of Day Solution container.  Leave the

        sheath liquid pipette in the sheath liquid solution. 

    2.  Start the automatic cleaning procedure - a 20 minute cycle.

    3.  Shut Computer System down.

Proficiency:  

Initial Approval then Monthly

    1.  Have BactoScan Industry Operator analyze one set of 10 split milk samples.

    2.  Then have Certified analyst analyze the other set of 10 split milk samples.

    3.  Compare test results against each other to ensure results are comparable.

    4.  Records maintained

Evaluation:

Monthly

    1.  Spot check BactoScan approved operator performing different areas of the                                                                                          
operation. 

        (i.e. start-up, making BCS, check prep dates, shut downs, records, etc.).

    2.  Records maintained

An approved operator can run official samples for regulatory purposes without a Bacto-Scan certified operator on site or present, but available to the BIO operator.
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	Cultural Procedures 2400 form Rev. 01-09

Section 33.a.7.b

Testing of samples to begin no longer than 48 (Delete 48) (Replace with 54) hours from the time the sample was first collected (i.e. producer bulk tank samples or plant finished product samples).  If no time of collection is available, use 12:01 AM of the day of collection.
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	Cultural Procedures 2400 form Rev. 01-09

Section 33.a.7.b

Testing of samples to begin no longer than 48 (Delete 48) (Replace with 60) hours from the time the sample was first collected (i.e. producer bulk tank samples or plant finished product samples).  If no time is available, use 12:01 AM of the day of collection.
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	Items in Italics are explanations and rationale behind the moving of items throughout the form and where the items have been moved or incorporated. Items that have not been changed are not included in this proposal to save space. It is suggested that the first numbered items are put into bold font to make them stand out. 

STANDARD PLATE COUNT, COLIFORM, AND SIMPLIFIED COUNT METHODS

PLATE COUNT FORM
1.
Laboratory sample requirements (see CP items 33 & 34)


STANDARD PLATE AND COLIFORM METHODS

DILUTING SAMPLES
3.
Selecting Dilutions Sample / Dilution Plating Volumes – 


a.
Standard Plate Count (SPC),  3MTMPetrifilmTM Aerobic Count (PAC) & Plate 



Loop Count (PLC)



1.
Plate two decimal dilutions per sample (– except PLC)




2.
Select dilutions to yield one plate with 25-250 colonies





a.
Raw milk is normally diluted to 1:100 and 1:1000





(PLC 1:1000)





b.
Finished products are normally diluted to 1:10 and 1:100 




c.
The above are general guidelines and may have to be adjusted





on a case by case basis (dilutions below 1:10 not required)




3.
SPC & PAC




a.
Using pipet, 1 mL or 0.1 mL plated from dilution (SPC), or 1 mL




plated from dilutions (PAC – a 10 fold dilution will have to be





made)

                               (Incorporates Item 44.b.1)




b.
Or, use pipettor (mechanical or electronic) capable of making a




1:10 dilution in tip (Incorporates Item 44.b.2)



c.
Or, deposit sample with PLC apparatus (see items 13.a-e.)


b.
Coliform Plate Counts (CPC), 3MTMPetrifilmTM Coliform Count (PCC) & 3MTM 


PetrifilmTM High-Sensitivity Coliform Count (HSCC)


(Incorporates Item 53 and 64)



1.
For milk samples, 1 mL direct and/or decimal dilutions (CPC & PCC), 




Or 5 mL direct and/or make decimal dilutions (HSCC)



2.
For all other products, distribute 10 mL of a 1:10 dilution among three




(3) plates (CPC), or distribute 10 mL of a 1:10 dilution between ten 10) 




films (PCC) 1 mL per film, or between two (2) films (HSCC) 



5 mL per film, generally high fat and viscous products





a.
1:10 dilution for chocolate, buttermilk, dry dairy products and 





cheese (PCC)




b.
HSCC






1.
A 1:5 minimum dilution required for:  chocolate milk, evaporated milk, frozen yogurt, heavy and light cream,





ice cream, sweetened condensed milk, butter, flavored





milk, eggnog and/or decimal dilutions






2.
A 1:10 minimum dilution required for cultured dairy products





and dry dairy products:  cheese, sour cream, dip, buttermilk,





and cottage cheese, and/or decimal dilutions






3.
1:10 dilutions of milk or milk products test 10 mL





(5 mL on 2 films)



3.

For acidified milk products, add 0.1 1.0 N NaOH drop wise 





(approx. 0.1 ml per gram of product) to sample dilution blank 





until small portion tested (pH paper or pH meter/probe) falls 





within pH 6.6 to 7.2 (PCC) or pH 6.5 to 7.5 (HSCC). Refer to 





manufacturer’s instructions for list of low pH products that may





require adjustment before plating 


4. 
Identifying Plates


(Incorporates Items 27, 39, 54 and 65)

5.
Sample Agitation


(Incorporates Items 28, 40, 55, and 66
6.
Sample Measurement, pipets



d.
Pipet not inserted more than 2.5 cm (1") below sample surface



(foam avoided if possible by tilting sample container)


7.
Sample Measurement, mechanical pipettors, mechanical(_______________)






                                        electronic   (________________)

[for electronic pipettors, follow manufacturer instructions] 


a.
Each day before use, vigorously depress plunger 10x to redistribute



lubrication and assure smooth operation (mechanical pipettors) 



d.
Depress plunger to first stop (mechanical pipettors)



f.
Tip not inserted more than 1 cm below sample surface



(foam avoided if possible by tilting sample container)



g.
With pipettor vertical slowly and completely release plunger 



(for electronic pipettors follow manufacturer instructions)



(Delete g. Old h becomes new g) 

i.h.   With pipettor in vertical position, rRelease test portion to Petri dish (tip in  

        contact with plate – SPC & CPC only) by slowly depressing plunger to first  

        stop allowing about 1 or 2 seconds for complete drainage (mechanical 

     pipettor), or release test portion to PetrifilmTM with tip at least 5 mm above  

     base (tip not in contact with film)



j.i.
Move tip to a dry spot on plate with pipettor in vertical position (mechanical pipettor)


1.
If pipettor only has one (1) stop touch off (SPC & CPC only)




2.
If pipettor has two (2) stops, depress plunger to second stop  and touch off (SPC & CPC only), or deposit final drop onto PetrifilmTM with pipettor 


3.
Plunger remains depressed until tip is lifted away from contact

k.j.
Or, dispense test portion to dilution blank (tip in contact with neck of dilution



blank, or dry area above buffer where appropriate) by slowly depressing



plunger to first stop



l.k.
If mechanical pipettor has two (2) stops, depress plunger to second stop



, tip remaining in contact

m.l.
Tips discarded into disinfectant, biohazard bags or containers to be



sterilized




9.
Dilution Measurement, pipets



h.
Gently lift cover of Petri dish cover or lift top film just high enough to 



insert pipet




i.
Hold pipet at 45o angle to Petri dish or dilution bottle neck with tip touching dish in contact; or hold pipet in vertical position with tip at least 5 mm above PetrifilmTM (or dilution blank neck)



j.
Release dilution portion to dish plate (or dilution blank) with tip in contact 



with the bottom of the dish (or dilution blank neck, or dry area above buffer



where appropriate); or release dilution portion to Petrifilm with pipet in 

                vertical position and tip at least 5 mm above base film, with column drain of                

                2-4 sec

k.
Touch pipet tip once against dry spot on dish bottom (SPC & CPC only) (or dilution blank neck)




l.
When measuring 0.1 mL, do not re-touch dry area (SPC)


10.
Dilution Measurement, mechanical pipettors, mechanical (_________)






                                             Electronic ( __________)


[for electronic pipettors, follow manufacturer instructions] 



b.
Depress plunger to first stop (mechanical pipettors)



e.
With pipettor, vertical slowly and completely release plunger (mechanical)



g.
Gently lift cover of Petri dish just high enough to insert tip or lift


top film




h.
Hold pipettor nearly vertical to dish (SPC) with tip touching dish. For SPC & CPC, tip in contact with plate with pipettor nearly vertical. For Petrifilm TM, tip at least 5 mm above base film (tip not in contact) with pipettor in the vertical position


i.
Release test portion to Petri dish (tip in contact with plate ) by slowly 



depressing plunger to first stop 


With pipettor nearly vertical, release test portion slowly depressing plunger



to first stop allowing about 1 or 2 seconds for complete drainage



1.
Plunger remains depressed until tip is lifted away from contact

j.
Move tip to a dry spot on plate (SPC & CPC only)




1.
If pipettor only has one (1) stop touch off 




2.
If pipettor has two (2) stops, depress plunger to second stop and




touch off



12.
Dry Milk Samples





a.2.
Or, 2.0% sodium citrate blank (pH<8.0) for relatively insoluble sample




(not to be used with PetrifilmTM)


The PLC was moved from Items 21 through 29 as the method is a dilution procedure and not a method as the SPC and PAC are, fitting in with the pipetting and dilution items 6 through 10. Explanations are provided in Italics to provide where the items were moved in some cases. 
13. 
Plate Loop Count – PLC  and PetrifilmTM Plate Loop Count – PPLC (1:1000 dilution)
(PLC includes both pour plate and Petrifilm methods)




a.
PLC Apparatus   (was previously a heading)

21.
1.
Loop 0.001 mL





a.
True circle, welded I.D. 1.45±0.06 mm, calibrated to contain 





0.001 mL, made of appropriate wire




b.
Loop fits over a No. 54 but not a No. 53 twist drill bits 





(lab must have set), checked monthly, records maintained





c.
Modified by making a 30o bend 3-4 mm from loop, compare 





to template before use 





d.
Opposite end of wire kinked in several places




222.
Hypodermic Needle, Luer-Lok





a.
13 gauge (sawed off 24-36 mm from the point where the barrel 





enters the hub) 





b.
Kinked end of loop wire shank inserted into needle until bend is 





12-14 mm from end of barrel, compare to template before use




233.
Cornwall Continuous Pipetting Outfit





a.
Consisting of metal holder, Cornwall Luer-Lok syringe 





and filling outfit 





b.
Syringe, 2 mL capacity, adjusted to deliver 1.0 mL






1.
Calibrated by checking ten 1 mL discharges (10 mL)

 




using a 10 mL Class A graduate cylinder each day of use, 






records maintained





c.
With Luer-Lok of needle attached to Luer-Lok fitting of syringe


PREPARATION


24b.
Heat Treatment of Pipetting Equipment



1.
Sterilize assembled outfit wrapped in kraft paper or in a closed 
                        Container by autoclaving at 120±1C for 15 min



25c.
Assembly of Complete Apparatus for Use




1.
Place end of rubber supply tube (attached to syringe) in sterile dilution




buffer blank and depress syringe plunger several times to pump buffer




into syringe 




2.
Briefly flame loop and allow to cool 15 sec




3.
Discharge several 1 mL portions to waste, then discharge 1 mL portion




of buffer into instrument control plate


PROCEDURE


26d.
Comparative Test with SPC 




1.
Comparisons done by each analyst performing test





a.
Comparison is valid only if done using similar plate count 
                        methods, 
i.e. SPC agar with pipets (or pipettors) to SPC agar with the 
                        PLC 
device or PetrifilmTM with pipets (or pipettors) to PetrifilmTM with 
                        the PLC device. Mixing methods is not permissible





b.
Results must be shown to be acceptable prior to official use of 
                        test in laboratory




2.
Copy of comparison and results in QC record (or easily accessible 




file in laboratory)


Items 27(Identifying Plates) & 28 (Sample Agitation) are included in Items 4 & 5. 

29e.
Inoculating Plates




1.
Dip loop into each sample (avoiding foam) to bend in shank and




withdraw vertically from surface three times in 3 sec with uniform




movement of 2.5 cm




2.
Raise cover of Petri dish (just high enough to insert loop) or top film, 

insert loop and depress plunger causing sterile dilution buffer to flow across charged loop washing measured 0.001 mL of sample into dish




3.
Do not depress plunger so rapidly that buffer fails to flow across loop


Item 30 (Plating) has been incorporated into Item 14. 

Item 31 – CONTROLS – see Item 16.

