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

FLAG· 
2. SAMPLE NUMBER1. PRODUCT 

ANALYST WORKSHEET 713431Fresh Cantaloupe 
6. DISTRICT OR LAB4. DATE RECEIVED ,5. RECEIVED FROM 3. SEALS 0 INTACT 

09/11/11 Paul Teitell DEN-DO0 NONE 0 BROKEN 

7. DESCRIPTION OF SAMPLE 

Two plastic bags officially sealed "7 I 343 I 9/I 0/I I Kathry M. Mogen, CSO". Each bag containing five subs of sample 
consisting of two products per sub. Each sub identified "1- I0" respectively. 

Note: Bag containing subs 1-5 left as 702B portion. 

9.8. 0 NOT APPLICABLE DECLARE/UNIT See page 2. 1 ORIGINAL(S) SUBMITIED 

LABEL·NET .:).. COPIES SUBMITIED0 NOT DETERMINED AMOUNT FOUND 
lNGCON

UNITS EXAMINED % OF DECLARED 0 NONETENTS 

10. SUMMARY OF ANALYSIS 

CONTAINER: Collector's plastic bag. RECEIVED 
SI=P 1 9 201t 

LABELING: See CR. 

s~\\cB~J, 

CODE: See CR. 

PRODUCT: Semi large round produce with the appearance of cantaloupe. 

ANALYSIS: Individual analysis for Listeria spp. ·\... 

METHOD: BAM online January 2001: Listeria monocytogenes- January 2003 Ch. I 0 "Detection 
and Enumeration of Listeria monocytogenes." 

Listeria - soak method. 

RESULTS: Refer to page 2. 

11. RESERVE SAMPLE 

One plastic bag officially sealed "71343 I 9/15/20 I 1 Julie Bentzoni, Analyst" containing five original subs un-analyzed in 
the condition ofreceipt. Identified "71343 1 911 Ill I JB". 

\~olQ:kef ~~ VV\ lderv---LA-P.J -fb-I W&f a~%. 
Collector's Official Seals included in Worksheet as Attachment A. 

13.

(~'Z:j . Ai(IAI;.Yr]__~~GNf'T ~RE (Broke Seal 0J 
LYl JLW I"__)Qj{,{<DILY' WORK

SHEET 
CHECK 

I 

14. DATE REPORTED 

Denver District LaboratoM~ectronic Form 431 Route to: ~tA\~\( 
2006 Version 1.0 

PAGE 1 OF)f~AGES 


C\...."-.S 'S -:n:s;: ATTACHMENT(S): 

C><->,_J--;~c._ f /t;''t./c;r}) 



PRODUCT SAMPLE NUMBER 
GENERAL CONTINUATION SHEET Fresh Cantaloupe 713431 

RESULTS: 

Listeria monocytogenes detected in Subs 68, 7, 8, 10, and 1OB. 
Listeria grayii detected in Sub 88 
No Listeria detected in Subs 6, 78, 9, or 98 

' 

ANALYST(S}~ , \J \ 
. _QirU~ [~ PAGE /..- OF )? PAGES 

FORM FDA 431 a (2006} Vers1on 1.0 u 



-------~----~-------- -~ -------~-

PRODUCT· SAMPLE NUMBER 

GENERAL CONTINUATION SHEET ::j-/ 3L( 3)~es"' ta.x'--~l~ 
I 

Sub# Sub weight, including container (grams) 

1 \_..-lY(l.. 
l[f\ 

;:fl3 Ci·ll·\ 1(J
2 ~5 

€ \Q_~
3 

0J-(> 
!0-..y;4 

(;JX J' 
5 

6 ~ \g5. L.J 


7 ;;il(3'-l. 3> 


8 ' 


'J'dSLI. o 
9 

'J~lP:3. 0· 


10 

::J-;? :;--r> () 

