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ANALYST WORKSHEET 
1. PRODUCT 

Environmental Swabs 
2. SAMPLE NUMBER 

713432 
3. SEALS [g) INTACT 4. DATE RECEIVED 5. RECEIVED FROM 6. DISTRICT OR LAB 

0 NONE 0 BROKEN 09/11/11 Paul Teitell DEN-DO 
7. DESCRIPTION OF SAMPLE 

One large, plastic bag officially sealed "713432 9/10/11 Kathryn Mogen, CSO" containing the 39 larger whirl-pak bags each 
containing a whirl-pal< bag containing each respective swab each identified "713432 9-10-11 KMM Sub # [ 1-39]" and two 
collector's controls each identified "713432 9-10-11 KMM Sub A" and "713432 9-10-11 KMM Sub B." 

8. 

NET 
CON­

TENTS 

[g) 

0 
NOT APPLICABLE 

NOT DETERMINED 

UNITS EXAMINED 

DECLARE/UNIT 

AMOUNT FOUND ----------------
%OF DECLARED 

9. 

LABEL­
ING 

ORIGINAL(S) SUBMITTED -----
COPIES SUBMITTED ------
NONE 

10. SUMMARY OF ANALYSIS 

CONTAINER: Investigator's plastic whirl-pak bags. 

LABELING: None 

CODE: None 

PRODUCT: Appearance of swabs. 

NALYSIS: Microbiological examination of 39 swabs for Listeria monocytogenes. 

METHOD: AOAC Official Method 999.06: "Listeria in Foods" Enzyme-Linked Immunofluorescent Assay (ELFA) 
VIDAS LIS Assay Screening Method, 2005 On-Line Version. 

BAM Online -January, 2001: Chapter 10- "Listeria monocytogenes", January 2003. 

RESULTS: Listeria monocytogenes type 1 detected in subs 13, 20, 21, 22, 23, 24, 26, 27, 28, 29, 
30, 33, and 34. 
Collector's controls showed no growth. 

11. RESERVE SAMPLE 

None. Analyst destroyed remaining product. Official Seal submitted as Attachment B. 



PRODUCT SAMPLE NUMBER 
GENERAL CONTINUATION SHEET E nv 1 "ra_n m:e nla1 ,c; rJJa h" -.::r l~ -<.j{:j :J 

LISTERIA SPP. WORKSHEET: VIDAS ScREEN 

l 
DATE/INITIALS MEDIA/REAGENTS 

Enrichment 
BLEB ~·I I· I I r.!/\ o_CJ.Dct IJ A ~ 

DATE/INITIALS MEDIA/REAGENTS 
4 Hour 

Acriflavin O'IS03-'. t Cycloheximide O"i?0.3// Supplement q · II· 11 (JA //\fi-J Addition 
.~- Sodium Nalidixate - 01/!i I 

DATE/INITIALS CONTROLS 

C1 Positive kit control l:B I -VIDAS 
C2 Negative kit control +ICE] LIS q.13·\l~ 
L. innocua ATCC 33090dJ I -

MEDIA/REAGENTS 
DATE/INITIALS: 

PALCAM 

PLATING RESULTS Check 

Validation All subs/composites confirmed negative by plating (NG or AT) 0 
(Negative Sub(s)/Comp(s) showed typical growth, see confirmation w/s 0 

VIDAS only) 
Negative control (sterile media) remained sterile 0 

E. coli ATCC 8739 showed no growth/atypical growth 0 
~ L. innocua ATCC 33090 showed typical growth u 

KEY: G =Growth NG =No growth ~ N/A 
AT = Growth not typical of Listeria spp. 

DATE/INITIALS System Control G /1'@ G/NG 
System and 

~ 11)\/e." G/1'{0) G/NG 
Collector's »-~ 0Joc:,e.d ~a_CI G/~Q_ G/NG 
Controls 0. · 10/' II f.2A u 

0 N/A . G/NG G/NG 

I]'! CUBA TORS VIDAS INSTRUMENTS MEDIA/EQUIPMENT 

it30°C NC91854 0 System 1 VIDAS 1: 1700093 Balance ~q /-::?,.~ :::2 
030°C 1700642 ~ystem 1 VIDAS 2: 1700674 Blenders 
030°C 1700814 System 2 VIDAS 1: 1702171 Equipment Spoons 035°C NC91853 risystem 2 VIDAS 2: 1702173 and Misc. 

Media 035°C 1700810 0 System 3 VlDAS 1: 1702170 Butterfield's tJgJ3!/f.l.d. 
035°C 1700811 0 System 3 VIDAS 2: 1702168 

BHI Broth 06/';} II !3/ 
035°C 1700812 0 System 4 VIDAS 1: 1700799 

Test Tubeso'? ;;;~11 fl;::;) 035°C 1702136 0 System 4 VIDAS 2: 1700800 
oc TSA Plates 0 

Listeria innocua ATCC 33090 Pipettor #: 
E. coli ATCC 8739 Validation date:' Controls 

Uninoculaled (sterile) Media 

[J No Listeria Detected. 
Summary 

r_( Cannot Rule Out Listeria (CRO). Refer to confirmatory worksheets for further testing. of 
Results r3"Controls Pelformed Properly. 

ANA'f!£111/A 1 /) Jl2o PAGE _Q of ~ PAGES 
J), J ;;, ~ f/) 

FormFDi<431a 2011 Version1.1 () 



-- - ----------------------------

PRODUCT SAMPLE NUMBER 

GENERAL CONTINUATION SHEET 
/2'(1,;\Y'f\f\ m.P(/1-l\l ). <, I.JR be:;, --:J-1. :1 J..U?d. 

