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METHODS COMMITTEE REPORTS

Committee on Microbiological and +1-708-225-1536, E-mail: michael.curiale@silliker.com.
Extraneous Materials Continue study.

(2) 996.08 Salmonella in Foods, VIDAS SLM Method
Javes R. AGIN, CHAIR Study Directors Wendy A. Lepper, Silliker Laboratories
Ohio Department of Agriculture, 8995 E. Main St, Group, 160 Armory Dr, South Holland, IL 60473, Tel:
Reynoldsbury, OH 43068 +1-708-225-1435, Fax:  +1-708-225-1536, E-mail:

wendy.lepper@silliker.com and Ronald L. Johnson,
CARLOS ABEYTA, JR, SECRETARY AND SAFETY ADVISOR bioMerieux, Inc., 595 Anglum Rd, Hazelwood, MO
U.S. Food and Drug Administration, 22201 23rd Dr, SE, 6304,2'2320] Tel: +1'314'5_06'8_182’ Fax: +1'314'506'81,82’
Bothell, WA 98021-4421 E—ma|lf ron _'johnson@na.blomeneyx.com. A precollaborative
study is being conducted to obtain approval of the VIDAS
SLM method utilizing the selective enrichment tetrathionate
broth and Rappaport-Vassiliadis medium (in place of the cur-
rently recommended selenite cystine broth). A collaborative
study protocol has been submitted for review. Continue study.

(3) 997.16LOCATE-ELISA Immunoassay for Identifica-

FosTer D. McCLURE, STATISTICAL ADVISOR
U.S. Food and Drug Administration, 200 C St, SW,
Washington, DC

JosePH L. FERREIRA

U.S. Food and Drug Administration, 60 8th St, NE, tion of Salmonella in FoodsStudy Director Michael S.

Atlanta, GA 30309 Curiale éeel). Method is recommended for Final Action.
Continue study.

L ORALYN L EDENBACH (4) Detection of Botulinal Toxins A, B, E, and F from Cul-

Kraft Foods, Inc., 801 Waukegan Rd, Glenview, IL 60025 ture Supernatants, Amplified ELISA Procedueudy Direc-
tors Joseph L. Ferreira, U.S. Food and Drug Administration,

ANTHONY D. HITCHINS 60 8th St, Atlanta, GA 30309, Tel: +1-404-253-2216, Fax:
U.S. Food and Drug Administration, 5100 Paint Branch ~ *1-404-253-1210, E-mail: jferreir@ora.fda.gov; Susan
Pkwy, College Park, MD 20740 Maslanka, Centers for Disease Control and Prevention, 1600

Clifton Rd, Atlanta, GA, Tel: +1-404-639-0895, Fax:
WALTER HILL +1-404-639-3333, E-mail: sht5@cdc.gov; Eric Johnson, Uni-
U.S. Department of Agriculture, FSIS, 1400 Independence versity of Wisconsin, 1925 Willow Dr, Madison, W 537063
Ave, SW, Washington, DC 20250 Te_l: +1-608-263-694_19, Fax: +l-60_8- 263-1114, E-r_naH:

eajohnso@facstaff.wisc.edu. Associate Referee Michael
Goodnough, University of Wisconsin, 1925 Willow Dr, Madi-
son, W1 53706, Tel: +1-608-263-6949, Fax: +1-608-263-1114,
E-mail: mgoodnou@facstaff.wisc.edu. On the basis of a com-
pleted collaborative study, the Study Directors have recom-
mended the adoption of this assay as a First Action method, and
the General Referee concurs. Continue study.

(5) 996.09Escherichia coli 0157:H7, Visual Immuno-
precipitate Assay Study Director Philip T. Feldsine,
Biocontrol Systems, Inc., 12822 SE 32nd St, Bellevue, WA
98005, Tel: +1-425-603-1123, Fax: +1-425-603-0070,
E-mail: ptft@biocontrolsys.com. This assay was adopted First
Action in 1996 and Final Action in 1998. A method applica-
bility statement modification was submitted to revise the en-

(1) 998.08 Enumeration of Escherichia coli in Poultry, fichment protocol forraw and cooked beef products only so as
Meat, and Seafood Products, Dry Rehydratable Film Method© allow for & 8 h enrichment. This modification was ap-
(Petrifilm E. coli/Coliform Count Plate MethdStudy Di-  Proved following the completion of a collaborative study, and
rectors Sonya A. Gambrel-Lenarz, 3M Microbiology Prod- the method was adopted Revised First Action in 2002. Con-
ucts, 3M Center, Bldg 260-6B-01, St. Paul, MN 55144-1000 finue study.