Item 32 – INCUBATION – see Item 17.

Items 33 – 35 – COUNTING COLONIES – see Items 18 – 23.

Item 36 – REPORT – see Item 24.
1314.
Plating – Agar Methods



h.
After depositing test portions, promptly pour 10-12 mL (12-15 mL for PLC) 



medium into each plate of series, or 15-20 mL for > 1 mL portion/plate or 


where agar weight loss is a problem that can not be corrected by other 

                actions (documentation must be kept to indicate that this is a routine 
                practice)


15.
Plating – PetrifilmTM Methods

All Petrifilm methods have been added to this section – includes Items 37, 38, 44, 51, 52, 57, 62, 63 and 68.  

a.
PetrifilmTM apparatus (Previously Items 37, 38, 51, 52, 62 and 63)


1.
Plastic spreaders (provided with PetrifilmTM films)




a.
PAC/PCC spreader:  concave ridge side for use with PAC films,





smooth flat side for use with PCC films




b.
HSCC spreader for use with HSCC films only


b.
Procedures (Previously Items 44, 57 and 68)



1.
Place film on level surface



2.
Lift top film and deposit 1 mL of sample or dilution (PAC/PCC), or




5 mL of sample or dilution (HSCC)





a.
Deposit inoculum onto the center of the base film (PAC OR





just above the center of the base film (PCC & HSCC)





b.
Carefully drop the top film onto the inoculum (PAC); or carefully




roll the top film of the PCC onto the inoculum – prevent trapping




bubbles. Carefully roll the top film of the HSCC onto the inoculum




gently to prevent pushing the sample off the bottom film and to




avoid trapping air bubbles.




3.
Place appropriate spreader (item 15.a.) on the top film over the



Inoculum






a.
PAC – press down gently on the center of the spreader (ridge




side down) to distribute inoculum to the circular ridge of the




spreader





b.
PCC – press down gently on the center of the spreader (flat




side down) to distribute inoculum over the growth area





c.
HSCC – distribute inoculum with a gentle downward pressure




on the handle of the spreader to distribute the inoculum to the




circular ridge of the spreader




4.
Leave films undisturbed for 1 min (PAC & PCC), or 2-5 min (HSCC)



for gel solidification




5.
Incubation within 10 min of solidification

1416.
Controls
(Incorporates Item 45)





a.
Check sterility of dilution blanks, medium, PetrifilmTM plates, Petri dishes, and pipets used for each group of samples (AM and PM)



b.
Expose a poured plate (SPC) with cover completely removed or pre-
                hydrated PetrifilmTM Aerobic Count (PAC) film (both wet surfaces 

                completely exposed) to air for 15 min during plating, AM and PM




1.
The air control plate must be the first plate poured or film prepared 




immediately before samples are shaken and must be located such that 




it is in the area of the plating activity (not off to the side)





a.
To prepare PAC air plate





1.
Inoculate PAC film with dilution buffer (1 mL)





2.
Drop top film onto the dilution buffer and spread as 
                                        described In item 15.b.3.a.






3.
Leave film undisturbed for 1 minute for solidification of gel






(timer used)
________




4.
Roll top film back and away from bottom film and expose for 

                        15 minutes with timer used (top film must be flat – not  

       
                 convexed)





5.
After the 15 min exposure, roll top film back down and 






incubate with other films as usual


2.
Incubated exposed SPC plates should contain < 15 colonies and 




incubated exposed PAC should contain < 10 colonies. If count is > 15




on pour plate SPC or > 10 on film PAC take and note corrective 
                        actions



3.
For PAC films see item 45b7




3.
Plate Loop Count





a.
Instrument control or initial rinse control, (see items 13.c.3 &




13.e.3.)




b.
Determine if loop is free rinsing by preparing a rinse control plate





after every 20 samples plated





c.
After all samples have been run discharge a final rinse to a 





control plate.



c.
Records maintained



d.
Include information on bench, work sheet or report sheet(s)


INCUBATION

1517.
Incubation (Includes Items 46, 58 and 69)




a.
Incubate SPC plates or PAC films (including dry milk) at 32±1C for 


48±3 hours (SPC dry milk for 72±3 hours) and incubate coliform 


plates or films (CPC/PCC/HSCC) at 32±1C for 24±2 hours



b.
Stack SPC or CPC plates upside down no more than 6 high or stack 


(PAC/PCC) films no more than 20 high, or HSCC films no more than 


10 high in a  horizontal position with clear side up



c.
Arrange stacks so each is at least 1" from adjacent stacks and from



incubator surfaces



d.
Place stacks directly over each other on successive shelves


COUNTING COLONIES


1618.
Counting Aids (Includes 33, 59 and 70)



1719.
Counting & Recording Standard Plate Count (SPC / PLC) 

(Incorporates Item 33 and 34)


47&4820.
Counting & Recording PetrifilmTM Aerobic Plate Count (PAC / PPLC) Films


(Incorporates Items 47 and 48)


ba.
See item 16, or 19.a, c-d, f-h, j, k and refer to manufacturer’s instructions



ab.
Count all colonies stained various shades of red, even those outside of the 



circular indentation left by the spreader


c.
When possible,  Sselect spreader free films with 25 – 250 colonies, counting all red colonies




g.
When impossible to count at once, store PetrifilmTM films in a sealable



container in a freezer at < -15C for no longer than 1 week (avoid as a 



routine practice)


h.
Optionally, count using an approved PetrifilmTM Plate Rreader 




1.
Refer to manufacturer’s instructions for set-up and operation




information




2.
3MTM PetrifilmTM Information Management System (PIMS)




3.
3MTM PetrifilmTM Plate Reader (PPR)



i.
Examine each test film visually prior to placing into the reader




1.
For films with no growth, assure reader count is Zero




2.
For atypical films, spreader, confluent growth, excessive growth




around edge of film, etc., do not count with reader, record as




appropriate using items 17 & 48 19 & 20


1821.  Counting & Recording Coliform Count (CPC)
 



22.
Counting & Recording PetrifilmTM Coliform Count (PCC) & High-Sensitivity

Coliform Count (HSCC) (adding items specific to the PetrifilmTM)

c.
When impossible to count at once, store PetrifilmTM plates in a sealable



container in a freezer at < -15 for not longer than 1 week (avoid as a 



routine practice)


d.     See items 21.f – i 


1923.
Personal Errors
 



c.
Perform monthly analyst counting comparisons



d.
If using an approved film PetrifilmTM Plate Rreader (item 20.h.) analysts 



must perform monthly visual counts comparing to reader results 



(reader = one analyst)




1.
If one analyst, count must be < 10% between visual and the reader




result





2.
If two or more analysts, use RpSM method, (see current SMEDP,) 
                        using the reader result as an analyst

REPORTS

2024.
Computing and Reporting Counts


(Incorporates Items 50, 61, and 72)


c.
Report SPC/PAC/PLC only if inhibitors are not detected



d.
For plates in the 25-250 range:


1.
Standard Plate Count (SPC) – report computed count as SPC/mL or 



SPC/g or PLC/mL 



2.
PetrifilmTM Aerobic Count (PAC) – report computed count as PAC/mL



or PAC/g or PPLC/mL




e.
Report count as Coliform Plate Count (confirmed), PetrifilmTM Coliform Count (PCC) or High-Sensitivity Coliform Count (HSCC) /mL or /g when taken from



plate(s) in the l-l54 range



f.
If no colonies appear on SPC or PAC plates, report as < 25 times the 



reciprocal of the dilution and report as estimated



g.
If no colonies appear on coliform plates, report as < 1 times the 



reciprocal of the dilution and report as Eestimated (ex. ECC/mL, EPCC/mL)



h.
Report SPC, PAC or PLC plate counts of 0 to 24 as < 25 times the 
                reciprocal of the dilution and report as Eestimated (ex. ESPC/mL,  

                EPAC/mL, EPLC/mL or EPPLC/mL




i.
When colonies on SPC or PLC plates exceed 100/sq cm, compute count by



multiplying 100 x dilution factor x area of plate in sq cm and report as



> computed count estimated



j.
When colonies on PAC films exceed 250, determine the average number



of colonies in 1 square cm (1 cm2) and multiply it by 20 to obtain the total



count per plate



jk.
Computed counts from SPC plates or films outside the 25-250 range are 



reported as Estimated SPC (ESPC) or Estimated PAC (EPAC)



kl.
Counts from Coliform Plate Counts or PetrifilmTM Coliform Count 


> 154 are reported as > 150 Estimated Coliform Count (ECC) or Estimated


Petrifilm ColiformTM Count (EPCC)



m.
On PetrifilmTM High-Sensitivity Coliform Count 5 mL direct films report:





1.
1 to 4 colonies as < 1 coliform  /mL or /g




2.
5 colonies as 1 coliform /mL or /g



3.
> 5 colonies as 1 coliform for every 5 colonies counted, rounding up



up to the next number if not even multiples of 5 (ex. 11 = 3 coliforms




/mL or /g



n.
PetrifilmTM High-Sensitivity Coliform Count films from dilutions:



1.
5 mL of 1:5 dilution provides a 1:1 sensitivity



2.
5 mL of 1:10 dilution provides a sensitivity of 2 coliforms /mL or /g






a.
Run 1:10 dilutions in duplicate to get a sensitivity of 1 coliform





/mL or /g as required by the PMO





b.
If sum of counts of 1:10 dilution is 0, report as <1 coliform





/mL or /g


lo.
If for any reason, an entire plate is not counted, the computed count is



reported as Estimated



mp.
Report only first two left-hand digits




1.
If the third digit is 5 round the second number using the following rules





a.
When the second digit is odd round up (odd up, 235 to 240)





b.
When the second digit is even round down (even down, 225 to





220)




nq.
If all plates from a sample have excessive spreader growth, report as



spreaders (SPR), or are known to contain inhibitor(s) report as growth



inhibitors (GI)




r.
If a laboratory accident renders a plate uncountable, report as laboratory



accident (LA)
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	of the (X - one of the following):

	
	2007 PMO
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	2007 MMSR
	X 
	2400 Forms

	
	2007 Procedures
	
	2007 Constitution and Bylaws

	Items in Italics are explanations. 
3. Thermometers 
    a. If the laboratory uses a reference thermometer that is calibrated at one point only, it 
        must be calibrated at the temperature of use. If the laboratory uses a reference                                    
        thermometer that is calibrated at several points across its entire range, then the 

        temperature points checked must bracket the temperature(s) of use.
      Change the lettering / numbering throughout this section after the addition of the above.

           a. b. National Institute of Standards and Testing (NIST) Certified Traceable                           

                 thermometer or equivalent with the following:  certificate serial number (SN),                                                  

                 calibration date on certificate and annual ice point check.
                       (The NIST thermometers are traceable and not required to be ‘certified’, this       

                       item will correct the language)
               1. previously was 3.a.1. – now 3.b.1.

         2.a. SN: __________ Cert Calib Date: _______ Ice Point: _________                 

            b. SN: __________ Cert Calib Date: _______ Ice Point: _________
            c. SN: __________ Cert Calib Date: _______ Ice Point: _________
            (LEOs are in need of more space to write down the information required during  surveys. Some larger laboratories have 3 standards thermometers. )
         Items 3.a.2&3 incorporated into new item 3.b.2. 
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	6. Pipets

                 Change the order of the items to put the general items first and the calibration items                                                           

                 at the end. 

                 Move Items 6.e.3&4 to 6.e.1&2. 

                 Move Items 6.e.1&2 to 6.e.3&4. 
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	      13. Autoclave

            f. Cycle timing check quarterly (time up, time at and time down) and found to be 

               accurate with time recorded in minutes and seconds, record maintained
        (The above underlined items are explained to laboratories and told to LEOs in              courses but are not written)
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	20. Balance

                  d.1. (Milk:                                                    Date of Last Check:                               )                                                                                                                              

                     2. (Media:                                                  Date of Last Check:                              )

                     3. (Analytical:                                            Date of Last Check:                              )
                     (More room to write for LEOs and consolidation of items)
                  e. Check balance the same day as calibrating pipettes 
                  (To keep analysts from checking the balance AFTER the calibration of pipettors)
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	24. Microbiologically Suitable (MS) Water     

c. Monthly testing criteria (perform all tests on same sample)
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	2007 Procedures
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	3. Thermometers for Use with Test Kits and Laboratory Equipment
d. Accuracy of test thermometers checked against traceable thermometer annually at temperature of use (including electronic thermometers)

4. Refrigeration

e. Record corrected temperature daily from 2 thermometers with bulbs submerged in liquid…
5. Freezer 

d. Record corrected temperature daily from thermometer with bulb submerged in                                        anti-freeze liquid…

       6. Balance, electronic (if necessary)

                  f. Check balance the before calibrating pipettes 
      7. Pipettors

Change the order of the items to put the general items first and the calibration items at                                     the end. 