LISTERIA SPP. WORKSHEET: CONFIRMATION 

Beta Summary Selective Agar TSA-YE Catalase Gram Stain Motility I dent. 
Hemolysis 

I24HR SJREAK:/ j48HR STREAK: 

~ 
~ jq • 1'?-• l\ f.) A lq ·16 •)/JQJ Cl·ln·! '1.JJ lq· /'1·1/QA 1~:\Hiww ~ I.'S·'/till lq, I/,. liM 
if.) 

148 HR READ 1: 24HR'Wol -- ~~~~~~-i.l'l ~ 

~ ~ I 0' IIJ•llr.v\ 
0 j48 HR READ 2: 17~02: SEE PAGE u E jORATTACH: lA IB lc ID IE lA IB lc ID E lA IB I~ ID IE lA IB lc ID IE lA IB lc ID lq·Jn· !lr.JA 

0 No Listeria 
Pal cam spp. Detected. I~:J: 

\3 Palcam + + + I+ It I+ 1-r I+ I+ I+ I* r It I " 1-+ I+ 1-r 1+- 1+- ?~·.., rfListeria 
.... IT'! I+ I+ I+ I+ 1+- I~ 
J: 
co 
'o:j' l/'tJDrl!V'•.t~ •>?(J< 

Chrom 

0 No Listeria 
Pal cam spp. Detected. 

l~:l: 

Palcam + I+ l'r- I+ I+ I+ rZListeria l>r I+ I.Jr I+ 't I+ I+ It- I +- 1+- I+ l!r-Qt .... ?:):1 TY It -1 l+ ·I+ I+ I+ I+ 
J: 
co ..,.. liYiD j7{\r r+1. rrrr, 

Chrom detecte . 

[)No Listeria 
Pal cam spp. detected. 

l;:s :J: 

Pal cam -\- I+ I+ 1-+ I+ 1+- ~ .r 1-\- t- ·-~- 1-:r- 1-r I+ -\- It r?fiisteria .... It + t r+ + + h- -\-h- ~;1 TY c9.\ J: 
co 
'o:j' /I'IDOOCytr~ 0'7-l!S 

Chrom detecte . 

IJ No Listeria 
Pal cam spp. detected. 

l;:s :l: 

Palcam ..j. 1+--yy + 1+- I+ l~steria Q~ -t 1-r 1+- It-It-1-t-.... I+ t I+ It I+ I+ 11' IT I~ 1-+ I+ +- I+ ! +- ~-~ 
J: 
co 
'o:j' jiYVl ~ fJDl-hMt nPC. 

Chrom rle1~C.1P.ct 

IJ No Listeria 
Palcam spp. detected. I~:J: 

93 Pal cam 4- 1-- 1-r T- ~isteria .... li- I+ +- r+ i+ !+ 1-r I+ I+ ,+- t-I+ 1+- y l-1-1+- I+- 1-t- -\--I"' li-ITY ~.'1 
J: 
co 
'<t 

Chrom A'JMO~ttl6 detecte . 

TY=TYPICALLIS1'/:'II!AS!'I'GROWTH AT=ATYPICAL NG=NOGROWTI-1 += -=NEGATIVE . N/A =NOT APPLICABLE 

+(GRAM STAIN)= GRAM POSJTIVE RODS -(GRAM STAIN) 'GRAM NEGATIVE RODS 

PAGE 3 OF q_ PAGES Ji:j~(J (p (}f&JfJn 
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I PRODUCT SAMPLE NUMBER 

GENERAL CONTINUATION SHEET 
En\1\Y"O nmPI'I~~\ Su,:~Ahcz, -=f-IBJ..P3d.. 

LISTERIA SPP. WORKSHEET: CONFIRMATION 

Beta 
Selective Agar TSA-YE Catalase Gram Stain Motility I dent. Summary 

HemOJYSIS 
24HRSTREA~ i48HR STREAK: 

oq \t1\lt v ~ 
~ ,.., ·" .II Of ·1':?·//f.lA q.(f)'l/ Q./1. q·/5•/(,,A ctilt1\lt1J CH6 'I/ ru.A Cf·~·lltJA lq·ll.o·lll.,\1\ rn : '" I • ...... 48 HRREAD i: [J Vitek 24H~f ~API Lis/. ~ q ·IN·II'ill\ 
0 46 HRREAD 2: l7READ2: u SEEPAGE 

lA IB c c IO E 0 0 E OR ATTACH: q-16'/)_/J/\ IO E lA IB lA IB lc E lA IB lc E lA IB IC IO 
D No Listeria 

Palcam spp. Detected. ~~ J: 

Palcam ... + + I+ + + !+ +- - + + -\-I+ I+ rlusteria 614 TY + I+ + +- I+ + I\ + I+ + l-'t + I?~:\ :I: 
co 
'<t {tlQQCLyt~el!.e.) Chrom detected. 

D No Listeria 
Pal cam spp. Detected. ~~ J: 

Pal cam )'} ... + +-i+ ... I+ rt{Asteria +- + I+ I" 1+- +- -\-- +- 1+- + i+ +- ~ + +- 1+- + ~--1 Qlt; :I: 
+-1*- + 

co 
n ..... ,J.It'l.tl'1~. "' Chrom detected' 

0 No Listeria 
Palcam spp. detected. ;":S::i: 

Pal cam + + I r \-- -\-Q~ +- l:t-... + ·+ -T I+ -t It + + + +-I+ ~isteria T1 I+ I+ i-t-I+ +- '\- +- fj:-\ 
:I: 
co 
'<t iMIIIIl'lrvTotAn>U 

Chrom 
detected~ 

Ll No Listeria 
Pal cam spp. detected. ~~ J: 

Pal cam .,_ ,_ I+ .j-... + ,+ + -1- I+ I+ + + + + r- \-" 1-Y I+ '\- I-\ 'I- /tisteria Q_g i- I+ t-IIi + ltJ·<l :r: 
co 
'<t I /'hi' n ll t.vtr.c. mt..t:.. Chrom rleied·erlu 

IJ No Listeria 
Pal cam spp. detected. ;":SJ: 

~-

Palcam :.,--... -t I+ y y + I+ + 1+- -\- + 1-t- + +- +-I+ y 1'" l- i- t- 1-t- tf'tisteria TY I+ 'r- ~·~ c9q :r: 
co 
'<I' rnM~tl\eS. Chrom detected. 