Tel: +1-651-733-0913, Fax: +1-651733-1804, E-mail: (6) 999.09 VIP for the Detection of Motile and
SAGambrel-Lenarzi@mmm.com and Michael S. CurialeNon-Motile Salmonella in Foodsstudy Director Philip T.
Silliker Laboratories Group, Inc., 160 W. Armory Dr, South Feldsine ¢ee5). This assay was adopted Final Action in
Holland, IL 60473, Tel: +1-708-225-1435, Fax: 2001. Continue study.

DonaLp W. W ARBURTON
Health Canada, 2004A1, Ottawa, ON K1A-OI2, Canada

CARL J. SCIACCHITANO
U.S. Food and Drug Administration, 5600 Fishers Ln,
Rockville, MD 20857

DoucLas O. AeeoTT
U.S. Department of Agriculture, 950 College Station Rd,
Athens, GA 30605-2720

Food Microbiology—Non-Dairy, Wallace H. Andrews
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(7) 1SO Versus AOAC Reference Culture Methods for the (15) 991.38 Salmonella in Foods, Automated Conduc-
Detection of Motile and Non-Motile Salmonella in Selectedtance MethodStudy Director Donald M. Gibson, BIODON
Foods Study Director Philip T. Feldsines¢e5). The Study International, 43 Brighton PI, Aberdeen AB10-6RT, United
Director has been requested to repeat a segment of the stud§ingdom, Tel: +44-1224-322777, Fax: +44-1224-322777,
and the results are pending. Continue study. E-mail: dmgibson@sol.co.uk. This method was adopted Final

(8) 996.14Listeria monocytogenes and Related ListeriaAction in 1996. Discontinue topic.
Species Detection in Selected Foods, Assurance Polyclonal (16) 997.11Escherichia coli 0157:H7 Counts in Foods,
Enzyme Immunoasay Metho@tudy Director Philip T. Hydrophobic Grid Membrane Filter (ISO-GRID) Method
Feldsine ¢ee5). This method was adopted Final Action in Using SD-39 Agar and Serological Confirmatidfopic is va-
1998. A method applicability modification to include the ¢ant, and itis recommended that it be discontinued.
monitoring of environmental surfaces was validated and ap- (17) 2000.06Detection of Salmonellain Foods with a Low
proved in 2001. Continue study. Microbia_l Load, Rappaport-Vassiliadis Medium Method

(9) Probelia PCR Method for Salmonelistudy Director ~ StUdy Director Thomas S. Hammack, U.S. Food and Drug
Philip T. Feldsinegee5). A precollaborative study manuscript ~dministration, 5100 Paint Branch Pkwy, College Park, MD
has been prepared by the Study Director and submitted for ré0/40-3835, Tel: +1-301-436-2010, Fax +1-301-436-2644,
view. The Study Director has decided to place this study on in="Mail- thomas.hammack@cfsan.fda.gov. Continue study.

active status. However, the topic itself should be continued. . (188t) galgonilla'i\: Fiol\(/jlls, RleveNaI for SaCImonegg(')riSt iys—
(10) 999.08Assurance Gold Salmonella EIA for the Visual em Study Lireclorvark Wiozo'a, iieogen t-orp., esher

or Instrumental Detection of Motile and Non-Motile Salmo- Pl, Lansing, MI 48912, Tel: +1-517-372-9200, Fax:

nella in Foods Study Director Philip T. Feldsinesée5). The +rle-(?§ll76-1§g$a-18\%g8$’tu dE-hmail:beenrln;ccj)zn?l?e@?er:jegglgnig%rgi.n f\e-
method was adopted Final Action in 2001. Continue study. b Y P g

] } viewed by the General Referee. Continue study.
(11) 996.10MOD 9/21/0G-AEI (sic) for the Analysis of (19) 2000.14 Escherichia coli O157:H7 in Foods,

Ground Beef for Escherichia coli O157:H%tudy Director  >0_Hour REVEAL Screening TesBtudy Director Mark
Philip T. Feldsine ¢ee5). 996.10was originally adopted as a \19z0la Geel8). Continue study.