Move 7.d – h to 7.a – e and 7.a – c to 7.f – h. 

Heading between Items 10 and 11

[Must comply with M-a-86 PMO Appendix N, current revision]
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	           3. Cuvette Heating Block

                  c. Temperature checked and recorded daily each day of use. 

       11. 12 Procedure

                  a. Perform instrument and reagent checks (item 14 11) prior to proceeding

                       1. Readings from item 14 11 are within specification, proceed with calibration

                  m.2. Adjustments made to bring A-D mode checks (item 14 11) into specification

       12. 13 Negative Control

       13. 14 Positive Control

                  c. Test as in items 12 13 c-f
       14. 11 Check Procedures

       15. Test Procedure

 a. Perform all instrument and reagent checks (item 14 11), negative control test    (item 13 14) prior to running analysis

16. Negative Control (see items 9c or 13)
a. Prepare separate control for each product May be prepared from suspect product or                             use laboratory prepared control or Phosphacheck negative control

b. Prepare by heating sample for at least 1 min after thermometer registers 95+1C, 

    stirring or mixing as necessary (TC used)  For the preparation of control using the 
    suspect product:

    1. Prepare by heating sample for at least 1 min after thermometer registers 

        95+1C, stirring or mixing as necessary (TC used)

    c.2. Cool rapidly to 0-4.4C in an ice bath
 d.c. This control must be less than 20 mU/L when tested 

       17. Positive Control (See items 13 9c or 14)

a. Must be prepared from suspect product May be prepared from suspect product or   PhosphaCheck Control Set
       19.b.7.  (items 2119b 1 & 2 above)
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	       4. Syringe
             a. Metal or Microsyringe
             b.3. Syringe Micropipettor etched with identification…..    

             c. Records of syringe (metal or micro) or Micropipettor calibration maintained

      14. Levowitz-Weber Modification of the Newman-Lampert Stain

             g. Exp Date________  Date Opened________
      15. Canadian Formula Stain

            a. Exp Date________ Date Opened________

      17. Pyronin Y-methyl Green Stain for Goat Milk

            a.2. Or, commercially prepared

            Brand_______ Lot No_______ Exp Date_______ Date Opened_______

b.4. Or, commercially prepared

Brand_______ Lot No_______ Exp Date_______ Date Opened_______  

       23. Sample Measurement and Smear Preparation (Micropipettor)

             a. Use clean new tip for each sample

       24. Staining Films

             a.3. Drain off excess stain by resting horizontal edge of slide on absorbent paper
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	       24.b.1.    Slide is run through the following staining scheme

                      Carnoy’s fixative                     5 min

                      50% ethanol                             1 min

                      30% ethanol                             1 min

                      H2O                                          1 min

                      Stain                                         6 min

                      N-Butyl alcohol                       flush briefly

                      Xylene                                     flush briefly

                     a.  Optionally, if smears will not adhere to slides:
                          1.  Allow slide to dry (approx. 10 min) in the dark, after stain step but before      

                               flushing with N-Butyl alcohol OR

                          2.  Allow slide to dry (approx. 10 min) in the dark, after Carnoy’s fixative step

                               but before the 50% alcohol step
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	      11. Delvotest P 5 Pack Kit
             a.1. Use nutrient tablets only with kit as supplied. Do not mix with other kits    

      14. Negative Control

            1. a. Inhibitor free milk……

                a. 1. Test for suitability each time prepared……

                2. Sample ID _______ Date Tested _______  
            b. Manufacturer supplied negative control

                1. Mfg _______ Lot No _______ Exp Date ______

      15. Test Procedure

d. Remove aluminum top foil and using forceps or tablet dispenser add one nutrient tablet to each test well with tablet in contact with surface of agar
e. Mix samples/controls by shaking 25 times in 7 sec through a 1 ft arc or vortex, use within 3 minutes Before removal of any portion, thoroughly mix contents of each container or control, use within 3 minutes
       1. Shake raw sample (approx ¾ full) 25 times in 7 sec through a 1 ft arc

2. Invert filled retail containers 25 times, each inversion a complete up and own motion
                   3. Or, vortex controls for 10 seconds

       16. Laboratory Procedure, Confirmation

a.7.a. Or, alternatively Delvotest P ampoules may be used for raw samples (must be certified for this procedure)
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	       7. Test Procedure

                  f.1. Draw up, avoiding foam and bubbles (tilt sample if needed), …..

                  i.2.a. While holding poly-pipet almost vertically with bulb and overflow reservoir                             side pointing down, depress top bulb and insert into sample (below avoiding foam – tilt sample if needed)



	32nd NATIONAL CONFERENCE ON INTERSTATE MILK SHIPMENTS
	Proposal #:
	217

	
	Committee:
	Lab - 2400

	

	
	No

Action
	Passed as

Submitted
	Passed as

Amended

	   COUNCIL ACTION
	
	X
	

	   FINAL ACTION
	
	X
	

	







	C.  Proposed Solution

	Changes to be made on page(s):
	Idexx New SNAP Form
	of the (X - one of the following):
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	2007 MMSR
	X
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	3. Equipment
d. Rec’d:______ QC Date:______ QC Analyst:______

5. Controls

            a.1. Rec’d:______

b.1. Sample ID:______ Reader Value:______ Date Tested:______

       6. Test Procedure

                  h.1. Draw up, avoiding foam and bubbles (tilt sample if needed), expel and…..

                  i.1. Draw up, avoiding foam and bubbles (tilt sample if needed), expel and….
       6.r. q
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	12.b. Shake vigorously or vortex and let settle 10 minutes at 0-4.4C for re-

        suspension
12.c. Shake vigorously again or vortex and use for test

15.a.1. For fluid white milk milks, unflavored and flavored, invert filled retail container 25 

            times, each inversion a full cycle down and up, shake or vortex negative and positive 

            controls

15.c.1. Use a new pipet tip for each sample or control, place pipet tip in sample or prepared

            control (no more than 1 cm) 
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	of the (X - one of the following):
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	X
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	Include the Charm SL as an acceptable Appendix N test in M-a-85 for the detection of beta lactam drug residues in commingled sheep’s milk.  Amend the current 2400 Form: 2400n-1 Charm SL/SL-6/SL-3 (10/07) to incorporate sheep’s milk under the Charm SL.



	Add test to M-a-85.
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	X
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	2007 Constitution and Bylaws

	24. Microbiologically Suitable (MS) Water

a. Type ______________________

b. System used ____________________

c. Monthly testing criteria

1.  Standard plate count < 1,000 colonies/mL (<10,000 colonies/mL if stored)

2.  Total chlorine residual negative, recorded as less than the detection limit of test used

3.  Resistance Resistivity exceeds 0.5 megohm/-cm or conductance conductivity is less than 2.0 umhos/cm (at 25C).

a. Brand: _________________ Std. ___________________

b. Test performed in another lab __________
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	3. Thermometers

g. Automatic temperature recording instruments, if used, compared weekly against an accurate thermometer, results recorded.

1. Electronic temperature monitoring systems that have the accuracy of the temperature sensor(s) checked annually against a NIST traceable thermometer, records maintained, do not need to be checked weekly against an accurate thermometer.
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	X
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	4. Refrigeration

d. Record temperature (corrected) daily, in AM and PM, from two thermometers with bulbs immersed in liquid (in sealed containers).

2. Electronic temperature monitoring systems that continually monitor the equipment’s temperature and have the capability to compensate for their temperature sensor’s corrections factors do not need to record the corrected temperature. 

5. Freezer

d. Record temperature (corrected) daily, in AM and PM, from two thermometers with bulbs immersed in liquid (in sealed containers).

1. Electronic temperature monitoring systems that continually monitor the equipment’s temperature and have the capability to compensate for their temperature sensor’s corrections factors do not need to record the corrected temperature.

15. Incubator and/or Incubator Room (SPC, PCA and Coliform)

e. Temperature (corrected) recorded from each thermometer twice daily (AM and PM)

1.   Electronic temperature monitoring systems that continually monitor the equipment’s temperature and have the capability to compensate for their temperature sensor’s corrections factors do not need to record the corrected temperature.
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	Cultural Procedures Rev. 1-09, Page 23, Section 33.a.7.a

Add new 1.  Samples held at 13C + or – 1C for 18 hours may be tested for official ESCC.
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	2007 PMO
	
	2005 EML

	
	2007 MMSR
	X
	2400 Forms

	
	2007 Procedures
	
	2007 Constitution and Bylaws

	

	PASTEURIZED MILK CONTAINERS, CLOSURES, AND PACKAGING
[Unless otherwise stated all tolerances are ±5%]

1.
Laboratory Requirements                                                                    ________


a.
Record time and date when samples received                               ________


b.
Record time and date when samples examined                             ________

RINSE METHOD

APPARATUS

2.
See Cultural Procedures (CP), items 1-23                                          ________

3.
Adding rinse solution to containers                                                   ________


a.
Sterile hypodermic syringes (capacity 20 or 100 mL) and needles________


b.
Or, sterile pipets                                                                             ________


c.
Or, sterile automatic syringe                                                           ________


d.
Or, sterile graduate cylinder                                                            ________

        e.
Or, pre-dispensed dilution bottles or tubes with rinse solution,
                 volumes checked as in CP items 25d & 29f                                   ________

MATERIALS

4.
See Cultural Procedures CP, items 24-32                                           ________

5.
Rinse solutions, see CP items 27 i-k                                                   ________


a.
For Standard Plate Count (SPC) and Coliform Plate Count (CPC)
                agar 
based media, see CP items 27 i-k j                                        ________

b.
For Petrifilm™ Aerobic Count (PAC), Petrifilm™ Coliform Count
                (PCC) and High Sensitivity Coliform Count (HSCC) media, 
                see CP items j-k                                                                              ________
6.
Ethyl Alcohol, 70%
                                                                                ________

7.
Plastic tape                                                                                            ________

PROCEDURE

8.
Identify plates (See SPC Plate Count Form, item 4)                          ________

9.
Rinse solution volumes for collection of surface rinse samples    ________


a.
20 mL for ½ pints (236 mL), pints (473 mL), and quarts (946 mL) ________


a.
100 mL for gallons (3784 mL) or larger                                           ________


b.
50 mL for ½ gallons (1892 mL)                                                       ________


c.
100 mL for gallons (3784 mL) or larger                                           ________


c.
20 mL for ½ pints (236 mL), pints (473 mL), and quarts (946 mL) ________


d.
20 mL for 100 mL to less than 236 mL containers                         ________


d e.
Containers less than 100 mL use swab method, see items 19-34 ________


f.
Irregular shaped containers of less than 100 mL use rinse method


as in item 9d above on multiple units or use swab method, see



items 19-34                                                                                     ________

10.
Collection of surface rinse samples                                                   ________


a.
Firm walled paper containers, sealed on line                                 ________


      1.  Swab top of containers with 70% alcohol                                   ________

              2.  Add required amount of rinse solution to each container by
                    injection and seal puncture with plastic tape                              ________

              3.  Vigorously shake container length-wise 10 times, holding
                    container horizontally                                                                  ________


     4.
  Each shake a complete back and forth movement of about 8 in   ________



5.
Turn container 90° and repeat horizontal shaking treatment  ________



6.
Turn container 90° twice more and repeat horizontal shaking________



7.
Grasp container and swirl 20 times in a small circle while
                         upright (top up)                                                                       ________