TY=TYPICALLJSTHRIASI'PGROWTH AT= ATYPICAL NG=NoGROWTH =PosiTIVE -=NEGATIVE N/A=NOT APPLICABLE 

+_(GRAM S~)_= GRAM POSITIVE RODS -(GRAM STAIN)= GRAM NEGATIVE RODS JJ;(S) PAGE OF PAGES 1: 2 ~iarvu~O~o 
FORM FDA 431a 20111 Version lO 



PRODUCT SAMPLE NUMBER 

GENERAL CONTINUATION SHEET 
f m/lvCmm-e.nt-o,\ St.tJ~hs + l.:j4_3d 

LISTERIA SPP. WORKSHEET: CONFIRMATION 

Beta 
Selective Agar TSA-YE Catalase Gram Stain Motility I dent. Summary 

Hemolysis 
I 24HR STREAK: f46HR STREAK: 

~ 
p L Q·J~· \IQA q·t8 ·/}[)A let· 16 ·JJ, 1(\ q 16 ·!(.'YI., r~\t1\\\'\v q ·1.5 • l\ .QI\ k:l•/lo·i/Qf\._ 0{ v 
[/) 

46 HRREAD 1: -- 24~,~ 
~ I~ ·14·ttl.ll\ 
0 /46 HR READ 2: 7READ2: u ;~lA IB c ID E ,A 8 IC ID E lAB c ID E lA IB IC 1_9 5_ ~ /&!1 D E !A IB IC DIE 

D No Liste1·ia 
Pal cam spp. Detected. r~ :l: 

Pal cam + + 1+-+ I+ 1+- 1.;.. ;-... + i+ +- 1-r + + ;-+ r/Listeria + I+ '30 ~~ f- t- \-1- I~ I'"" 1-l-
:c ?J'~ 
co 

mtln/'f .t. "" Chrom 
UvLv~CLvJ: 

0 No Listeria 
Pal cam spp. Detected. [~:l: 

Palcam -l- ;- .j.. ... + +-+ t- v 1- I+ It- -\ r!usteria T'i i- '+ +-1-t- -t- + '+ +-+ I+ +- i- lr- ~·~ 3.3 :c 
co .... 0JUi1(lu;/£XidU.'c.~ Chrom detected. 

C No Listeria 
Pal cam ;• spp. detected. ~:l: 

Pal cam y ,.... 3L.J ... t- I+ t- + I+ -\- t ?)~ +- ;t- 1+-K-- + I+ t- +- lr ~isteria "\- "t- 1- 1-:c IT'-/ I+ l'r I+ 
co 

iii1DMmtfM¥1ec; "" Chrom 
dtol<OIJLG~. 

I~ I No Listeria 
Pal cam spp. detected. I~ :J: 

Pal cam ... [!Listeria 
:c 
co 

"" Chrom 
detected. 

LJ No Listeria 
Pal cam spp. detected. ~:l: 

Pal cam ... IJ Listeria 
:c 
co 

"" Chrom 
detected. 

TY=TvriCALLisniiiiASI'I'GROWTI-I AT=ATYPICAL NG=NoGROWTH +=PosiTIVE -=NEGATIVE N/ A= NOT APPLICABLE . 
· +(GRAM STAIN)=GRAMPOSITIYERODS -(GRAM STAIN)= GRAM NEGATIVE RODS 

JiYST(~ PAGE 6 OF PAGES ~ i~lh ffJ/1 Y? li1uu'l 
FdRM FDA 431a (2011) VerSibn 1.0 

 



ENRICHMENT 

}<N/A Rcf'er to VIDAS sheet 

Motility Ident. 

detected. 

0 No Listeria 
spp. detected. 

0 Listeria 

detected. 

~ntrols 
perf01med 
properly 

o Controls 
did not 
perform 

TY = TYPlCALL!SJ1iRIA SPP GROWTH AT= ATYPICAL NG=No GROWTH +=POSITIVE - = NEGATJVE 

properly 

N/A =NOT APPLICABLE 

+(GRAM STAIN)= GRAM POSITIVE RODS -(GRAM STAIN)= GRAMNEGATIYERODS 

GENERAL CONTINUATION SHEET 

.LISTERIA SPP. WORKSHEET: CONFIRMATION/DIRECT PLATES 



PRODUCT SAMPLE NUMBER 
GENERAL CONTINUATION SHEET 

£11VJf{JfJ nVI-1-.,.,) SwEJh<:. =1 134;:),,;) 

api Listeria 18-24 hour incubation at 36°C +/- 2 °C 

DIM ESC a MAN DARL XYL RHA MDG RIB G1P TAG pH EM OXIDASE Serology 
DATE: CJ · Urt II 6J ll 

POLY 0 _L 1 2 4 1 2 4 1 2 4 1 
TYPE1 L - SUB#: /3~6 - - ·- - +-- + + -r + + TYPE4 

IDE NT: L . YhQ n {) ClctO@_('C. es I::: :·r,:<.,·,_:l;:·.:::,··';i :?,i<::::.;. 'lW:·::.· r to 6 \ f2) 
DIM ESC a MAN DARL XYL RHA MDG RIB G1P TAG PHEM OXIDASE Serology 