\ 

.. ·· 

IO:~(S).
Ljh(c 0-e__;c tCtY PAGE~3 OF Jf-C6 PAGES 

FO~ FDA 431a (2011) Version{1 



PRODUCT SAMPLE NUMBER 

GENERAL CONTINUATION SHEET 'M"&:)h Ca..r'L+cillo~...~pe.. 1 I '3LJ3 l 

LISTERIA SPP. WORKSHEET: CONFIRMATION 

Selective Agar TSA-YE Catalase Gram Stain 
Beta 

Motility Ident. SummaryHemolysis 
24HR STREAK: I4BHR STREAK: '1-1\.tl·i•~; Cj ·( 1v ·I I .::s?!J Cf •I W·lf cfl~:> 9·lit>·l1 ,...::J!> 

~;u~ 
Ci·l;;)· I I /CJ •13 ·I I "HLP·l\ ·::15 

IQ\rtll J:i ()'t\11\11 .pi~- cJt? .::;?3 
C/) 

24 HR READ 1: 48 HR READ 1: f~ Vitek...._ 

~ 
q.f_3· II 'l· II.{· I I ~\.4:P1 List. 

..:::Jl.? '..::.Jr?> 
0 I 24 HR READ 2: I4B HR RE~ ~:-

SEE PAGEu ft1· 14· I I ~-~ 
CJ{b <1·' ~ AIB lc 0 IE lA :s IC 10 E lA !B IC 0 IE :A IB lc 10 IE lA /B IC IO IE OR ATTACH: 

o Listeria 
~~ :1: Pal cam tJT spp. Detected. 

{p 
Pal cam rJ1 [Listeria.... 

:c 
co 

""' Chrom 
detected. 

C No Listeria 

I~:~: Palcam V'll spp. Detected. 

. ~ 

&8 Pal cam it I+ + ·t ·\ I+ ff- I+ I+ /+- I+ ~ rYLlsteria.... 
:c 
co 

..lOOJl?Ctt~ r,e.s""' Chrom detectecP. " 

tJ\ 
u No Listeria 

1~:~: Palcam : .. ·~; ·:: ' spp. detected.· 
' 
' 

e:~:·~·:t 
Pal cam ·.y 1- I+ I·+ h· It + I+ j+ 1-t 1- /+ 1-t l·t I+ I+; .LWsteria.... 

:c 
co '· 

fll1110eUb:""' ' 
Chrom ; •' 

· det';,cted. J · < 

0( 
; ~6 Listeria. 

I~:~: Pal cam 
' . . .:~' spp. detected. 

=J.B Palcam t0f [;Listeria.... 
:c 
co 
""' Chrom 

detected. 

~JT 
lJ No Listeria 

~:I: Palcam spp. detected. 

~ Pal cam ·1'f A + H I+ H ·t + +- 1-( I+I+ I+ i-t + l·r (J~ ~Listeria,_ 
:c 
co 

'/()[)fl.N'h ~ Ill Vll/.1.""' Chrom 
detected~ 7J 

TY =TYPICAL LISTERIA SPI' AT= ATYPICAL NG=No = 0 0SI'"TVE - =NEGATIVE N/A= NOT APPLICABLE 

+(GRAM STAIN)= GRAM POSITIVE RODS -(GRAM STAIN) •GRAM NEGATIVE RODS 

ANALYST(S) 

PAGE .zr+ J;f~ PAGESr~wJ)p (J~iSv(rJP--:j----- OF 

~ORM FDA431a (Z\:~,01!1.0 
ott )1/vt 

tttS 



IPRODUCT 

Qo.-rL:~-CLO.QL:'-Pe 
SAMPLE NUMBER 

GENERAL CONTINUATION SHEET Presh 1t.3<:fc.31 

LISTERIA SPP. WORKSHEET: CONFIRMATION 

Selective Agar TSA-YE Catalase Gram Stain 
Beta 

Motility Ident. Summary
!!~molysis 

24HR STREAK: I48HR STREAK: "1 · I <;) ' I ( .,'}"'t> (\ -t.$' • I I .:J1I} '1'·16•\l .ft~ ,q 1~)·\\ 0.:_~ '1·15·11-::J"(.? flHi·ll~ q -\IQ- ll ..;:re. 