8.
Invert (top down) and repeat swirling of container 20 times   ________



9.
Stand upright and allow to drain for 1 min                              ________


b.
Plastic capped containers (submitted with caps)                            ________



1.
Swab top of container with 70% alcohol when appropriate    ________



2.
Add required amount of rinse solution by aseptically 
                        removing cap, pouring in solution without touching the top
                        and replace cap                                                                       ________



3.
Complete rinse procedure as described in 10a 3-9 above      ________


c.
Flexible-walled containers/bags                                                      ________



1.
Add 100 mL aseptically by swabbing an area of tube
                        adjacent to liner with 70% alcohol; introduce rinse by
                        syringe and seal puncture with plastic tape                            ________



2.
Place container/bag on smooth, clean, firm horizontal
                        surface as flat as its construction permits                               ________



3.
With hands or roller, move rinse solution back and forth
                        10 times, contacting all surfaces completely                           ________



4.
Lift liner and hang with “fill tube” down to permit rinse
                        solution to collect for one minute                                             ________



5.
Transfer rinse solution to sterile container by cutting
                         “fill tube” with sterile scissors                                                 ________

11.
Sample measurements                                                                         ________


a.
As described in SPC Plate Count Form, items 6 and 7 except      ________


b.
For Residual Bacterial Count (RBC), distribute deposit 2 mL 
                portion in a single SPC plate or deposit two 1 mL portions on
                two PAC plates                                                                                ________

       c.
For Residual Coliform Count (RCC), distribute deposit 10 mL
                of remaining rinse solution among three CPC plates, or deposit
                ten 1 mL portions of remaining rinse solution on ten PCC plates,
                or two 5 mL portions on two HSCC plates                                      ________
12.
Plating (See SPC Plate Count Form, items 13, 44, 57, or 68)            ________

13.
Controls (See SPC Plate Count Form, items 14 or 45) except also ________

         a.    Transfer 1 mL of rinse solution to SPC or PAC plate for RBC 

                sterility control 
                                                                                ________

14.
Incubation (See SPC Plate Count Form, items 15, 46, 58, or 69)      ________

15.
Counting colonies (See SPC Plate Count Form, items 16-18, 
         47-48, 59-60, or 70-71)                                                                          ________

16.
Confirmation test for CPC (See SPC Plate Count Form, item 18e)  ________

17.
Recording counts 
                                                                                ________


a.
Count obtained from RBC plate(s) recorded as colonies counted  ________


b.
If no colonies on RBC plate(s), record as 0                                    ________


c.
Count obtained from RCC plates recorded as colonies counted    ________


d.
If no colonies on RCC plates, record as 0                                      ________


e.
Values are recorded as number of colonies per container              ________

REPORTS

18.
Reporting counts
                                                                                ________


a.
Report computed bacterial count as Residual Bacterial Count
                  (RBC)  / container                                                                          ________



1.
Containers rinsed with 20 mL                                                  ________




a.
2 mL plated for RBC, multiply colonies by 10                 ________



2.
Containers rinsed with 50 mL                                                  ________




a.
2 mL plated for RBC, multiply colonies by 25                 ________



3.
Containers rinsed with 100 mL                                               ________




a.
2 mL plated for RBC, multiply colonies by 50                 ________


b.
Report computed coliform count as Residual Coliform Count 
                 RCC / container                                                                             ________



1.
Containers rinsed with 20 mL                                                 ________




a.
10 mL plated for RCC, multiply colonies by 2                 ________



2.
Containers rinsed with 50 mL                                                  ________




a.
10 mL plated for RCC, multiply colonies by 5                 ________



3.
Containers rinsed with 100 mL                                                ________




a.
10 mL plated for RCC, multiply colonies by 10               ________


c.
If no colonies appear on plate(s), report as less than n / container,



substituting for n the number that would be reported if 1 colony



had been counted from the volume of rinse solution plated and



multiply by appropriate factor                                                          ________

SWAB METHOD
APPARATUS

19.
See Cultural Procedures CP, items 1-23                                             ________

20.
Screw-capped containers                                                                     ________


a.
7 to 10 cm long to contain 5 mL solution for non-soluble swabs     ________


b.
Containing 4.5 mL solution for alginate swabs (SPC & CPC only) ________


c.
Sterile 

                                                                                ________

21.
Swabs



________


a.
Non-toxic


________



1.
Test each lot by swirling several swabs in 5 mL of sterile
                        dilution buffer, test using Bacillus Geobacillus stearothermophilus
                        type assay                                                                               ________



2.
Maintain records                                                                      ________

        b.
Packaged in convenient protective containers and sterilized          ________

        c.
Cotton, non-absorbent (firmly twisted to about 5 mm diameter
                 by 2 cm long over one end of wood applicator stick 12-15 cm
                 long)                                                                                               ________


d.
Or, calcium alginate fibers (SPC & CPC only)                                ________


e.
Or, dacron or rayon fibers                                                               ________

MATERIALS

22.
See items 4 and 5
                                                                                ________

23.
Sodium Hexa-metaphosphate Solution, 10% (if alginate swabs
        used, SPC & CPC only), sterile                                                            ________

24.
Shaking machine, optional                                                                   ________

PROCEDURE

25.
Identify plates (See SPC Plate Count Form, item 4)                           ________

26.
Collection of swab samples from product contact surfaces            ________


a.
Aseptically remove sterile swab from container                              ________


b.
Open vial of solution, wet swab and press out excess solution      ________


c.
Holding swab at 30° angle to surface, rub over 50 sq. cm area



(calculate or use sterile template) three times, reversing direction



between successive strokes                                                           ________



1.
For snap or screw capped closures, calculate number of
                        closures required for product contact surface area of 
                        50 sq. cm
                                                                                ________


d.
Rinse swab in solution and press out excess                                 ________


e.
Swab four additional 50 sq. cm areas                                             ________


f.
After fifth area has been swabbed, position swab head in vial
                and break stick, leaving swab head in vial                                      ________
27.
Sample measurement                                                                           ________


a.
As described in SPC Plate Count Form items 6 and 7 except        ________



1.
If For calcium alginate wool is used, add 0.5 mL of sterile
                        Na Hexa-metaphosphate solution to 4.5 mL rinse solution
                        in vial and shake until dissolved  [Not acceptable for
                        use with 3M Petrifilm™]                                                       ________

               2.
For all other fibers                                                                   ________




a.
Shake swab container 50 times                                      ________




b.
Each shake a complete back and forth movement
                                of 15 cm                                                                           ________




c.
Strike palm of hand at end of each cycle                        ________




d.
Complete shaking in about 10 sec                                  ________




e.
Or, use shaking machine to give equivalent 
                                 mixing/disintegration, approximately 30 sec                   ________


b.
For RBC, transfer deposit 1 mL portion in a single SPC or 
                PAC plate for Residual Bacterial Count (RBC)                                ________


c.
For RCC, transfer deposit 3 mL in a single CPC plate or three 
                 1 mL portions on three PCC plates for Residual Coliform Count 
                (RCC) 
                                                                                        ________

28.
Plating (See SPC Plate Count Form, items 13, 44, or 57)                  ________

29.
Controls (See SPC Plate Count Form, items 14 or 45) except also ________


a.
Transfer 1 mL of rinse solution to SPC or PAC plate for RBC 
                sterility control
                                                                                ________


b.
For alginate swab, break off swab head in bottle containing 
                4.5 mL rinse solution plus 0.5 mL Na Hexa-metaphosphate 
                solution and continue as described in 27a1 & 27b, transferring 
                1 mL rinse solution to plate for RBC sterility control of swab
                and bottle
                                                                                        ________


c.
For all other fibers, break off swab head in bottle containing 
                5 mL rinse solution and continue as described in item 27a2 & 
                27b, transferring 1 mL rinse solution to plate for RBC sterility 
                control of swab and bottle                                                                ________
30.
Incubation (See SPC Plate Count Form, items 15, 46, or 58)            ________

31.
Counting colonies (See SPC Plate Count Form, items 16-18, 
         47-48, or 59-60)                                                                                     ________
32.
Confirmation for CPC test (See SPC Plate Count Form, item 18e)  ________

33.
Recording Counts

________


a.
Count obtained from RBC plate recorded as colonies counted      ________

        b.
If no colonies on RBC plate, record as 0                                        ________


c.
Count obtained from RCC plate(s) recorded as colonies counted ________


d.
If no colonies on RCC plate(s), record as 0                                   ________

REPORTS

34.
Reporting Counts
                                                                                ________


a.
Report RBC count as count n/50 sq cm by dividing count in 33a 
                 recorded 
in 33a / 50 sq cm                                                             ________


b.
If no colonies on RBC plate, report as < 1 / 50 sq cm                     ________


c.
Report RCC count as count recorded in 33c                                   ________

        d.     If no colonies on RCC plate(s), report as < 1                                  ________
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	Appendix N Bulk Milk Tanker Screening Test Form – General Requirements (Appn/GenReq – Rev. 2/05) 

4e.  Refrigeration 

       Record temperature daily from 2 thermometers with bulbs submerged in liquid, placed on upper and lower shelves of use [NCIMS Certified Laboratories and Certified Industry Supervisors, AM and PM]   

Temperature recorded by a temperature recording device in addition to 2 thermometers with bulbs submerged in liquid, placed on upper and lower shelves of use.  The probe for the temperature recording device must be placed as near as possible to the warmest part of the sample refrigerator.  Charts/data must be retained for 2 years for certification/approval purposes.  Temperature of the indicating thermometer is to be recorded once per week to verify the recording chart accuracy.  




	32nd NATIONAL CONFERENCE ON INTERSTATE MILK SHIPMENTS
	Proposal #:
	226

	
	Committee:
	Lab - 2400

	

	
	No

Action
	Passed as

Submitted
	Passed as

Amended

	   COUNCIL ACTION
	
	X
	

	   FINAL ACTION
	
	X
	

	

	C.  Proposed Solution

	Changes to be made on page(s):
	Cultural Procedures-General Requirements
	of the (X - one of the following):

	
	2007 PMO
	
	2005 EML

	
	2007 MMSR
	X
	2400 Forms

	
	2007 Procedures
	
	2007 Constitution and Bylaws

	Change 3g – add:  Wireless/Wired Temperature Monitoring Systems

1. Each probe used in the system is tested for accuracy, by comparison to a NIST Certified Thermometer, at temperature of use, before initial use and annually.

2. Each probe used in the system is adjusted, if needed, to that of the NIST certified thermometer by some means.  The software must record each temperature probe in the piece of equipment being monitored and also be set to register an alert/alarm when out of the required range.

3. A minimum two-day backup for each probe is required in case the power, (battery/electrical) should fail.

4. Appropriate records – Each probe would be set to record the temperature, at least, in the early morning and late afternoon.  A record of each piece of equipment being monitored would available as in item 2.

Change the old 3g to 3h

Change the old 3h to a new 3i
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	Add to page 15 “27. Media”:

c. Easygel Aerobic Plate Count, Pectin Gel Method

1. Lot No. _________ Exp. Date __________

Rcd. Date __________ Date Opened ________

Re-letter c. – r., currently in Form 2400 

Add to page 20 “29.Prepared Media Storage”:

e. Easygel Aerobic Plate Count plate storage

1. Store at room temperature.

2. Use before expiration date on package.
3. Store Easygel pretreated petri dishes at room temperature. Reseal unused dishes in bag.

Re-letter e. – f., currently in Form 2400 
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	Add to “27. Media”:

f. Easygel Violet Red Bile, Coliforms in Dairy Products, Pectin Gel Method

1. Lot No. _________ Exp. Date __________

Rcd. Date __________ Date Opened ________

Re-letter e. – r., currently in Form 2400 

Add to “29.Prepared Media Storage”:

f. Easygel Violet Red Bile plate storage.