DATE: Cf ·I f,p_ • L/tQA POLY 0 .:!._ 
1 2 4 1 2 4 1 2 4 1 

TYPE 1 j__ 
SUB#: .9Q·C - --1- t- - -I- - +-+ + - - TYPE4 -
I DENT: L,. mana C.)Ltoq cafS ::;,;'·~· ;:·;:i:·:.:J::.:::.~!;.}"::;!.ii~r .. l,:;,.;v:·::,:!r[,ll /.p ;6 6 I 

DIM ESC a MAN DARL XYL RHA MDG RIB G1P TAG PHEM OXIDASE Serology DATE: Cf • It... · I!. r.:urt 
POLY 0 .::!... 1 2 4 1 2 4 1 2 4 1 
TYPE 1 .i... SUB#: t9 I~('__ - - - - -+ - + +- + + + TYPE4 

-!DENT: l. mQO.O.C)j.taqc.ne.S. 
~ 6 1 0 

DIM ESC a MAN DARL XYL RHA MDG RIB G1P TAG PHEM OXIDASE Serology DATE: q · lfo·! (.IJi.A 
POLY 0 '!_ 1 2 4 1 2 4 1 2 4 1 
TYPE 1 .L. - - - - SUB#: Dli?I-C 

-· + -\- -+ + +- + TYP~4 {J'-- !DENT:,/ .. · aJ.Qr?QC.)LfO@fl"lt ... S, 
lp 6 I 

DIM ESC a MAN DARL XYL RHA MDG RIB G1P TAG PHEM OXIDASE Serology 
DATE: q.!{J.fi'JI\. PoL YO~ 1 2 4 1 2 4 1 2 4 1 

TYPE 1 _.:L -- SUB#: Q!J -C - - + - + + -1- -t- +- -
1 !DENT: l_. f'nDr7{)C.v.f.oge.l1::f.,$ (() I l.;ii!1~:~~fm~ 6 ri 

DIM ESC a MAN DARL XYL RHA MDG RIB G1P TAG PHEM OXIDASE Serology 
DATE: q-/&;·111..1\ 

POLYO ..:!._ 1 2 4 1 2 4 1 2 4 1 II 
TYPE1 .....,d SUB#: a4-~ - - -- - + -\- -\-- +- + + TYPE4 -

-·: {.·:.r':'::':;;y,i·;.u,.f._:._. :r~;.;~.;~i~::.~~.; I DENT: L. m{l aoc 1/..fo~ c LJ.e s 
~ 5 J I : ;\.'\'?\':·· .... 

DIM ESC a MAN DARL XYL RHA MDG RIB G1P TAG PHEM OXIDASE Serology 
DATE: 4·/{p·//Rfl, 

PoL YO .L_ 1 2 4 1 2 4 1 2 4 1 
TYPE1 L SUB#: ~{,£-(I_ - - - - +-- -+ +- + + +- TYPE4 -

!DENT: L ma nac .. yfa~ (OeS' :l\~1'!Ji:t.[ii·.'j :;";·;'····· '{·C'~:· \;:.t•:.:.•t·.;\};:!;) Lp f) I ..... Ji 
DIM ESC a MAN DARL XYL RHA MDG RIB G1P TAG PHEM OXIDASE Serology 

DATE: q. /{p· 1//J/\ 
PoLYO .!_ 1 2 4 1 2 4 1 2 4 1 
TYPE1 j - SUB#: 111-JCr - -- -\- -+- -+ + - + +- TYPE4 -

JDENT: L. mon«ytoec.l2e,~ I :;- ·:::-~.-·]· .. ::~;·:•i.·~:.: c.: :.::-.:~:.,.~ :;:; i (p ¢ b I 
:lzST{S) '} q PAGE OF PAGES '_t AJiuJwr, o (}YJmrJ 0 

FORM FD/f431a {2010 Version 1.0 v 



!PRODUCT !SAMPLE NUMBER 
GENERAL CONTINUATION SHEET 

Env1Y'anme.n.+e1\ St.lJBb£ -=t I ?,.ljl ~ 0<. 

api Listeria 18-24 hour incubation at 36°C +/- 2 °C 

pH EM I nllmll!;l= Serology DIM ESC IaMAN DARL XYL RHA MDG RIB G1P TAG 
DATE: q_ • {.(Q: U r.v1 

PoLYO _L 1 2 4 1 2 4 1 2 4 1 
'rvPE1 _ 

__. SUB#: L. monocvtogenes ATCC 19115 -- -- -+ t -\- +-+ + TYPE4 L 
!P.aerugin; 1 ATCC 9027 IDENT: L. mo.nCH3)!.+(2~(.Jit:.5 -(p b I ¢ I oxidase: P!lsf-.1. · ve... 

DIM ESC a MAN DARL XYL RHA MDG RIB G1P TAG PHEM OXInASE Serology 
DATE: q · I 0 · l/ &Ll IPmyo--'-1 2 4 1 2 4 1 2 4 1 1:; .. · ... 
SUB #: L. innocua ATCC 33090 - - - -+ + + -\- -\" + - 1~::~40 
IDENT: L,. J noCJ,U.QJ ·.:::;;:~: .. ::·:1;•.: ;:~ ::.·~;·i'ifti~W:?··'·.:·;:::;·:;.'\·; 1\i {6 ::.t- 5 J 

DIM ESC IaMAN DARL XYL RHA MDG RIB G1P TAG PHEM OXIDASE Serology 
DATE: 9 ·liP· I{ Q:l.Ll 

POLYO_L 1 2 4 1 2 4 1 2 4 1 + - TYPE1 L SUB#: iX ?-C. · - - -{- - -+ + t-+ - ITYPE4 

IDENT: L. morJt>c'l.f{)Qr:_l2.es. 
' \j lp I 6 ¢-

DIM ESC IaMAN DARL XYL RHA MDG RIB G1P TAG PHEM !OXIDASE Serology 
DATE: Cf·!iP·/( (l(] 