First Action method for the analysis of selected foods in 1996 (20) 2000.13Escherichia coli 0157:H7 in Foods, 8-Hour
and Final Action in 1998. A method applicability modification AL Screening TesStudy Director Mark Mozola
was submitted to revise the enrichment protocol for raw amﬂseelS). Continue study.

cooked beef products only to allow fan & h enrichment. This (21) Salmonella in Foods, Alert for Salmonella Test Sys-

modification was approved following a collaborative study, tem Study Director Mark Mozolagee18). Continue study.
and the method was adopted Revised First Action in 2002. The (22) Rapid Presence/Absence Screen for Listeria

General Referee recommends that the title for this topic b onocytogenes in Foods Using HGMF with LM-137 Agar
Ehangedlto ESChe“Ch'afgIOl_S?:H?' sturance Polyclonal 1o ic is vacant, and it is recommended that it be discontinued.
nzyme Immunoassay.” Continue study. (23) Twenty-Four Hour Presumptive Enumeration of Liste-

(12) 992.11IMOD 12/00 Salmonella in Foods, Assurance rig monocytogenes Using HGMF Procedure with LM-137 Agar
Enzyme Immunoassastudy Director Philip T. Feldsine Topic is vacant, and it is recommended that it be discontinued.

(seeb).992.11was originally adopted First Actionin1992 and (24) Twenty-Four Hour Rapid Presence/Absence Screen
Final Action in 1996. This method was adopted Revised Firstyr saimonella in Foods Using HGMFopic is vacant, and it

Action in 1999 following a change in reagent format. The ;s yecommended that it be discontinued.
Revised method has been widely used since that time with fa- (25) 997.02 Yeast and Mold Counts in Foods, Dry
vorable results and it is now recommended for Final ACtiO”-ARehydratable Film Method Study Director Sonya A.

proposed method modification protocol to examine altemaGambreI-Lenarzs(eel). This method was adopted Final Ac-
tive enrichments is awaiting Committee input regarding the&;s, in 2000. Discontinue topic.

level of validation required to support an enrichment protocol (26) Clostridium botulinum Toxins A, Proteolytic A, B,
modification. Continue study. and E, ELCA Enzyme Immunoassajudy Director Wendy
(13) IDEXX SimPlate for Coliforms and Escherichia coli |epper 6ee2). A precollaborative study report has been ap-
Study Director Philip T. Feldsines¢e5). An inclusivity study  proved by the Methods Committee, and a collaborative study
has been completed and a methods comparison study is in progrotocol is under review by the Committee. Continue study.
ress. The General Referee recommends that the title of this (27) 2001.07 Salmonella in Selected Foods by
topic be changed to “SimPlate Cec Quantitative Method for Toymmuno-Concentration Salmonella (ICS) and Selective Plate
tal Coliforms andEscherichia colin Foods.” Continue study.  (HE, BS, and SMID) Procedurstudy Directors Wendy Lepper
(14) 997.03Listeria monocytogenes and Related Listeriaand Ronald Johnsosde2). Precollaborative and collaborative
species in Selected Foods, Visual Immunoprecipitate Assagtudies have been completed. This method has been adopted
Study Director Philip Feldsinesée’5). This method was First Action for selected foods. Studies are underway to extend
adopted Final Action in 1999. A method applicability modifi- the method applicability to all food matrixes. Continue study.
cation to include the monitoring of environmental surfaces (28) 2001.08 Salmonella in Selected Foods by
was validated and approved in 2001. Continue study. Immuno-Concentration Salmonella (ICS) and Selective Plate
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(HE, XLD, BS) Procedurestudy Directors Wendy Lepperand ~ (34) 995.22MOD 2/6/01 Listeria in Foods, Colorimetric
Ronald Johnsonsge2). Precollaborative and collaborative Polyclonal Enzyme Immunoasay Screening Method (TECRA
studies have been completed. This method has been adopteigteria Visual Immunoassay [TLVIA]) for Environmental
First Action for selected foods. Studies are underway to extenurfaces Study Director Denise Hughessde 32).
the method applicability to all food matrixes. Continue study. Precollborative and collaborative studies are planned to ex-
(29) 2001.09 Salmonella in Selected Foods by tendthe applicability 0895.22to the analysis of environmen-
Immuno-Concentration  Salmonella (ICS) and Ep-tal surfaces. The precollaborative study .manuscript has be_en
zyme-Linked Immunofluorescent Assay (ELF#udy Di- §ubm_nted for approval, and a collaborative study protocol is
rectors Wendy Lepper and Ronald Johnseee(?). This  inréview. Continue study. _ o
method has been adopted First Action for selected foods. (35) 2000.07Salmonella in Foods, Rapid Colorimetric