1. Store frozen. Thaw at room temperature prior to use.

2. Use before expiration date on package.

3. Store Easygel pretreated petri dishes at room temperature. Reseal unused dishes in bag.

Re-letter e. – f., currently in Form 2400


	32nd NATIONAL CONFERENCE ON INTERSTATE MILK SHIPMENTS
	Proposal #:
	232

	
	Committee:
	Grade A

	

	
	No

Action
	Passed as

Submitted
	Passed as

Amended

	   COUNCIL ACTION
	
	
	X

Substitute solution

	   FINAL ACTION
	
	
	X

Substitute solution

	







	C.  Proposed Solution

	Changes to be made on page(s):
	6, 126
	of the (X – one of the following):

	X
	2007 PMO
	
	2007 EML

	
	2007 MMSR
	
	2400 Forms

	
	2007 Procedures
	
	2007 Constitution and Bylaws

	Page 6 PMO:

 XE "Milk products, definition" 

 XE "Milk:cultured" X. 
MILK PRODUCTS: Milk products include cream, light cream, light whipping cream, heavy cream, heavy whipping cream, whipped cream, whipped light cream, sour cream, acidi​fied sour cream, cultured sour cream, half-and-half, sour half-and-half, acidified sour half-and-half, cultured sour half-and-half, reconstituted or recombined milk and milk products, concentrated (condensed) milk, concentrated (condensed) milk products, concentrated (condensed) and dry milk products, nonfat (skim) milk, reduced fat or lowfat milk, frozen milk concentrate, eggnog, 

butter​milk, buttermilk products, whey, whey products, cultured milk, cultured reduced fat or loft milk, cul​tured nonfat (skim) milk, yogurt, lowfat yogurt, nonfat yogurt, acidified milk, acidified reduced fat or lowfat  milk, acidified nonfat (skim) milk, low-so​dium milk, low-sodium reduced fat or lowfat milk, low-sodium nonfat (skim) milk, lactose-reduced milk, lactose-reduced reduced fat or lowfat milk, lactose-red​uced nonfat (skim) milk, aseptically proc​essed and packaged milk and milk products as defin​ed in this Sec​tion, milk, reduced fat, lowfat milk or nonfat (skim) milk with added safe and suitable microbial organisms and any other milk product made by the addition or subtrac​tion of milkfat or ad​dition of safe and suitable op​tional ingredients for protein, vitamin or mineral fortification of milk products def​ined herein XE "Milk:lowfat" 

 XE "Optional ingredients" 

 XE "Reconstituted or recombined milk and milk products" .2,3

Milk products also include those dairy foods made by modifying the federally standardized products listed in this Section in accordance with 21 CFR 130.10-Requirements for foods named by use of a nutrient content claim and a standardized term.
Grade "A" Milk and Milk Products include:

1. All milk and milk products with a standard of identity provided for in 21 CFR Part 131, excluding 21 CFR Part 131.120 Sweetened Condensed Milk.

2. Cottage cheese (21 CFR Part 133.128) and Dry curd cottage cheese (21 CFR Part 131.129)2
3. Whey and Whey products as defined in 21 CFR 184.1979, 184.1979a, 184.1979b, 184.1979c, (and Section 1, Definition QQ of this Ordinance.)

4. Modified versions of these foods listed above in Items 1 and 2, pursuant to 21 CFR Part 130.10 - requirements for foods named by use of a nutrient content claim and a standardized term.

5. Milk and milk products as defined in Items 1, 2, 3 and 4 above, packaged in combination with food(s) not included in this definition that are appropriately labeled with a statement of identity to describe the food(s) in final packaged form (e.g., " cottage cheese with pineapple", "fat free milk with plant sterols."

6. Products not included in Items 1-5 are Grade "A" milk products which have a minimum of 2.0% milk protein (Total Kjeldahl Nitrogen (TKN) X6.38) and a minimum of sixty-five percent (65%) by weight milk, milk product or a combination of milk products.
Safe and suitable (as defined in 21 CFR 130.3(d)) non-grade “A” dairy ingredients, can be utilized in the products defined in Items 1-6 when added to a level needed for a functional or technical effect, and limited by Good Manufacturing Practices (GMPs) and are either: 

a)  Prior sanctioned or otherwise approved by FDA, or 

b) GRAS (generally recognized as safe), or
c) An approved food additive listed in the CFR.

Except that with respect to those products which have a federal standard of identity, only ingredients provided for in the standard may be utilized.

Note: When a non-grade "A" dairy ingredient is used to increase weight or volume of the product, or displace grade "A" dairy ingredients, this use is not a suitable functional or technical effect.

 XE "Requirements for Foods Named by Use of a Nutrient Content Claim" 

 XE "Nutrient Content Claim" 

 XE "Milk:reduced fat (see 21 CFR 130.10)"  

 XE "Milk:products defined by 21 CFR 130.10" This Definition shall include those milk and milk products, as defined herein above, which have been aseptically processed and then packaged. 
This Definition does not include:

1. A milk or milk product in which the milkfat of the milk or milk product has been substituted in part or in whole by any other animal or vegetable fat; provided that other fat sources may be included when they are used for purposes currently accepted in any other Grade “A” milk or milk product, such as carriers for vitamins and as an ingredient in emulsifiers and stabilizers;

2. Coffee based products where coffee or water is the primary ingredient as indicated in the ingredient statement;
3. Tea based products where tea or water is the primary ingredient as indicated in the ingredient statement;

3. 4. This Definition is not in​tended to include dDiet​ary products (except as defined herein);
4.  5. Infant formula;
5.  6. Ice cream or other frozen desserts;

6.  7. Butter;

7.  8. Cheese (standardized or non-standardized); or

8.  9. Puddings.
This definition is not in​tended to include diet​ary products (except as defined herein), infant formula, ice cream or other frozen desserts, butter or cheese. or m M XE "Milk:condensed" ilk and milk products which have been retort processed after packaging, or which have been concentrated (condensed) or dried are only included in this Definition only if they are used as an ingredient to produce any milk or milk product defined herein above or if they are labeled as Grade “A” as described in Section 4. 

Powdered dairy blends may be labeled Grade “A” and used as ingredients in Grade “A” dairy milk and milk products, such as cottage cheese dressing mixes or starter media for cultures used to produce various Grade “A” cultured milk and milk products, if they meet the requirements of this Ordinance.   If used as an ingredient in Grade “A” milk and milk products, such as those listed above, blends of dairy powders must be blended under conditions, which meet all applicable Grade “A” requirements. Grade “A” powder blends must be made from Grade “A” powdered dairy milk and milk products, except that small amounts of functional ingredients, (total of all such ingredients shall not exceed 5% by weight of the finished blend) which are not Grade “A” are allowed in Grade “A” blends when the finished ingredient is not available in Grade “A” form, i.e., sodium caseinate. This is similar to the existing FDA position that such dairy ingredient in small cans of freeze-dried starter culture need not be Grade “A”.

Page 126 PMO 
Footnotes

2 Regulatory Agencies desiring to not regulate cottage cheese and dry curd cottage cheese under the terms of this Ordinance should insert delete the following definitions:

Cottage cheese is the product defined in 21 CFR 133.128.

Dry curd cottage cheese is the product defined in 21 CFR 133.129
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	 XE "Milk products, definition" 

 XE "Milk:cultured" X. 
MILK PRODUCTS: ...Powdered dairy blends may be labeled Grade “A” and used as ingredients in Grade “A” dairy milk and milk products, such as cottage cheese dressing mixes or starter media for cultures used to produce various Grade “A” cultured milk and milk products, if they meet the requirements of this Ordinance.   If used as an ingredient in Grade “A” milk and milk products, such as those listed above, blends of dairy powders must be blended under conditions, which meet all applicable Grade “A” powdered dairy blends requirements. Grade “A” powder blends must be made from Grade “A” powdered dairy products, except that small amounts of functional ingredients, (total of all such ingredients shall not exceed 10 5% by weight of the finished blend) which are not Grade “A” are allowed in Grade “A” blends when the finished ingredient is not available in Grade “A” form, i.e., sodium caseinate. This is similar to the existing FDA position that such dairy ingredient in small cans of freeze-dried starter culture need not be Grade “A”. 
X-1. Dry Milk Products:  Dry milk products mean products resulting from the drying of milk or milk products and any product resulting from the combination of dry milk products with other wholesome dry ingredients.

X-2. Grade "A" Dry Milk Products:  Grade “A” dry milk products mean dry milk    products, which comply with the applicable provisions of this Ordinance
X-3. Powdered Dairy Blends: Powdered dairy blends means a product that is a combination of dairy and non-dairy ingredients, for which the dairy ingredients constitute at least 40 85%, by weight, of the powdered blend. 

X-4. Grade "A" Powdered Dairy Blends: Powdered dairy blends (defined in X-3) may be labeled Grade “A” and used as ingredients in Grade “A” milk and milk products, such as cottage cheese dressing mixes or starter media for cultures that are further used to produce various Grade “A” milk and milk defined above if they meet the requirements of this Ordinance.  If used as an ingredient in a Grade “A”milk and milk products, dairy powered blends must be blended under conditions, which meet all applicable Grade “A” requirements. The dairy ingredients used to make the Grade "A" powdered dairy blends shall be from Grade "A milk and milk products, except safe and suitable non-Grade "A" dairy ingredients shall be permitted when a Grade "A" form is not available (i.e., sodium caseinate, whey protein isolates).
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	SECTION 1. DEFINITIONS
Page 5

S. HOOVED MAMMALS’ MILK:  Hooved mammals’ milk is the normal lacteal secretion, practically free of colostrum, obtained by the complete milking of one (1) or more healthy hooved mammals.  Hooved mammals for the purpose of this Ordinance, include but are not limited to, the members of the Order Cetartiodactyla, such as: Family Bovidae (cattle, water buffalo, sheep, goats, yaks, etc.), Family Camelidae (llamas, alpacas, camels, etc.),  Family Cervidae (deer, reindeer, moose, etc.), and Family Equidae (horses, donkeys, etc.).  This product shall be produced according to the sanitary standards of this Ordinance. (Refer to the NOTE: on page 26)
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2007 PMO – Section 3 – Permits;  Reinstatement of Permits, page 13: 

SUSPENSION OF PERMIT:

1.
If the monetary penalty is due to a violation of the bacterial or cooling temperature standards, the Regulatory Agency shall conduct an inspection of the facility and operating methods and make the determination that the conditions responsible for the violation have been corrected.  Samples shall then be taken at the rate of not more than two (2) per week on separate days within a three (3) week period in order to determine compliance with the appropriate standard as determined in accordance with Section 6 of this Ordinance.

2.
If the monetary penalty is due to a violation of the somatic cell count standard, the Regulatory Agency shall verify that the milk supply is within acceptable limits as prescribed in Section 7 of this Ordinance.  Samples shall then be taken at the rate of not more than two (2) per week on separate days within a three (3) week period in order to determine compliance with the appropriate standard as determined in accordance with Section 6 of this Ordinance.

REINSTATEMENT OF PERMITS: Any permit holder whose permit has been suspended may make written application for the reinstatement of their permit. When the permit suspension has been due to a violation of any of the bacterial, coliform or cooling temperature standards, the Regulatory Agency, within one (1) week after the receipt of notification for reinstatement of permit, shall issue a temporary permit after determining by an inspection of the facilities and operating methods that the conditions responsible for the violation have been corrected. When a permit suspension has been due to a violation of the somatic cell count standard, the Regulatory Agency may issue a temporary permit whenever a re-sampling of the herd's milk supply indicates the milk supply to be within acceptable limits as prescribed in Section 7. Samples shall then be taken at the rate of not more than two (2) per week on separate days within a three (3) week period. This accelerated sampling applies to bacteria, coliform, somatic cell count and temperature violations. and the  The Regulatory Agency shall reinstate the permit upon compliance with the appropriate standard as determined in accordance with Section 6 of this Ordinance.

2007 PMO – Appendix E – Examples of 3-Out-Of-5 Compliance Enforcement Procedures, pages 198-199: 

Table 11.  Example of Enforcement Procedures for Pasteurized Milk Laboratory Examinations

	Date
	Bacterial Count per mL
	Enforcement Action as Applied to a Standard of 20,000/mL

	1/05/0709
	6,000
	No Action Re​quired

	1/28/0709
	11,000
	No Action Required

	2/11/0709
	12,000
	No Action Required

	3/15/0709
	22,000
	Violative; No Action Required

	3/25/0709
	23,000
	Violative; Written no​tice to the milk plant, 2 of last 4 counts ex​ceed the stan​dard.  (This no​tice shall be in effect as long as 2 of the last 4 consecu​tive sam​ples ex​ceed the stan​dard).  Addi​tional sam​ple re​quired with​in 21 days from the date of the notice, but not before the lapse of three (3) days.