~ 
t'[-19·\ I p-13-\ 1 

g-' lR • ) ' ·::::r.:> q·I t.-1 l;::P?J q.I'P'(I ...-:f1_3 :;r: (tv./( 'TJ" '9-llc.·ll-.:fiZ:> o'\.';:::> ~ ...:r._, 
1-11~((

rf.J 24 HR READ 1: 48 HR READ 1: El Vitek-
~ 

"1-·13' I I ~-\'-{·1' ~API List. 
..50 :rE> 

0 ~~4·~4-~12: 148 HR READ 2: 
SEE PAGEu q.,s·~ B IE lcj13J lA IB c ID ElA BIC D ElA BIC D EA IC ID A B D EOR ATTACH: 

I·~ 1 - If.l-~~· -y;, IJ No Listeria 

~:I: 
Pal cam \'f,_~ , .. ~· ,( 

·1 + +· 1+ + -\ 1 - - I~~ spp. Detected. 

2'13· Pal cam (0'1 ~~ 
;IS Listeria... ?J"iflrtl:c 

CIO 
C1rtlJ..f I'<!' 

Chrom 
ji/<,;Lt:LI. 

W'No Listeria 

I~ :e Palcam m spp. Detected. 

(1 Pal cam ... JV\ IJ Listeria 
:c 
CIO 
'<!' 

Chrom 
de~ted. 

r-J( 
t/No Lisieria 

~:I: 
Pal cam : . . .. spp. detected. · . . 

; .. ... 
...... .. 

' q8 Pal cam N\ 
\ 

•'\' .. Li·Listeria... 
:c 
CIO 
'<!' ; 

Chrom ; ":: ' detected. 
; 

. '"" 
·tfNo Listeria . 

~:I: 
Pal cam 

N\ e· spp. detected. 

I+ -+ 
!/( 

l~terialO Pal cam -N '+ ..; '-t + 1 - ·t'1-Y ?J· ~(\\l•... 
:c 

1-&o"' """' ""' CIO "!:'' 2/v·o· ,~.., 
'<!' '.(.

Chrom 
detecte'cl.';:t!17)l 

·\i ~1 
I] No Listeria 

I~ :e Pal cam i+ + ·t -\-· ·-l· I+ + + ;- + -+ + + + 4- I+ -t +I+ ·~ \'· ·t + i· -\' spp. detected. 

1rJ~\r Ll 

ID0 Pal cam \'{ ; + H -I- I-\- l-1 + +H +- 1-t + 1-(-I+ l·l ·( ·I- I+ + + +-I+ 1-t" + 'J.$: Listeria... 
:c 
CIO 

IY'OI'Df' ~'-rb:-Ju1(6'<!' 
Chrom detectdl. u 

TY=TYPICALLISTEtUASPPGROWTH AT=ATYPICAL NG=NoGROWTH +=Pu:>tJtvc -=NEGATIVE N/A =NOT APPLICABLE 

+(GRAM STAIN)= GRAM POSITIVE RODS -(GRAM STAIN) GRAM NEGATIVE RODS .-.. 

llf'7'ihCJ -46c '?S 

PAGE /?(: PAGES
v.\-vl ~/1_ .f!~.--)rfy;{j 

~fORM FDA431il (2~)'Version 1.0 
!1L 



PRODUCT 

GENERAL CONTINUATION SHEET 
Fresh Cantalo 

LISTERIASPP. WORKSHEET: CONFIRMATION/DIRECT PLATES 

ENRICHMENT 

0 N/A Refer to VIDAS sheet 

~ J: Palcam 

:I: Palcam 

00 
'<~' Chrom 

C1! 
'5 
Q) 

2 
..2! ,_ 
·;: ::c 
Q) cc- '<!'en 

'<!' ... 
tn N::C 

"' ·- to"' 
~(.) ... 
UJU ::c 

..... cc<( '<!' 

S. aureus 
ATCC 25923 

SAMPLE NUMBER 

713431 

0 Listeria 

detected. 