POL YO _L 1 2 4 1 2 4 1 2 4 1 
TYPE _i_ SUB#: .Qct-14 -- .. L J\_ _\_ 

I - \ - - + -+· + - TYPE4 

;;:;··'··~ti:1:·;rrE IDENT: b..,. mon()~yfow'n6 
(o ¢'_ [':''>' /L :::•::: 5 ,.,~ ;;;;; L 

DIM ESC iaMAN DARL XYL RHA MDG RIB GiP TAG PHEM OXIDASE Serology 
DATE: q ·I l.o · f /&A POL YO _L 1 2 4 1 2 4 1 2 4 1 

TYPE1 __L -+ - SUB#: - 36·C. - -- -t- -\- -+ + + 
IDENT: L. rn Clt2c2c. yfo~e [!c S lu 5 ¢ I I~ 

DIM ESC a MAN DARL XYL RHA MDG RIB G1P TAG PHEM OXIDASE Serology. 
DATE: 4 .J(.p· fi/J/1. 

POL YO __L 1 2 4 1 2 4 1 2 4 1 
TYPE1 _i_ 

4- - - SUB#: .<33-~ - - + - + +- -+ + TYPE4 

1 IDENT: f.v. rv7QrJtJ0'::J_jO~c:n.es ,;:::;;W;·.:.:.p.'"J:·:·~~·:::t·~::.;i·:':;;IC!;·~.:::;:,; lo b I {!5 
DIM ESC IaMAN DARL XYL RHA MDG RIB G1P TAG PHEM OXIDASE Serology 

DATE: q.f(o-1/(JA 
POLYO L 1 2 4 1 2 4 1 2 4 1 
TYPE1 _i 

SUB#: JY-8 - - -\-+ -+ + -\- - - -\- - ITYPE.4 -

IDENT: / :'':;.:,·:::::.:'';,;·?~.:'.?) •. '.:·' ::•:,':•.:'':/ '::~\+ m o. a a C.\till~ e_ QfJ S. 
l._r; 5 I JZf .,,. ,.,,,. '.,..,, '!'·':!\ ,:.::· .. , ..• ,:':'·';":'',''''"' 

DIM ESC a MAN DARL XYL RHA MDG RIB G1P TAG PHEM OXIDASE Serology 
DATE: 

1 2 4 1 2 4 1 2 4 1 POL YO -
TYPE1 _ 

SUB#: 
iTYPE4 _ 

IDE NT: I• ~/U.:i·'' .:.·.;··::'"i:,l_,i!j i•·:1: ,;i.'~• l<i:tt.;C/i'. 1 i'i 

~ PAGE OF 9 PAGES Jbd~a,n!l Y?mrJ{) 
FORM FDA 431a (2010) 1:0 



PRODUCT SAMPLE NUMBER 
GENERAL CONTINUATION SHEET 

£.J/ VI> I)()/??(? fl·I-R I <) u frl h c; -:f!3.U 3~ 

GENERAL EQUIPMENT/ MEDIA/ REAGENTS 

Slzigella S]l_ecies: E. coli 0157:H7: Miscellaneous: 
2X Shigella broth mBPWp Balance 
Novobiocin 2X mBPWE_ Blenders 
50 mL tubes Acriflavin Hockey sticks 
1.5 mL tubes Cefsulodin Spoons/forks/forceps 
200 f.LL tubes Vancomycin Test tubes 
PBS Master Mix Wooden applicators 
Sterile water SC Tubes BHl broth 
Master Mix TC-SMAC Butterfield's 
Agarose R&F agar 3% H202 
Dye L-EMB 0.85% PSS _()cto3--r 1 r-i-3 
Ladder TSA-YE TSA 
EtBr Kovac's TSA-YE 
5XTBE CC Discs Sterile water cY=!·(;lJ It P, Q 

Shig. Rainbow agar RJM kit Mineral oil 
MacConkey agar Gram Stain kit 

S. au reus I E. coli MPN: Oxidase disks 
Listeria SJlecies: Buffer liter VITEK Cards 
Enrichment broth Buffer dilutions api 20e 
Palcam TSB/NaCl/pyruvate Refrigerator 
Chromogenic BP agar Freezer 
TSA-YE BHI broth Shaker 
Blood agar Coagulase Plasma 
Motility LST D.J-.t61o 'eSt:; Ill n'd...~ I\ ,;a 
api Listeria CC Discs ('),;., 2,. a ;:,e ,),; sc.. C ?. t:l.J 1"':.\ C• 
TSB-YE EC broth IFArYY\'<'> \ A..P~.~,.I.,.. "i~IY1-C:J'x 
Tryptose broth Try_ptone broth 5+~\@ __ er;, -\uh,l.::; o CJcr:r-11 A~ 
FA buffer Kovac's 
PolyO MR-VP broth i "Cr,c\ i. ~ -e 0\ d !:") l..\ ~ 
Type 1 MR indicator L'S;:~.ix<lYl.lb ch26oJ 
Type 4 a-naphthol rDe.rn\r>ri9CY' d \2~~:+ 

40%KOH c...r, ~h \ v nl-e-l a l ';;lf)Ois-

Citrate broth 
Incubators: Shaker Incubators: Centrifuges: 

030°C NC90511 037°C NC91427 0NA13964 

030°C NC91854 037°C NC91279 0NC91984 

030°C NC91231 037°C 1700701 00620581 

035°C NC91853 0 oc: 01700684 --
035°C NC90468 @lEC 1700322 

NClC.~4 
035°C NC90625 

Waterbaths: PCR: 035°C NC90585 
042°C NA13905 0 MM hood: NC91825 035°C NC91232 
043°C NA13904 ODNA hood:NC91933 035°C NC90615 
042°C NA13944 OPE 9700: 1700529 035°C 1702159 
043°CNA13945 0PE9700: 1702155 037°C NC91855 oc: 0 -- 0 Ge!DocXR:N A 13 977 042°C NC91852 