	4/02/0709
	9,000
	No Action Required

	4/19/0709
	51,000
	Violative (3 of last 5 counts ex​ceed the stan​dard);

Required Regulatory Actions:

1.   Suspend the milk plant per​mit; or

2.  Forego permit suspension, provided the milk or milk product(s) in violation are not sold as Grade “A” milk or milk product(s); or 

3.  Impose monetary penalty in lieu of permit suspension, provided the milk or milk product(s) in violation are not sold as Grade “A” milk or milk product(s).


	4/23/0709
	
	Issue tempo​rary per​mit (if applicable) after a milk plant inspec​tion. Begin accelerated sampling schedule. Samples shall be taken at the 

rate of not more than two (2) per week on separate days within a three (3) week period in order to determine compliance with the appropriate 

standard as determined in accordance with Section 6 of this Ordinance.  (Refer to Section 3)

	4/25/0709
	11,000
	No Action Required

	4/29/0709
	3,000
	No Action Required

	5/4/0709
	22,000
	Violative; No Action Re​quired 

NOTE:  Samples collected prior to 4/23/0709 are not used for subsequent bacterial count enforcement purposes.

	5/9/0709
	5,000
	Permit Fully Rein​stated 


Table 12.  Example of Enforcement Procedures for Raw Milk Laboratory Examinations XE "Abnormal milk" 
	Date
	Confirmed Somatic Cell Counts per mL
	Enforcement Action as Applied to a Standard of 750,000 per Ml

	7/10/0709
	500,000

	No Action Required

	8/15/07
09
	600,000
	No Action Required

	10/1/0709
	800,000
	Violative; No Action Required

	11/7/0709
	900,000
	Violative; Written notice to producer, 2 of last 4 counts ex​ceed the stan​dard.  (This no​tice shall be in effect as long as 2 of the last 4 con​secu​tive sam​ples ex​ceed the stan​dard).  Addi​tional sam​ple re​quired with​in 21 days from the date of the notice, but not before the lapse of three (3) days.

	11/14/0709
	1,200,000
	Violative (3 of last 5 counts ex​ceed the stan​dard);

Required Regulatory Actions:

1.   Suspend producer per​mit; or

2.   Forego permit suspension, provided the milk in violation is not sold as Grade “A”; or 

3. Impose monetary penalty in lieu of permit suspension, provided the milk in violation is not sold or offered for sale as Grade “A” product. Except that a milk producer may be assessed a monetary penalty in lieu of permit suspension for violative counts provided:  If the monetary penalty is due to a violation of the somatic cell count standard, the Regulatory Agency shall verify that the milk supply is within acceptable limits as prescribed in Section 7 of this Ordinance.  Samples shall then be taken at the rate of not more than not more than two (2) per week on separate days within a three (3) week period in order to determine compliance with the appropriate standard as determined in accordance with Section 6 of this Ordinance.  (Refer to Section 3)

	11/18/0709
	700,000
	Issue temporary permit (if applicable) after sampling indicates the milk is within the standards prescribed in Section 7.  Begin accelerated sampling schedule as cited under 11/14/09.

	11/20/0709
	800,000
	Violative; No Action Required

NOTE:  Samples collected prior to 11/18/0709 are not used for subsequent somatic cell count enforcement purposes.

	11/24/0709
	700,000
	No Action Required

	11/29/0709
	550,000
	No Action Required

	12/3/07
09
	400,000
	Permit Fully Reinstated


2007 MMSR – Product Compliance; Item e; page 70: 

e. "Reinstating accelerated sample(s)" for bacterial, cooling temperature, or somatic cell counts taken at a rate of not more than two (2) per week on separate days within a three (3) week period.
2007 MMSR – Product Compliance; item f, page 76:

f. "Reinstating accelerated samples" for bacterial, cooling temperature, or coliform counts taken at a rate of not more than two (2) per week, on separate days, within a three (3) week period (except for drug residues).
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	pmo, section 5, certified industry inspection, pages 20-21

Re-Certification: The Regulatory Agency shall notify the certified industry inspector of the need for certification renewal at least sixty (60) days prior to its expiration.  If re-certification is desired, the inspector will make appropriate arrangements for the renewal procedure.  Re-certification can be made for the succeeding three (3) year period, by following the procedures outlined above except that a minimum of ten (10) randomly selected dairy farms and/or two (2) milk tank trucks, as applicable for the type of re-certification, shall be inspected.  Provided, that re-certification may be conducted during the course of an official inspection by the Regulatory Agency.  In order to be re-certified, an certified industry inspector shall agree with the Regulatory Agency eighty percent (80%) of the time on individual Items of sanitation and shall further agree to comply with the administrative procedures established by the Regulatory Agency for the program of dairy farm and/or milk tank truck supervision.  The Regulatory Agency should allow sufficient time to discuss the findings with the applicant.  Should the Regulatory Agency determine that a certified industry inspector has failed to demonstrate proficiency in the above re-certification procedures, the Regulatory Agency may require the certified industry inspector to perform the initial certification procedures.

Reports and Records: Upon satisfactory completion of certification or re-certification, the certified industry inspector shall be issued a certificate or notified of satisfactory continuing re-certification. The milk plant(s) or officially designated laboratory(ies) employing the inspector shall be formally notified by letter of the certification.  The letter shall outline the purpose of the certification and the conditions under which the certification may be retained.  A copy of the notification letter, together with a copy of the qualification data above and a resume ledger of the percentage agreement on individual items, shall be retained by the Regulatory Agency.
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	6c. Sheep Milk: Any of the following confirmatory or screening test procedures shall be used: Single Strip Direct Microscopic Somatic Cell Count or Electronic Somatic Cell Count. When results from the Single Strip Direct Microscopic Somatic Cell Count (DMSCC) procedure exceed the 750,000/per mL. limit standard set forth in this ordinance Ordinance, the count must have been derived from, or be confirmed by, using the Pyronine Y Methyl-Green Stain or the "New York modification". 
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	Request FDA to issue a memorandum clarifying documentation of proper cleaning and sanitation for multiple loads.




	32nd NATIONAL CONFERENCE ON INTERSTATE MILK SHIPMENTS
	Proposal #:
	254

	
	Committee:
	Lab

	

	
	No

Action
	Passed as

Submitted
	Passed as

Amended

	   COUNCIL ACTION
	
	
	X

	   FINAL ACTION
	
	
	X

	

	C.  Proposed Solution

	Changes to be made on page(s):
	209-212
	of the (X - one of the following):

	X
	2007 PMO
	
	2005 EML

	
	2007 MMSR
	
	2400 Forms

	
	2007 Procedures
	
	2007 Constitution and Bylaws

	Strike out text to be deleted and underline to be added.

APPENDIX G. CHEMICAL AND BACTERIOLOGICAL TESTS

I. PRIVATE WATER SUPPLIES AND RECIRCULATED WATER -

BACTERIOLOGICAL

Reference: Section 7, Items 8r, 19r, 7p and 17p.

Application: To private water supplies, used by dairy farms, milk plants, receiving stations, transfer stations and milk tank truck cleaning facilities, and to recirculated cooling water, used in milk plants, receiving stations and dairy farms.

Frequency: Initially; after repair, modification or disinfection of the private water supplies of dairy farms, milk plants, receiving stations, transfer stations and milk tank truck cleaning facilities, and thereafter; semiannually for all milk plants, receiving stations, transfer stations and milk tank truck cleaning facilities water supplies and at least every three (3) years on dairy farms. Recirculated cooling water in milk plants, receiving stations and on dairy farms shall be tested semiannually.

Criteria: A Most Probable Number (MPN) of coliform organisms of less than 1.1 per 100 mL, when ten (10) replicate tubes containing 10 mL, or when five (5) replicate tubes containing 20 mL are tested using the mMultiple tTube fFermentation (MTF) technique, or when the MMO-MUG multiple tube procedure is used one of the Chromogenic Substrate techniques; a direct count of less than 1 per 100 mL using the mMembrane fFilter (MF) technique;, or a presence/absence determination indicating less than 1.1 1 per 100 mL when one vessel containing 100 mL are tested using the MTF technique or one of the Chromogenic Substrate techniques. using an MMO-MUG and or XGAL-MUG presence/absence technique. (The MMO-MUG and XGAL-MUG Chromogenic substrate techniques is are not acceptable for recirculated cooling water). 100 ± 2.5 ml water will be used for this analysis. Any sample producing a bacteriological result of Too Numerous To Count (TNTC, greater than 200 total bacteria colonies per 100 mL) or cConfluent gGrowth (CG, bacterial growth covering the entire filtration area or a portion thereof and colonies are not discrete) or greater than two hundred (200) total bacteriological colonies per 100 mL by the membrane filter MF technique; or confluent growth turbidity in a presumptive test and without gas in confirmation by the MTF technique (both MPN and P/A format) by the multiple tube fermentation, MPN technique, without coliform present, shall be considered invalid and shall be resampled and have a subsequent hHeterotrophic pPlate cCount (HPC) from the same sample or subsequent resample of less than five hundred (500) colonies per mL in order to be deemed satisfactory. Findings by HPC shall be reported as present pPositive or less than 1 per 100 mL, absent nNot-fFound for coliform organisms.

Apparatus, Method, and Procedure: Tests performed shall conform with the current edition of SMEWW or with FDA approved, EPA promulgated methods for the examination of water and waste water or the applicable 2400 series laboratory forms.

Corrective Action: When the laboratory report on the sample is unsatisfactory, the water supply in question shall again be physically inspected and necessary corrections made until subsequent samples are bacteriologically satisfactory.

II. PASTEURIZATION EFFICIENCY - FIELD PHOSPHATASE TEST

Reference: Section 6.

Frequency: When any laboratory phosphatase test is positive, or any doubt arises as to the adequacy of pasteurization due to noncompliance with equipment, or requirements of Item 16p.

Criteria: Less than 350 mU/L by an electronic phosphatase procedure. (Refer to the SMEDP) Apparatus: Fluorophos (Advanced Instruments) and Paslite (Charm Sciences), approved/validated standards and accessories.

Methods: The test is based on the detection of the phosphatase enzyme, a constituent that is inactivated by pasteurization at 63°C (145°F) for thirty (30) minutes or 72°C (161°F) for fifteen (15) seconds. When pasteurization is faulty, some phosphatase remains and is detected through determined by the electronic detection of fluorescent or chemiluminescent by-products of its action on the approved test system’s substrates. phosphoricphenyl esters, releasing phenol, which is measured quantitatively by the addition of dibromo-or dichloro-quinonechlorimide to form an indophenol blue color.

Procedure: Refer to the SMEDP and applicable 2400 series laboratory forms for details on phosphatase tests.

Corrective Action: Whenever a phosphatase test is positive, the cause shall be determined.

Where the cause is improper pasteurization, it shall be corrected and any milk or milk products involved shall not be offered for sale.

III. PHOSPHATASE REACTIVATION IN HTST PASTEURIZED PRODUCTS

The presence of an appreciable quantity of phosphatase in milk and cream after heat treatment has been traditionally regarded as evidence of inadequate pasteurization. However, with the advent of modern HTST methods, evidence has been accumulating that under certain conditions, the relationship between inadequate pasteurization and the presence of phosphatase does not hold.

A number of investigators who have studied HTST pasteurizing methods have concluded that while a negative test can be obtained immediately after pasteurization, the same sample may yield a positive test after a short period of storage, particularly if the product is not continuously or adequately refrigerated. This phenomenon has come to be known as reactivation.

Reactivation may occur in HTST pasteurized products, after storage, at temperatures as low as 10°C (50°F), although 34°C (93°F) is optimum. Products of high fat content generally produce relatively more reactivable phosphatase.

Reactivation is greatest in products pasteurized at about 110°C (230°F) but may occur in products pasteurized at much higher temperatures and as low as 73°C (163°F).

It has been noted that an increase in holding time during pasteurization will reduce reactivation.