0 No Listeria 
spp. detected. 

0 Listeria 

detected. 

dontrols 
performed 
properly 

o Controls 
did not 
perform 
properly 

111/11 

TY =TYPICAL LISJ'H/1/A SPI' GROWTH AT= ATYPICAL NO= No GROWTH +=POSITIVE - =NEGATIVE N/A =NOT APPLICAJ3LE 

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



PRODUCT 
GENERAL CONTINUATION SHEET Fresh Cantaloupe 713431 

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

DIM ESC DARL XYL RHA MDG RIB G1P TAG 

2 4 2 4 2 4 

+ + + - + + + ATCC 19115 .
to s 0 

DIM ESC XYL RHA MDG RIB G1P TAG 

2 4 2 4 2 4 

-\ + + -\ --\- +
l 5 

DIM ESC aMAN DARL XYL RHA MDG RIB G1P 

2 4 2 4 1 2 4 

·t + ·y + + + 
l 3 C) 

DIM ESC RHA MDG RIB G1P 
1 2 4 2 4 1 2 4 

+ ~ + + -\

Lo 5 .0 
aMAN DARL XYL RHA MDG RIB G1P 

4 1 2 4 1 2 4 

DIM 

DIM ESC XYL RHA MDG RIB 

1 2 4 2 4 1 2 

DIM ESC XYL RHA MDG RIB G1P 
1 2 4 2 4 1 2 4 

PAGE~ 




GENERAL CONTINUATION SHEET Fresh Cantaloupe 713431 

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

DIM ESC DARL XYL RHA MDG RIB G1P TAG pH EM OXIDASE Serology o::tln)ll w 
2 4 2 4 2 4 

+ -\ -\ -\ -\ +-' SUB#: L. monocvtogenes ATCC 19115 

IDENd I /Y'O()O0 ~ 0 P.aeruginosa 
Oxidase: 

DIM ESC aMAN DARL XYL RHA MDG RIB G1P TAG PHEM cgln} u1V 
2 4 2 4 2 4 

t +- -\- SUB#: L. imzocua ATCC33090 

IDENT: d. UfJYJJ) (!_jjjJ_;J 
~ 

DIM ESC aMAN DARL XYL RHA RIB G1P 
1 2 4 1 2 4 2 4 

-\ t + \~PJ 

lo ~ \ 
DIM ESC RHA MDG 
1 2 4 1 

.....- t SUB#: tJtftR>l-1 \Coab1

0 
IDENf~:l ff)E)Y}Q 

DIM ESC aMAN DARL XYL RHA MDG RIB G1P L08 \nil\ 1V 
2 4 1 2 4 2 41. 

SUB#: t\~\-l? \CoO b 
IDEN-c£ Yf)On 0 

DIM 
1 

SUB#: "1\?4-'?.J\- ~b \~Db 

~ 
IDENT~- mDYJ 0 

RHA MDG RIB G1P 
4 1 2 4 

DIM ESC RHA MDG RIB 

2 4 2 4 1 2 

ANALYST(S) 
PAGE~OF .::!L__PAGES 

FORM FDA 



FLAG· 

1. PRODUCT 2. SAMPLE NUMBER 
ANALYST WORKSHEET Listeria Isolate(s) 713431 

3. SEALS D INTACT 4, DATE RECEIVED-'- 5. RECEIVED FROM 6. DISTRICT OR LAB 

[8JNONE D BROKEN 09/15-16/2011 Julie L. Bentzoni DEN-DO 
7. DESCRIPTION OF SAMPLE 

Five plates each identified "713431 lOBE", "713431 Sub 6B B", 713431 Sub 7 B", "713431 Sub 8 B", and "713431 Sub 10 
B". 

8. 181 NOT APPLICABLE DECLARE/UNIT 
9. 

ORIGINAL(S) SUBMITTED 

NET D NOT DETERMINED AMOUNT FOUND LABEL COPIES SUBMITTED 
CON· lNG 

TENTS UNITS EXAMINED %OF DECLARED 0 NONE 

10. SUMMARY OF ANALYSIS 

CONTAINER: Plastic Petri dish. 

r'Fir<Yd JLABELING: None. Cl!!V!O I 

CODE: None. I .~~~ 2~ 20ft I 
PRODUCT: Listeria isolate(s). ~· 
ANALYSIS: Pulsed-field gel electrophoresis. 

METHOD: CDC PFGE method (code PNL04): "Standard Operating Procedure for PulseNet PFGE of 
Listeria monocytogenes", PNL04, Effective date 10/30/2008". 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. 

RESULTS: See reverse of page 1 and page 2. Electt'onic tiffs FDN 11074 and FDNll 075, submitted to 
CFSAN. 

Quality control data maintained in the Denver Laboratory. 