055°C NC90632 VITEK 2 Compact: SmmtCyclerll: 
0 oc: -- 01702096 01700203 
0 oc: 
--

PAGE OJ q ~:Jls) 070 of PAGES r2 A'l. tJJt 1 ·p IJrr.J~, !l 
Form FDA 431a (2010) Version4.D 



FLAG· 

ANALYST WORKSHEET 
3. SEALS 0 INTACT 

1. PRODUCT 2. SAMPLE NUMBER 

Listeria Isolate(s) 713432 
4. DATE RECEIVED ,5. RECEIVED FROM G. DISTRICT OR LAB 

[8:1 NONE 

7. DESCRIP

0 
TION 

BROKEN 

OF SAMPLE 

09/14/2011 Stephanie A. Rogers DEN-DO 

Thirteen plates identified "432" with each sub additionally identified "13C", "20C", "21 C", "22C", "23C", "24A", "26C", 
"27C", "28C", 

8. [8:1 

NET 0 
CON-

"29A", "30C", "3

NOT APPLICABLE 

NOT DETERMINED 

3C", and "34B". 

9. DECLARE/UNIT 

AMOUNT FOUND LABEL-
lNG 

ORIGINAL(S) SUBMITTED 

COPIES SUBMITTED 

TENTS UNITS EX

10. SUMMARY OF ANALYSIS 

AMINED %OF DECLARED [8:1 NONE 

CONTAINER: Plastic Petri dish. 

LABELING: 

CODE: 