The addition of magnesium chloride acetate to HTST processed milk or cream, after pasteurization but before storage, accelerates reactivation. The difference in activity between an adequately pasteurized sample, stored with and without magnesium, and an inadequately pasteurized sample, stored with and without magnesium, forms the basis of a test for differentiating reactivated from residual, inadequately pasteurized, phosphatase.

IV. DETECTION OF PESTICIDES IN MILK

Any Regulatory Agency that has adopted this Ordinance should operate under a control program that will insure that milk supplies are free from pesticide contamination, in conformance with Section 2.

Pesticide compounds gain access to milk by various routes. Insecticide contamination may result from, including any of the following:

1. Application to the lactating animals;

2. Inhalation of toxic vapors, by the animals, following application of insecticides to their environment;

3. Ingestion of residues in feed and water; and

4. Accidental contamination of milk, feed and utensils. Herbicide contamination may result from residues on the lactating animals feed and in their water supply and/or rodenticides may be present in milk as a result of accidental contamination.

At the present time, chlorinated hydrocarbon pesticides are the chief concern. While there are other pest control compounds that are more toxic than the chlorinated hydrocarbons, many of the agents in this latter group tend to accumulate in the body fat of both lactating animals and human beings, and are secreted in the milk of contaminated lactating animals. The accumulation of these toxic agents in persons continually consuming contaminated milk may reach hazardous concentrations.

Advances in residue analysis have resulted in a radical decrease in the use of paper chromatographic screening procedures for milk, because of its rather limited sensitivity. Regulatory Agencies can now routinely detect residues as low as 0.01 ppm of many of the chlorinated organic pesticides. Satisfactory screening procedures should, therefore, attain this level of sensitivity, which usually necessitates the use of gas chromatography or thin layer chromatography.

General screening procedures of the latter two (2) types are described and discussed in Volume 1 of the Pesticide Analytical Manual (PAM) published by FDA.

The need for closer scrutiny of milk supplies for pesticide residues has stimulated considerable research in detection technology. The Regulatory Agency entering upon a surveillance program should carefully check the available equipment in relation to its adaptability to the indicated need.

While a schedule of testing comparable to that for microorganisms, four (4) tests of individual producer’s milk during any consecutive six (6) months, would be desirable, broad-spectrum procedures are too time consuming to render such a schedule feasible. As a more practical approach, the following procedure is suggested:

1. Test one (1) load of milk from each milk tank truck route, every six (6) months, by a broad spectrum method and trace positive samples; or

2. Test each producer's milk four (4) times every six (6) months for the most common chlorinated hydrocarbon pesticides, by available instrumental methodology.

NOTE: The above testing disciplines may be applied conveniently to can milk supplies. Where Procedure 1 is used, samples of commingled milk from known sources are drawn from receiving station storage tanks. Sampling for Procedure 2 may be done directly from the weigh tank.

V. DETECTION OF DRUG RESIDUES IN MILK

The problem of drug residues in milk is associated with their use in the treatment of mastitis and other diseases. Failure to withhold milk from the market for a sufficient length of time after treatment may result in the presence of drug residues in milk. Such milk is undesirable for two (2) reasons:

1. It comes from an unhealthy lactating animal; and

2. It is adulterated.

The allergenic properties of certain drugs in common use make their presence in milk potentially hazardous to consumers. Also, substantial losses of byproducts may be sustained by the milk industry each year because of the inhibitory effects of drug residues on the culturing process.

Drug residues should shall be tested for, using tests provided for in Section 6 of this Ordinance. These tests are specified in memoranda from the FDA. (Refer to the latest edition of M-a-85, M-a-86, and the 2400 series forms for each specific test method.)

NOTE: Bacillus stearothermopilus disk assay analysis performed to fulfill the provisions of

Section 7 of this Ordinance must be capable of detecting at least four (4) of six (6) Beta lactam drugs at or below FDA reference levels. A zone equal to or greater than 16mm will be considered positive when the Bacillus stearothermophilus disk assay is used, provided the 5ppb Beta lactam control zone is 16-20mm. (Refer to the most recent FDA 2400 Series Form(s) for details related to this analysis.)

VI. ANALYSIS OF MILK AND MILK PRODUCTS FOR

VITAMIN A AND D3 CONTENT

Reference: Section 6.

Frequency: Annually for each product type, or when any doubt arises as to the adequacy of

vitamin fortification. (Refer to Appendix O.)

Methods: Vitamin testing shall be performed using test methods acceptable to FDA and other official methodologies that give statistically equivalent results to the FDA methods.

REFERENCES

Official Methods of Analysis of AOAC INTERNATIONAL, 17th Edition, 2000.

Pesticide Analytical Manual, (PAM) available from the U. S. Food and Drug Administration,

Center for Food Safety and Applied Nutrition, HFS-335, 5100 Paint Branch Parkway, College

Park, MD 20740-3835.
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	Appendix G. Chemical and Bacteriological Tests 

II. Pasteurization Efficiency- Field Phospatase Test 

Apparatus: Fast Alkaline Phosphatase – FAP  (Charm Sciences, Inc.), Fluorophos (Advanced Instruments) and Paslite and Fast Alkaline Phosphatase (Charm Sciences, Inc), approved/validated standards and accessories. 

Methods:  The test is based on the detection of the phosphatase enzyme, a constituent that is inactivated by pasteurization at 63°C (145°F) for thirty minutes or 72°C (161°F) for fifteen (15) seconds.  When pasteurization is faulty, some phosphatase remains and is determined by the electronic detection of fluorescent or chemiluminescent by-products of its action on the approved test system’s substrates.detected through its action on dioxetane substrates, releasing a chemiluminescent or fluorescent signal that is detected electronically. On phosphoriecphenyl esters, releasing phenol, which is measured quantitatively y the addition of dibromo-or dichloro-quinonechlorimide to form an indophenol blue color. 
Accept a new 2400 form for the Fast Alkaline Phosphatase method.
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	Add additional  the following CFR citations to Appendix L where appropriate.

21 CFR Part 175 – INDIRECT FOOD ADDITIVES: ADHESIVES AND COMPONENTS OF COATINGS

21 CFR Part 176 – INDIRECT FOOD ADDITIVES: PAPER AND PAPERBOARD COMPONENTS

21 CFR Part 177 – INDIRECT FOOD ADDITIVES: POLYMERS

21 CFR Part 178 – INDIRECT FOOD ADDITIVES: ADJUVANTS, PRODUCTION AIDS, AND SANITIZERS
21 CFR Part 7 – ENFORCEMENT POLICY
21 CFR 184.1666 - Propylene glycol.

21 CFR 182.6285 - Dipotassium phosphate.
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	Copy the language found on page 24 of the PMO listed below back into Appendix N, where it was originally located.

APPENDIX N (page 327):     XE "Appendix N:Drug Residue Testing" \r "appxn" 

 XE "Drug residue:Appendix N monitoring" \r "appxn" I. INDUSTRY RESPONSIBILITIES XE "Drug residue:testing" 
pmo, appendix n, page 327

Monitoring and Sur​veil​lan​ce:
 XE "Bulk milk pickup tanker:drug residue screening" Industry shall screen all bulk milk pickup tankers, regardless of final use, for Beta lactam drug resi​dues.  When the Commissioner of the FDA determines that a potential problem exists with animal drug residues or other contaminants in the milk supply, samples shall be analyzed for the contaminant by a method(s) determined by FDA to be effective in determining compliance with actionable levels or established tolerances. This testing will continue until such time that the Commissioner of the FDA is reasonably assured that the problem has been corrected. The determination of a problem is to be based upon:
1. 
Sample survey results;

2. 
USDA tissue residue data from cull and veal dairy animals;

3. 
Animal drug disappearance and sales data;

4. 
State feed back; and

5. Other relevant information.

Addition​ally, other drug resi​dues shall be screened for by employing a ran​dom sampling program on bulk milk pick​up tankers.
Addition​ally, other drug resi​dues shall be screened for by employing a ran​dom sampling program on bulk milk pick​up tankers when the Commissioner of the FDA determines that a potential problem exists as cited in Section 6.  The random bulk milk pickup tank​er sampling program shall repre​sent and in​clude, during any consecu​tive six (6) months, at least four (4) samples collect​ed in at least four (4) sepa​rate months, except when three (3) months show a month containing two (2) sam​pling dates separated by at least twenty (20) days. Sam​ples collected under this random sam​pling pro​gram shall be ana​lyzed as speci​fied by FDA. (Refer to Section 6 of this Ordinance)
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	x
	CVM Data Requirements for bulk tank screening tests
	
	

	Proposal was reviewed by the Appendix N Committee and it was recommended that this proposal be sent to FDA Risk Assessment Study for review and consideration with the Appendix N Committee.
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	CVM DATA REQUIREMENTS FOR SCREENING TESTS
	
	

	Proposal was reviewed by the Appendix N Committee and it was recommended that this proposal be sent to FDA Risk Assessment Study for review and consideration with the Appendix N Committee.
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MMSR, APPENDIX A, PAGES 69-70
10. Permit issuance, suspension, revocation, reinstatement, hearings and/or court action taken as required (Grade “A” PMO, Section 3 - PERMITS, Section 5 - INSPECTION OF DAIRY FARMS, Section 6 - EXAMINATION OF MILK AND MILK PRODUCTS and Section 16 - PENALTY). Prorate by number of farms in compliance. NOTE: A single farm The BTU will be prorated by enforcement action(s) in compliance per farm. Five (5) Categories (a-e) will be utilized for determining compliance with this Item and each will posses a value of twenty percent (20%) compliance. The Categories are as follows:
a. Category I: Permit Issuance (PI);

b. Category II: Permit Suspension (PS);

c. Category III:  Permit Revocation (PR);

d. Category IV: Permit Reinstatement (PRI); and

e. Category V: Hearing/Court Action (H/CA).

The Categories relate to the following Sanitation Requirements and Product Compliance, which are identified with an *. Compliance will be prorated based on full compliance with each of the five (5) Categories.

For eExample: -  FORM FDA 2359j-PART I, Item 10 Calculation: 

(NOTE:  Table below to be Added)

	
	Number # of Farms Selected

Inspected
	# Farms in Compliance

Number Complying
	% Compliance

Percent Complying
	Weight
	Credit

	Category I
	25
	22 25
	88 100
	20
	17.6 20

	Category II
	25
	25 22
	100 88
	20
	20 17.6

	Category III
	25
	25
	100
	20
	20

	Category IV
	25
	25
	100
	20
	20

	Category V
	25
	25
	100
	20
	20


                                                                                           TOTAL CREDIT ►  97.6 = 98

TOTAL CREDIT to be entered into 2359j, PART 1I, Item 10 “Percent Complying” column of FORM FDA 2359j.  (See Refer to page 49 Section H, #s 4 and 8 for examples).

PAGE 70   

11. Records systematically maintained and current (Grade “A” PMO, Section 3 - PERMITS, Section 5 - INSPECTION OF DAIRY FARMS, Section 6 - EXAMINATION OF MILK AND MILK PRODUCTS, and Section 7 - STANDARDS FOR MILK AND MILK PRODUCTS). Make use of both general record-keeping deficiencies and record keeping by farm to determine value. Prorate by number of farms in compliance. NOTE: A single farm The BTU will be prorated by the number of identified record-keeping deficiencies per farm. The four (4) Categories (I-IV) (a-d) listed below will be utilized for determining compliance with this Item and each will posses a value of twenty-five percent (25%) compliance. Compliance will be prorated based on full compliance with each of the four (4) Categories.

a. Category I: Permit records available, accurate and current, including permit suspension, impositions of a monetary penalty, notices, reinstatement, etc. The results shall be entered on appropriate ledger forms. The use of a computer or other information retrieval system may be used.

b. Category II: Inspection reports on file as directed by the Regulatory Agency and retained at least twenty-four (24) months. The results are entered on a milk ledger form or computer.

c. Category III: Bacterial counts, somatic cell counts, cooling temperatures, drug residues, pesticide results, and water analysis results promptly recorded on a milk ledger form or a computer program for each individual dairy farm. (Use the arithmetic average for bacterial counts, somatic cell counts and cooling temperature determinations when samples are collected from the same farm on the same day from multiple storage tanks.)

d. Category IV: Within the Rating Period: Plan review file in order and written approval given for construction during the rating period.