Studies are underway to extend the method applicability td ECRA Unique Salmonella Testudy Director Denise
all food matrixes. Continue study. Hughes ¢ee32). The Study Director reports that this method

has gained wide acceptance in the food industry. This method
was independently validated by Campden and Chorleywood
Food Research Association, United Kingdom, and recently

received approval according to the European Microbiological

conducted to validate alternative enrichment protocols for us%ssessment Scheme. This First Action method is now recom-
with Final Action Method90.13 and the GENE-TRAK Sal- . . .
mended for Final Action status. Continue study.

monella DLP assay (AOAC Research Institute Performance .
Y ( (36) 2000.07MOD (2-15-01) TECRA Unique Salmonella

Tested Method No. 961101), both dipstick-format DNA hy- : . .
bridization assays. The alternative enrichment protocols uti:r.e st tStudy(IjD_lretc;]tor De_nlhse Hl{{ghe?;(ezZ). Tgct:hRA IS zlaln-f
lize the combination of tetrathionate broth and "9 © MO ify the enrichment methods and the module for-

Rappaport-Vassiliadis medium for selective enrichment" at. The Committee has approved a precollaborative study

rather than the combination of tetrathionate broth and selenit%rOtOCOI to validate changes in the enrichment protocols, as

cystine broth. Although results were favorable, study on thisWeII as to allow manual and automated reading of results.

topic is being discontinued in favor of further developmentContinue study.
and validation of a new microwell-format assay, which al- (37) 2000.0MOD (1/24/01) Salmonella in Foods (Juice)

ready employs the combination of tetrathionate broth an y TECRA Unique Salmonella TeStudy Director Denise

Rappaport-Vassiliadis medium for selective enrichment. This ughes ¢ee32). An in-house validation study to validate a

method was adopted Final Action in 1996. Discontinue topic. minor mod|f|cat|pn of2090.07h.a.s b.een. approvgd by the
i Methods Committee. This modification involves incubation
(31) Detection of Salmonella, GENE-TRAK Systems

X : o of the Unique test module at 22 instead of the current mod-
Study Director Mark Mozolgs(eelf_i). This topic is too brqad _ule incubation at 3. The study showed complete agree-
and, as such, should be discontinued. When new validatiog,ont hetween the modified method and MetB680.07 This
studies are initiated, more specific topic titles can be appliedinor modification is recommended for First Action approval
(32) Determination of Escherichia coli in Flesh Foods as an alternative method to the current Metl2680.07for
Using Visual Immunoassay with a Modified Culture Proce-juice. Continue study.
dure Study Director Denise Hughes, TECRA International Pty  (38) Listeria in Selected Foods by TECRA Unique 2000
Ltd, 13 Rodborough Rd, Frenchs Forest, NSW, 2086, Austrat jsteria Method Study Director Denise Hughesee 32).
lia, Tel: +61-2-8977-3000, Fax: +61-2-9453-3422, E-mail: precollaborative and collaborative study protocols have been
denise.hughes@tecra.net. A collaborative study protocol hagpproved by the Methods Committee. Continue study.
been approved by the Methods Committee. Continue study.  (39) Staphylococcus aureus in Foods, TECRA S. aureus Vi-
(33) 995.22 Listeria in Foods, Colorimetric Polyclonal sual Immunoassasstudy Director Denise Hughesgg32). The
Enzyme Immunoassay Screening Method (TECRA Listeri8tudy Director has requested) the use of a 3 gample with the
Visual Immunoassay [TLVIA]):Study Director Denise TECRA method anddjthe use of surface plating Meth8@5.55
Hughes $ee32). This method was adopted First Action in rather thar®d87.09as the reference culture method. A collabora-
1995 and Final Action in 1998. A new enrichment procedurefive study protocol has been approved by the Methods Commit-
not containing the highly toxic antifungal agent, tee, and the precollaborative study protocol is awaiting approval
cycloheximide, was subsequently validated for use with thidy the Methods Committee. Continue study.
method. Details of these precollaborative and collaborative (40) 993.10Clostridium perfringens, Iron Milk Test for
validation studies were included in last ysdBeneral Referee Recovery from the Marine Environmertudy Director
Report (8). The modified enrichment methods are recomCarlos Abeyta, Jr, U.S. Food and Drug Administration, 22201
mended for First Action approval. Itis intended that the origi-23rd  Dr, SE, Bothel, WA 98021-4421, Tel:
nal Final Action metho®95.22be retained and that the new +1-425-483-4890, Fax:  +1-425-483-4996, E-mail:
enrichment methods be designated by a separate method nuoabeyta@ora.fda.gov. This method was adopted Final Action
ber, with applicability for raw meats, fresh produce/vegeta-in 1999. Discontinue topic.
bles, processed meats, seafoods, dairy cultured/non-cultured (41) 2000.15Coliform Counts in Foods, Dry Rehydratable
products, and fruit/fruit juices. Continue study. Film Method Study Director Karen Silbernagel, rtech Labora-