,.... 0\-S?tJ_. None. 

~~~ce~~:.~& .. l 
None. 

SFP 2 :< lUll I 
PRODUCT: 

ANALYSIS: 

Listeria isolate(s ). _P~~\ CB ~Qq?\ 

Pulsed-field gel electrophoresis. 

METHOD: CDC PFGE method (code PNL04): "Standard Operating Procedure for PulseNet PFGE of 
Listeria monocytogenes", PNL04, Effective date 1 0/30/2008". Plugs were made in disposable 
molds, lysed for 2 hours, washed 6 times for 15 minutes each (2x with water, 4x with TE buffer), 
and restricted for 60 minutes with AscI and Apa I and overnight with AscI. 

RESULTS: See reverse of page 1, page 2, and page 3. Electronic tiffs FDN II 072, FDN 11073, 
FDN11074, FDNll 076, FDNll 077, and FDN11 078 submitted to CFSAN. 

11. RESERVE SAMPLE 

Quality control data maintained in the Denver Laboratory. 

Thirteen freezer vials each identified "713432 13C 9-15-11 TV", "713432 20C 9-15-11 TV", "713432 21C 9-15-11 TV", 
"713432 22C 9-15-11 TV", "713432 23C 9-15-11 TV", "713432 24A 9-15-11 TV", "713432 26C 9-15-11 TV", "713432 
27C 9-15-11 TV", "713432 28C 9-15-11 TV", "713432 29A 9-15-11 TV", "713432 30C 9-15-11 TV", "713432 33C 9-15-11 
TV", and "713432 34B 9-15-11 TV" containing the frozen isolate(s) in BHI Broth with 20% glyceroL 

fl " 13. 12. '!..-AJ.iALYST ~~ATJ'E (B~Seal DJ Tania Vogel 
a. BY 1h rtf 1M/If!_ ""-,....___ ...,. ____ 

WORK- >)~rf!v ~-vV~ · - ·m h." 
b. SHEET )J''\IE"' "'Y ~); CHECK .¢._ jill( )1JA 0 (: i...., ! t//7/zz II .5 H-AUI'JA t\ ·IVIAAOI~ .._,, 

/ c. 
14. DATE REPORTED 01l1!lll 

I 
Denver District Laboratory Electronic Form 431 Route to: 
2006 Version 1.0 1 \ PAGE 1· OF + PAGES _ r"i) ·- fj_r > 

( - ATTACHMENT(S). _______ __;~~!'l"' 

~~ '"~\\. 
,.~~w&\ 



PRODUCT SAMPLE NUMBER 
GENERAL CONTINUATION SHEET Listeria Isolate(s) 713432 

FDA PFGE TIFF Submission Workshe .. et ................................ --····-·----------··-··-.. ··-··-----··"""""'"-"""'"-'"'""' p_ .............. ________ ., ____________ .,_., __ _ 
Gel Name FDN11 072 TIFF Submission Date 2011-09-16 

. .. ... .. . .. ".". .... . . .. ····· ................................................. . 

Organism~steria Gel Run Datej2011-09-15 " 
Data 

Description Enzyme FACTS ID Comp/Sub Isolate Oth.er ID 
Lane 

I"" -·- , ..... 
rc;,~-b~i-st~-~-d~~d·---........ -----_ [~ba,----.. --- ~jl ___ . , I l [ -- _ 

I L ...... . 
2 • ,Asci .,713432 .,SUB 13 , jc 

0 7

r~=~~-=:-~~- ~~:::=-~-- ~~=:= =-r;~4~;=::=~~;-~---_ rc=----. 1 L ... 3 

i I jAscl .• ,713432 JsuB 21 ' Jc :; 

r - ..... --- -- __ .. _ .. _________ ~i - -; 171-3432 ------,SUB 22 - · • rc· -··: r 6 

7 J... jA-~~~ -- r713432 jsuB 23 -~c-- . --~ j 

10 [Global Standard 1 pcbal i I -~ I Ill 

! 

r--· Gel contains outbreak-rela.teg samples 

=~ r Gel·containsinvestigation·related samples 
If boxes above ate checked, please provide-contact names 

·-tpr results reporting in co·m_ments section below, 

Comments 

CHEF DR-Ill, 19h 
Fermentas Enzymes 

ANALYST(S) 

PAGE 



PRODUCT SAMPLE NUMBER 
GENERAL CONTINUATION SHEET Listeria Isolate(s) 713432 

FDA PFGE TIFF Submission Workshe,et 
·[-·-·-.. --.... -.--.. ·-·---.... ---.. ·-·-·-·-.. ····-.. ·-·-·-.. ·----··-.. ··-.. ---·--· r· -·-··-.. --.. ---·-.. ·---·-.. ---.. - .. ---·-··--.. ·-·--·-----, 

Gel Name FDN 1·1 073 TIFF Submission Date 2011-09-1.6 i 
............................................................................................................................................................ . ............................................................................................................................................ .l 

Organismjusteria Gel Run Datej2011-09-15 

DC:tta Description Enzyme FACTS ID Comp/Sub Isolate Oth.er ID 
L~ne 

I.GI;bal Stand~;d· --- --~ b<b~~--·-.............. !1! 1 :I 
........................................ ,,,_,,, ........................................................... '···············································' II[ 

2 II.. j lAP~'· i 1713432 l!sus 1:3 lie 1 ! ... .) 

3 L 00 m•m•••m•o•o ••m•mi ~~p~l mmm•ll?.!~.~~-?..... mj 1§..~_§?..9 mom .II.~•••••• i ~ m•••mmm"O '''"' J 
4 l .. 1IAPC31 .. 1171943? .... JII~~B?~ . lie I! 
s 181o~~i~st~~;d';.~d···"···-···,--·. !xt;~l·"-··m·-·: 1-"- .: 1 I ""'""'-··· ·-···"'II 
6 I i jApal ] J713432 !!SUB 22 ljc 1! 
7 r· I g-P~0···~ ] ff1"'3432·-~·-- I Isu·s 23 -] fC I L 

/jApal j 1713432 ilisUs 24 i jC j I 
g 1.1 1 1.6e.~·~~·~~~~~:~·.,.I?.T~:~~~-.,· .... _,~·~-.. ~"-1., r~:g~~.-·?.~~~·:··~·~~: ·r~.·~-~--·-~==~ ..... ::~J 11 

10 ~,G=Io=b=ai=S=ta=nd=a=rd====~:,~x~ba=l===lr.i~======~:~l======i*IJ======~i~l ======~I 
1 
i 11 1 1.... ... . .................... m m .......... I A. pal . ./ /x~~.i~?. .: [?.~.§ .... ~?. .. .! [~ .. I L ... . .....•.....• .! 

',...---
12 I i IA.pal - --·-! [713432- ... · ~!'suB 28 : Jc 

. ' 

1 3 r·~··-· · ::_.~::m .. :~ ·~ . 1 r~e.~r ·~: .. l r!.·I~~~2 : :~ ~~·::] r~~q~ ?~·: ~:~] 1:~ ~ 1 1 
14 ~r-===-========~.~~A~pa=~=-=-~:r.l7=1=34=3=2====~~~rs=u=s=3=o===iTr~======~,~~======~~ 

15 I . . Global Standard. .. . ...... i l.x.bal .1.1. .i 1 .. . I ~ 
' ~ .. 

!"..... Gel contains outbreak-related sample!? 

~~==============~___, r .. , Gel contains investigation-related samples 
If boxes above are checked, please provide•contact names 
for results reporting in comments section below. 

Comments 
CHEF DR~III, 19h 
Fermentas Enzymes 

ick to Show TIFF lma e 

ANALYST(S) 

( PAGE_2_0F _±_PAGES 
FORM FDA 431a 



PRODUCT SAMPLE NUMBER 

GENERAL CONTINUATION SHEET Listeria Isoiate(s) 713432 

FDA PFGE TIFF Submission Worksheet 
Ge I N a me[F .. DN_1._1?.7~·-·- .. -·---------·--.. ···-· .. --.. ··---·-· Tl F F Submission Date~~~~·~-~~-~~~~:···-~-~:-~:~:=·~·~--~·~·-......... 