For eExample: -  FORM FDA 2359j-PART I, Item 11 Calculation: 

(NOTE:  Table below to be Added)
	
	Number # of Farms Selected

Inspected 
	# Farms in Compliance

Number Complying
	% Compliance

Percent Complying 
	Weight
	Credit

	Category I
	25
	25
	100
	25
	25

	Category II
	25
	25
	100
	25
	25

	Category III
	25
	23
	92
	25
	23

	Category IV
	25
	25
	100
	25
	25


                                                                                                     TOTAL  CREDIT ► 98

TOTAL CREDIT to be entered into 2359j, PART 1I, Item 11 “Percent Complying” column of FORM FDA 2359j.  (See Refer to page 49 Section H, #s 4 and 8 for examples).

PAGEs 45 and 49

REFER TO THE ATTACHED PAGES.

MILK SANITATION RATING REPORT 



                 SECTION B. REPORT OF ENFORCEMENT METHODS
(Example: BTU and Receiving Station)

 Shipper  Clear Milk Coop (BTU)-RS_______    

 Date of Rating June 14 - 16, 200810                                                                                                          Enforcement Rating  91 90                

	DAIRY FARMS

PART I
	MILK PLANT

PART II
	INDIVIDUAL SHIPPER RATING

PART III 

	Number
	Ordinance Section
	Item
	Number Inspected
	Number Complying
	Percent Complying
	Weight
	Credit
	Number
	Ordinance Section
	Item
	Number Inspected
	Number Complying
	Percent Complying
	Weight
	Credit
	Number
	Ordinance Section
	Item
	Number Inspected
	Number Complying
	Percent Complying
	Weight
	Credit

	1
	3
	All dairy farmers hold a valid permit
	25
	25
	100
	5
	5
	1
	3
	All milk plants, receiving station and transfer station operators hold a valid permits
	
	
	
	5
	5
	1
	
	Enter Total Credit from Part I under Percent Complying
	
	
	88.3

90.4  
	47
	41.5

42.5

	2
	5
	All dairy farms inspected at least once every six (6) months or as required in Appendix  “P” 
	25
	20
	80
	15
	12
	2
	5
	Milk plant and receiving station(s) inspected at least once every three (3) months; transfer station(s) once every six (6) months
	8
	6
	75
	15
	11.3
	2
	
	Enter Total Credit from Part II under Percent Complying
	
	
	90.8
	47

/94
	42.7

	3
	5
	Inspection sheet posted or available
	25
	25
	100
	5
	5
	3
	5
	Inspection sheet posted or available
	
	
	
	5
	5
	3
	4
	All milk and milk products properly labeled
	1
	1
	100
	6
	6

	5
	8
	T B & Brucellosis certification on file as required
	
	
	
	10
	10
	5
	7

App I
	Pasteurization equipment tested at required frequency
	NA
	NA
	NA
	15
	NA
	                  INDIVIDUAL SHIPPER ENFORCEMENT RATINGS 91.2 90.2                                                                                              

Individual Shipper of Raw Milk for Pasteurization: 

· Without Receiving Station, Transfer Station or Plant:

-  Evaluate all Items Part I and record.

· With Receiving Station(s) or Transfer Station(s):

-  Evaluate all Items Part I.

         -  Evaluate all Items Part II., except Numbers 5 and 7. Divide by 75.

         -  Evaluate all Items Part III.

Individual Shipper of Pasteurized Milk and Milk Products:

· With Attached Raw Supply:

-  Evaluate all Items Part I.

         -  Evaluate all Items Part II., use 47 Weight.

         -  Evaluate all Items Part III.

·  With Unattached Raw Supplies:

-  Evaluate all Items Part II., use 94 Weight.

         -  Evaluate all Items Part III., except Number 1.      

         -  Evaluate all Items Part III, except Number 1.

	  
	7
	Water samples tested and reports on file as required
	25
	25
	100
	5
	5
	6
	7
	Individual and cooling water samples tested and reports on file as required
	8
	6
	75
	5
	3.8
	

	7
	5
	Milking time inspection program established
	
	
	
	5
	5
	7
	6
	Samples of each plant’s milk and milk products collected at required frequency and all necessary laboratory examination made
	NA
	NA
	NA
	10
	NA
	

	8
	6
	At least four (4) samples collected from each dairy farm’s milk supply every six (6) months and all necessary laboratory examinations made
	25
	20
	80
	10
	8
	8
	6 

App B
	Sampling procedures approved by PHS/FDA evaluation methods
	1
	.90
	90
	10
	9.0
	

	9
	6

App B
	Sampling procedures approved by PHS/FDA evaluation methods
	1
	.79
	79
	10
	7.9
	9
	3,5,

6,16
	Permit issuance, suspension, revocation, reinstatement, hearings, and/or court actions taken as required
	1
	1
	100
	15
	15
	

	10
	3,5,

6,16
	Permit issuance, suspension, revocation, reinstatement, hearings, and/or court actions taken as required
	25 

1
	22

.98
	88

98
	15
	13.2

14.7
	10
	
	Records systematically maintained and current
	1
	1
	100
	10
	10
	

	11
	
	Records systematically maintained and current
	25 

1
	23

.98
	92

98
	10
	9.2

9.8
	TOTAL CREDIT, Part II 
	
	68.1
	Remarks 

	TOTAL CREDIT, Part I
	88.3

90.4
	 (68.1/ 75  X 100 = 90.8) 

Remarks 
	Part II Remarks

2. Two inspection frequencies missed.  (9/2007 and 2/2008)

	Remarks
	8. Insufficient number of samples from five (5) dairy farms.  (Producer #2, 8, 12, 15 and 19)
	4.Violations of 15b(c) (5 pts) and 17d (5 pts) existed but were not marked on the last inspection.

	2. Minimum inspection interval not met on five (5) dairy farms. (Producer #3, 7, 9, 11 and 18)
	9. Refer to Section C. Evaluation of Sampling Procedures.
	6. Recirculated cooling water sampling frequency was missed 

	4. Significant violations existing during the last inspection were not 
	10. Category II-Regulatory action not properly taken on three (3) dairy farms. (Producer #4-Item 6-3X; #15-Item 2a-4X; and #17-Item 8a-3X)
	 twice.  (5/2007 and 1/2008)

	 marked at five (5) dairy farms on their previous inspection sheet.  (Producer #1-Item 8a; #6-Items 2a & 2b; #10-Item 9d; #14-Item 7a; and #20-Item 16a)
	11. Category III-Laboratory Inspection results were not up to date for two (2) dairy farms on their individual ledgers.  (Producer #5 and 16)
	8. Refer to Section C. Evaluation of Sampling Procedures.
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MILK SANITATION RATING REPORT 





      SECTION B. REPORT OF ENFORCEMENT METHODS

(Example: BTU Only)

                         Shipper  Great Cows BTU              _____________




Date of Rating  August 10-12, 200810______  ____                                                                        Enforcement Rating   ___89_90__                          
	DAIRY FARMS

PART I
	MILK PLANT

PART II
	INDIVIDUAL SHIPPER RATING

PART III 

	Number
	Ordinance Section
	Item
	Number inspected
	Number Complying
	Percent Complying
	Weight
	Credit
	Number
	Ordinance Section
	Item
	Number Inspected
	Number Complying
	Percent Complying
	Weight
	Credit
	Number
	Ordinance Section
	Item
	Number Inspected
	Number Complying
	Percent Complying
	Weight
	Credit

	1
	3
	All dairy farmers hold a valid permit
	25
	25
	100
	5
	5
	1
	3
	All milk plants, receiving station and transfer station operators hold a valid permit
	
	
	
	5
	
	1
	
	Enter Total Credit from Part I under Percent Complying
	
	
	47
	
	

	2
	5
	All dairy farms inspected at least once every six (6) months or as required in Appendix  “P” 
	25
	20
	80
	15
	12
	2
	5
	Milk plant and receiving station(s) inspected at least once every three (3) months; transfer station(s) once every six (6) months
	
	
	
	15
	
	2
	
	Enter Total Credit from Part II under Percent Complying
	
	
	47

/94
	
	

	3
	5
	Inspection sheet posted or available
	25
	25
	100
	5
	5
	3
	5
	Inspection sheet posted or available
	
	
	
	5
	
	3
	4
	All milk and milk products properly labeled
	
	
	6
	
	

	5
	8
	T B & Brucellosis certification on file as required
	
	
	
	10
	10
	5
	7

App I
	Pasteurization equipment tested at required frequency
	
	
	
	15
	
	INDIVIDUAL SHIPPER ENFORCEMENT RATINGS
Individual Shipper of Raw Milk for Pasteurization: 

· Without Receiving Station, Transfer Station or Plant:

-  Evaluate all Items Part I and record.

· With Receiving Station(s) or Transfer Station(s):

-  Evaluate all Items Part I.

         -  Evaluate all Items Part II., except Numbers 5 and 7. Divide by 75.

         -  Evaluate all Items Part III.

Individual Shipper of Pasteurized Milk and Milk Products:

· With Attached Raw Supply:

-  Evaluate all Items Part I.

         -  Evaluate all Items Part II., use 47 Weight.

         -  Evaluate all Items Part III.

·  With Unattached Raw Supplies:

-  Evaluate all Items Part II., use 94 Weight.

         -  Evaluate all Items Part III., except Number 1.      

         -  Evaluate all Items Part III, except Number 1.

	6
	7
	Water samples tested and reports on file as required
	25
	21
	84
	5
	4.2
	6
	7
	Individual and cooling water samples tested and reports on file as required
	
	
	
	5
	
	

	7
	5
	Milking time inspection program established
	
	
	
	5
	5
	7
	6
	Samples of each plant’s milk and milk products collected at required frequency and all necessary laboratory examination made
	
	
	
	10
	
	

	8
	6
	At least four (4) samples collected from each dairy farm’s milk supply every six (6) months and all necessary laboratory examinations made
	25
	23
	92
	10
	9.2
	8
	6 

App B
	Sampling procedures approved by PHS/FDA evaluation methods
	
	
	
	10
	
	

	9
	6

App B
	Sampling procedures approved by PHS/FDA evaluation methods
	1
	.79
	79
	10
	7.9
	9
	3,5,

6,16
	Permit issuance, suspension, revocation, reinstatement, hearings, and/or court actions taken as required
	
	
	
	15
	
	

	10
	3,5,

6,16
	Permit issuance, suspension, revocation, reinstatement, hearings, and/or court actions taken as required
	25 

1
	22

.98
	88

98
	15
	13.2

14.7
	10
	
	Records systematically maintained and current
	
	
	
	10
	
	

	11
	
	Records systematically maintained and current
	25 

1
	25

.98
	100

98
	10
	10

9.8
	TOTAL CREDIT, Part II
	
	Remarks 

	TOTAL CREDIT, Part I 

Remarks
	89.1

90.4
	                                                 Remarks 

19c;  #11-Item 8c; #15-Item 9b; and #18-Item 18c)
	9. Refer to Section C. Evaluation of Sampling Procedures.

	2. Minimum inspection interval not met on four (4) dairy  farms.  (Producer #6, 9, 12 and 19)
	6. Outdated water samples at four (4) dairy farms.  (Producer #2, 5, 13 and 17)
	10. Category I:II-Regulatory action not properly taken on three (3) dairy farms.  (Producer #7-Item 3a-4X; Producer #14-Item 16a-3X; and Producer #16-Item 14b-3 X) 

	4. Violations existing on six (6) dairy farms during the last inspection and were not marked on the last inspection sheets.  (Producer #1-Item 5 floors; #4-Item 7; #10-Item 
	8. Insufficient samples from two (2) dairy farms.  

(Producer #3 and 20)
	11. Category III-Drug residue tests not recorded on ledgers for two (2) dairy farms.  (Producer #10, Producer and #22)
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NOTE: An effective date shall correspond to the issuance of the IMS-a addressing the actions from the 2009 NCIMS Conference.



92






