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against breakage.
9.1.2 Chemicals

9.1.2.1 One bottle of each of the chemicals used in making the solutions are kept
in a storage cabinet.

9.1.2.2 All of the unopened bottles are kept in chemical storage in the basement
of Ben Nesin Lab. Such chemicals are sucrose, sodium chloride, laurel
sulfate, sodium phosphate, potassium chloride, tween 80, glycerol, and
potassium phosphate.

9.1.2.3 Other chemicals are stored under refrigeration such as: bovine albumin
and percoll. The supply of formaldehyde is kept in the lab facility's
chemical storage area.

9.1.2.4 Chemicals are dated with the following: date received, date opened and
expiration date.

9.1.2.5 The specifications for the chemicals that are used for making reagents,
are the same as what is stated in the Information Collection Rule.

9.1.3 Filters

9.1.3.1 Two types of filters are used in the Hoefer Manifold procedure. The
bottom or support filter is a cellulosic, 5.0 micron, 25mm filter. The top
filter is a cellulose acetate 0.22 micron, 25 mm filter. These filters are
stored in a bench drawer, in plastic storage containers, when not in use.

9.1.3.2 Gelman Envirochek Capsules are used in the EPA method 1623
procedure. These are approximately 6 cm in diameter and 21 cm long
containing a polyethersulfone filter media and inlet and outlet fittings.
These filters are stored in a cabinet outside the Pathogen Lab door.

‘ 10 Laboratory Practices

10.1

10.2

10.3

Reagent-grade water is prepared using a Mill-Q Water System, MRO system,
manufactured by the Millipore Co.

After glassware is used it is put on the counter next to the sink to be washed. The
dirty glassware is either washed with a diluted Micro cleaning solution or a
diluted Coverage Plus Brand disinfectant and cleaner. After the glassware is
washed, it is laid out to air dry and then put away in the appropriate storage
places. Prior to beginning analysis, the designated glassware is laid out on the
workbench and labeled with the appropriate solution names, sample numbers and
appropriate dates. This is done to avoid any confusion during the sample
processing procedure.

All glassware use in the 1623 procedure is autoclaved, scrubbed with a warm
detergent solution and then soaked in a 5% hypochlorite solution for a minimum
of 30 minutes. Then the glassware is rinsed with reagent water and placed out to
dry.

10.4 Disposable supplies are used whenever possible in all procedures.

‘ QUAL1080D02.doc
Page 8 of 11
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Analytical Procedures

11.1

Reference Methods

11.1.1 The Environmental Protection Agency (EPA) information Collection Rule (ICR)
Microbial Laboratory Manual, April 1996

11.1.2 The EPA Method 1623, April 1999.

Quality Assurance and Quality Control (QA/QC) Checks

12.1

12.2

12.4

12.5

12.6

Confirmation and verification of presumed oocysts and/or cysts are performed by
making comparison to the positive and negative control organisms examined with

each sample. Cysts and oocysts are only "confirmed" if internal structures are
identified.

As a sterility indicator, the temperature is checked during autoclaving runs to
make sure appropriate sterilization temperatures are being attained. This is
maintained in the logbook that is kept near the autoclave. The accurateness of the
autoclave is checked by autoclave tape, kill-it ampules, broth tests and
temperature checks. These results are recorded in a logbook located next to the
autoclave.

Over the course of a week, all of the samples processed using the ICR method are
considered a BATCH. A negative and a positive filter are processed as QC
samples for each batch for each week. These filters are prepared according to the
instructions in the ICR for QC samples. Matrix spikes are performed weekly and
matrix spike duplicates are performed monthly.

Over the course of a week, all of the samples processed using the 1623 method
are considered a BATCH. A negative and a positive filter are processed as QC
samples for each batch for each week. These filters are prepared according to the
instructions in the 1623 manual for QC samples. Matrix spikes are performed
weekly.

The PE samples are currently distributed by the US EPA, since NYC DEP is part
of the National Performance Evaluation Program.

Deviation in microscopic counts between analysts is derived from duplicate
counts performed by each Principle Analyst quarterly.

QC Summary

13.1

Documentation

‘ QUAL1080D02.doc
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13.2
13.3
13.4
13.5
’ 13.6

13.1.1 3 SOP's - ICR manifold, well-slide, Method 1623

13.1.2 1 QAP - describing all laboratory calibrations and quality control practices
13.1.3 1 QAPP - Routine Keypoint Protozoan Monitoring

QC Per sample

13.2.1 Postive and negative control slides are prepared with each sample to ensure stain

performance, and comparative cyst and oocyst appearance. Results are pass/fail.

Weekly or Biweekly QC (equivalent to “Batch” QC)

13.3.1 Positive and negative spikes are added to carboys of Df water, filtered and taken
through the entire ICR analytical procedure to ensure the negative spike remains
negative and the positive spike results in recovery. Results are recorded as
percent recovery.

13.3.2 Positive and negative spikes are added to carboys of DI water, filtered and taken
through the entire Method 1623 analytical procedure to ensure the negative spike
remains negative and the positive spike results in recovery. Results are recorded
as percent recovery.

Monthly or Bimonthly QC

13.4.1 Precision of microscopic counts is performed between principle analysts for both
cysts and oocysts by replicate counting of the same slides of unknown
concentration.

Quarterly QC

13.5.1 The DEP is registered to electively participate in the EPA PE program for the ICR
manifold method and for Method 1623. Samples are delivered quarterly for
ongoing precision and recovery.

Method Specific QA/QC

13.6.1 Since all methods have different specific QA/QC this information can be found in
the respective SOP's.

14 Data Reduction, Verification, Validation, and Reporting

14.1 Calculations are determined according to the formula used in the April 1996 ICR
on pageVII-28 to VII-30.

14.2  No calculations are necessary for samples processed using the 1623 method.
Direct counts are recorded.

14.3  Before data is reported it is checked by the principal analyst and compared to the
laboratory notebook.

14.4  The results are validated by correctly processing the QC samples and the weekly
batch samples and as well as passing internal Q.C. inspection by lab director and
Q.C. inspector.

' QUAL1080D02.doc
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16

14.5

The results will be entered onto SAS data sheets by the Pathogen Lab, double-
checked and submitted by Friday of each week to the Admin staff responsible for
entering the data. The computer copy is sent back to the Pathogen Lab. The
computer sheet is again double checked and returned to the admin staff for any

necessary corrections. After any corrections, the computer sheet is filed with the
Pathogen Lab.

Corrective Action Contingencies

15.1

15.2

If any part of the Quality Control procedure is found to be unacceptable, results
are not reported. Instead "QCU" is placed in the data location indicating "Quality
Control is Unacceptable,” and a chart or graph showing the results of concern is
attached.

The lab director and the principal analyst are to take corrective action.

Record Keeping

16.1

16.4

Records are kept on all samples, procedures, observations, calculations and data
analysis. When a sample comes in, it is recorded in a Sample logbook. The
sample paperwork is signed and placed the History Sheet binder. The notes on
the procedures are kept in the technicians or analyst’s lab notebook. Observations
and calculations are kept in the lab's sample analysis notebook.

For samples processed by the 1623 method, an additional bench sheet is kept to
record individual steps during processing.

Records are kept in the laboratory for a minimum of 5 years. After 5 years,
records can be moved to another DEP location for a minimum of another 5 year
term.

Data analysis records (spread sheets, graphs, etc.) are stored on a computer disk
with a backup and are also stored in hard copy form. All of the lab books and
binders are kept in a file cabinet drawer and on a bookshelf.
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