Organismjusteria Gel Run Date/2011-09-16 

Data 
Description Enzyme FACTS ID Comp/Sub Isolate Other ID 

Lane 

fGi~·b~i St-~~d.~rd ···-··-·-··-·'" [x~~l ~ ---·-.1··-- ""'"M" ···-··-····- [ ~ [, -·· -.·.. " i r .~ ..... ~--·~--·-· ........ . 
2 · ·jAscl j713432 jsus 33 .ic . I j 
3 r-=:=-:==~~=-==~=== -~~T-----~-!11 ~~~;~ -------~-~- ~~~~~--~~~==.1-;:::::L === 

4 !I '/Asci /713431 ·jsus 1 OB /E II 
.................... ,., ... , .................................................. , ....... -............................. : . r··· .............. _ ....... Ill. 

5 Global Standard Xbal :II I 
6 ' 
7 

8 

9 

I"":: Gel contains outbreak-rela.tec! samples 

========....,· r.: Gel contains investigation-related samples 
!(boxes above are checked,, please provide contact names 
'forresults reporting in com.ments section below, 

Comments 

CH.EF Mapper; l8h 
Fermentas enzymes· 

PAGE :2-- OF 4 PAGES 
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PRODUCT SAMPLE NUMBER 
GENERAL CONTINUATION SHEET Listeria Isolate(s) 713432 

FDA PFGE TIFF Submission Worksh:e.et 

G e I N am e[~-~~·~-~i·:?.!;~:-·:::·-~···:······~::·-····:·.··-··:·:····~·-··-··-·-··-·· Tl F F .S u bm issi on Da te[~?.~~-~~~?~.~·;i~~---~:·.·~-·~~~~·-.~.~~.··~~~-----~~~-~~.:-~·~~~~--~-~] 

Organismjliste'ria Gel Run Datepo11-09-17 

Data Description Enzyme FACTS ID Camp/Sub Isolate Oth.er ID Lane 

i 
2 1 j /Asci 11713432 J 113 i lie .ll 

l 3 L. . ... J /,£1;~?1.. ..I lz.~~~~? ..... lll2o J 1.9.~ .......... .1 L .. ......................... ~ .. ·~······! 

i .................. ; 

6 /I : /Asci j j713432 ! /22 i lc 
[ ·--------·-----· ·. -··!· r;;~-~----------~ ['71-3432--~. -~ ~3 .. -·· ...•. 7 IIC 

8 // 'ljAscl ! 1713432 ;l/24 I l 
~----m•mm- . •-• . ~lr . ·---W=•mN -- . ---~"' 

9 li ! 1~.~?.1. .. -~~~~~3? ............ : 1?6 ___ i !!?. .................... ill 
10 IGiobai Standard ! /Xba I i i i 11 . -! l 
111 r.= '·~~~~~~: r.=j'A=sc=l ==:::::!fr:i7=13=4=32==··=··· = ...... =.J+;:!?=.?=·····=·· ==·= .. ·=;-rr:ifc=· =· ·=--·=-=--· :::;· r-.. ··=·····= ......... = ....... =·····=· ...... = ....... 2 ...... !

1 12 r HAscl ';f713432 . !1[28 lfc ' 
13 :11 ::::::::::::: ':I~:~?:T:".~··:··~.~:];[7:J:.~43:·:·2~:·. :·:---:~-:-11~[?.:·~·:.~ .. -: ... :::::~! [A: .. ~~=··~ .. ~:. ··:· .. ~~:.·~-=~=:·] ;:::::::: 
14 J [As~l- : jLM19115 II i [ :1 

15 ~~~~=ob~a~I=St~a~nd~a=rd=.~;=~t,j=X~ba=l==~~~~==~==;== ... ~i~L=======.=_~Jhi~==~~:G!====~==~I 

r·- Gel contains outbreak-related samples 

..,.......=================" r-·: Gel contains· investigation-related samples 
If boxes a )Jove ar.e.checked, please provide contact names 
·for res,qlts reportin.g in ~\)m.ments section be'iow. 

Comments 

Chef DR.:III 
19hrs 
NEB 

ANALYST(S) 

PAGE_j_OF 4 PAGES 



PRODUCT SAMPLE NUMBER 
GENERAL CONTINUATION SHEET Listeria Isoiate(s) 713432 

FDA PFGE TIFF Submission Worksheet 
'["""'"' ___ , ____ , ___ , _____ ,, _______ , ___________ ................................................ [""'""""""'-""'"""""""""""""'"""'"'------.. ·-·--·-----·----·--·-· 

Gel NameFDN11077 TIFF Submission Date2011-09-18 
... ........................ .. .. ·········· ......... ······ .. . .. ... ........................................ . . . 

~------ r-· 
OrganismiLI::;Lellid Gel Run Datei2011-09-17 

Data 
Description Enzyme FACTS ID Comp/Sub Isolate Other ID Lane 

f'ri-~; .. ~~---i·g ~-~ re ......... .................. [ .. _____ ·· ................. ,.................................. ............... -.-- I 

2 

3 

6 

7 

8 f""........ : IApal ' /713432 · f3o ---- [c ! ! 
r·· 9 
~--····· 

-·- ,----................................ -.. , r··-·--·----··-·-
1 I 

···•····· • . . _i 1 .... . ..... , 
!"..... Gel contains outbreak-related sampl~s 

f~ Gel-contains investigation-related samples 
If boxes above are checked,_ please provide-contact names 
'f.qr·resuJts reporting in cdm_ments sectibn below. 

c-omments 
ChEH Mapper 
f85hfs 
NEB Asci 
f·etH.l~ htas Apa 1 

ANALYST(S) 
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PRODUCT SAMPLE NUMBER 
GENERAL CONTINUATION SHEET Listeria Isolate(s) 713432 

FDA PFGE TIFF Submission Workshe.et 
Ge I N a me[.FD·N·1-·1 .. o·l·S··· ...... -........... -... -.... ---···· .. --.. ··--....... _ ..... Tl F F Submission Date[2o·;~~~-~·~;·~·-....... -........ _ ....... -.--.. ·-·-.... -.. ----~ 

............................................................................................................................................................ . ........................................................................................................................................... 1 

Organisrn)usteria Gel Run Datel2011.-09-19 
! 

Data 
Description Enzyme FACTSID CompiSub Isolate Other 10 

Lane 

1 .. .J I L I 
2 1/Apal . I /713432. i !27 1/c .. ! l 
3 li=L= ........ ==== ... = ......... =:; ....... :'~'r=I~=.P=~.'= ..... = .......... =;l.i ;;::=!?.=~}=_~~=.?.= ........ = .. = ..... = ......... =:t.-r=l~.o= ... == ... =-.irr=l~=. == ...... =;1 ..... 1 -;::::: ====.t 

4 /qlobal Standard : lx~al II .. . . I II ... Ill......... .. .... .... .. ... . .. ..II .. . ........... J 

6 

7 
. .! r ~i I : I ,II .... ..... .... :I !3 

' ~ 

. i 

.........•...... ; 

' 12 r-· 
13 [ .... ----· __ .. 

14 ,. 

15 1 ....... i l ~ 
.. J 

!"'"' Gel contains outbreak-related -samples 

["'- Gel contains· investigation-related samples 
If boxes above ,are checked, please provide contact names 
for' reslllts reporting in c(jm_mer)ts set;:tion below. 

Comments 

Chef fVIapper 
18.5hrs 
Fermentas 

Note: 1 piUg/2 slioe~ rah simultaneously for 
both isolates. 

ANALYST(S) 
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