(30) 990.13Salmonella in Foods, Colorimetric Deoxyri-
bonucleic Acid Hybridization Method (GENE-TRAIStudy
Director Mark Mozola $e€l8). A precollaborative study was
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tories, MS 0075, PO Box 64101, St. Paul, MN 55164-0101 Study Director Philip T. Feldsinesée5). A precollaborative
Tel: +1-651-766-1303, Fax: +1-651-486-0837, E-mail:study has been approved by the Methods Committee. More-
ksib@landolakes.com. Continue study. over, a collaborative study has been approved by the Methods

(42) 2001.05 Rapid Enumeration of Staphylococcus Committee and is awaiting review by the Official Methods

aureus in Selected Foods, Dry Rehydratable Film MethodBoard. It is recommended that the SimPlate 35 method be
Study Director Karen Silbernagedde41). Continue study. ~ adopted First Action. Continue study.

. . . (49) Enumeration of Yeasts and Molds in Foods, SimPlate
(43) Enumeration of Enterobacteriaceae in Foods, Dry .
: . . Yeast and Mold Color Indicator (Y & M-CI) Metho&tudy
Rehydratable Film Methobtudy Director Karen Silbernagel . . : .
. Director Philip T. Feldsinegee5). A precollaborative study
(see4l). A collaborative study has been conducted, and the . . . :
: . Mmanuscript has been submitted for review. Continue study.
Study Director recommends that the method be adopted First L )
! : (50) Determination of Actionable Levels (>1Grgan-
Action. The General Referee concurs. Continue study. . o S .
) ) 7" . isms/g) of Escherichia coli with Two Membrane Filtration
(44) Evaluation of BAX for the Detection of Listeria \ethodg(this topic is now referred to dmproved Analysis of

monocytogenes in FoadStudy Director Karen Silbernagel  £qo4 Samples for Total Escherichia coli Populations to Deter-

(see4dl). A precollaborative study manuscript has been premine Whether 1OCFU/g Action Levels Have Been Exceeded
pared and is being revised. The collaborative study protocol i§;tudy Director Michael A. Grant, U.S. Food and Drug Admin-
being reviewed by the Methods Committee. Continue study.jsration, 22201 23rd Dr, SE, Bothell, WA 98021-4421, Tel:

(45) Detection of Listeria in Foods Using ALOA Medium  +1-425-402-4421, E-mail: mgrant@ora.fda.gov. A protocol for
Study Director Sebastien Manuel, AES-Chemunex, Inc., 30k precollabortive study has been approved by the Methods
N. Harrison St, Suite 109, Princeton, NJ 08540, Tel:Committee. Continue study.

+1-450-689-8754, Fax:  +1-450-689-8754,
s.manuel@aeschemunex.com. Continue study.

(46) Determination of Microbial Load on Stainless Steel
Surfaces Using Hygicult TPC Dipslid8tudy Director Gun L.
Wirtanen, VTT Biotechnology and Food Research, PO Box
1500 (Tietotie 2), Espoo, FIN-02044, Finland, Tel:
+358-9-456-5222, Fax:  +358-9-455-2103,  E-mail: @
gun.wirtanen@uvtt.fi. A collaborative study has been con-
ducted, and the Study Director recommends that the method
be adopted First Action. The General Referee has recomys)
mended revisions in the manuscript. Continue study.

The following topics contain methods that are currently in (4)
the validation process and need to be added to the official ros¢s)
ter of Study Director topics:

(47) Detection of Listeria monocytogenes in Foods, (6)
VIDAS Listeria monocytogenes Il (LMO2) Immunoassay
Method This topic represents a renaming of the current topic,
VIDAS Listeria monocytogenes (LMO) Immunoassay Methoom
for Detection of Listeria monocytogenes in Foo8tidy Di-
rector Karen Silbernages¢edl). Continue study.

(48) Enumeration of Total Aerobic Microorganisms in (g8)
Foods, SimPlate Total Plate Count Color Indicator Method

E-mail:

@)
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