11. RESERVE SAMPLE 

Five fi·eezer vials each identified "713413 Sub 1 OB I so E 9-15-11 TV", "713431 Sub 6B Iso B 9/1911 TV", "713431 7 lso B 
911911 TV", "713431 8 ]so B 9/19/11 TV", and "713431 Sub I 0 Iso A 9/19/11 TV" containing the frozen isolate(s) in BHI 
Broth with 20% glycerol. ' 

1f·a,ANA~~AT~-Sea/ OJ Tania Vogel 13. 
a.BY LA. /#/.'1:,,/ .-~.................... __ - .......... 

WORK· 

b. ::;t'-M 7'/11oJl~ '7t.f AuIVA Vl 

SHEET l[YAT~/{zjJ/hf\OSorJ) 
CHECK 

c. -...... 

09J2l ) \ l14. DATE REPORTED 

Denver District Laboratory Electronic Form 431 

rt;~=- be) I bcB 2006 Version 1.0 

PAGE 1 OF 2.. PAGES 

ATTACHMENT(S):ckss lV 



PRODUCT SAMPLE NUMBER 
GENERAL CONTINUATION SHEET Listeria Isoiate(s) 713431 

FDA PFGE TIFF Submission Worksheet 

·r·······----·--·..--...--·-·--···-·-··-·····-··-··............................................................. ,.........- ....................- ................................._..______...___.._..... 

Gel NameFDN11074 TIFF Submission Date2011-09-16 
.. . . .. .. . . ... . . ......... .. . . ............. . 


Organismfusteria Gel Run Datepo11-09-1 ~ 

Data 
Lane 

2 

3 

4 

5 

6 

7 

Description Enzyme FACTSID Comp/Sub Isolate Other ID 

181;-b·~~-st-~~d;;d· ·. rx·b;-~--.. ,.. ,............, ................ ..... r· .........................'"..~, 

[" .... [Apa-1 ...........--.171-3432. ....... ..,s..uB 33 · fc j ! 

r==:;;-~=---=~'="·=:::.-jA:;al '=~:r71343;- - :[Sus 34 f'c 1 =i=:::.===I 

,..... (3el contains.o!.ltbreak-related sample$ 

===========~-. r... Gel contains• investigation-related samples 
If boxes above arechecked,please provide mntact names 
for results reporting i·n o;>'lli.ments section below. 

Comments 

CHEF Mapper, 18h 

Fermentas enzymes· 


FORM FDA 431a (2006) Version 1.0 

PAGE OF 2,. PAGES 




GENERAL CONTINUATION SHEET 
PRODUCT 

Listeria Isolate(s) 
SAMPLE NUMBER 

713431 

FDA PFGE TIFF Submission Worksheet 


GeI N a me[~?G-.·i·~~~-~·~~:-··~.-.-.~~-·-·:-·:··:··-·.·.····:·~-·-·:··-·:···~·-:··-· -.·· Tl FF .S.ubmissi on Date[~?.~-·~~?.~~~-:~--~~::-.·::-.:-.~·::-.:-.~::-.:·:::::--.:-.-::::~-.-~-.J 
Organism/uste~ia Gel Run Datebon~09-16 

! 

Data 
EnzymeDescription FACTS ID Comp/Sub Isolate Oth.er IDLane 

2 1j . J /AsGI i /713431 i 168 ! jB !I . 

3 
 L. ...... ! ~~~~~- ...... Jlt~~~~~. ............ __ l 
I!.. .. ... :!.~.- .....JI ...... ...... ..........! 

4 II. .. ...........!/A~cl . J/7134~1 ... ___ jj~ ---- _/)~... !!.... 

s 11 rAs~-~- ..---~----,1~13431----- .. ----] F"o~----·-~···"'----·-]lis .......,....,.......,...,......~l~~ . 


6 11

/Global Standarcj 1/Xbal 1 ... _ II. iI ! i_c:_ 

7 

.s II ijApal /713431 :117 i js · I!1 

9 II ! lAP~T~···--·-..-·-~ 11713431 i [~~~:··-..,--- ·=-.J [§.:_:~----~.-- JI~ --~---·-·-- ---· . 

10 // i )Apal 1713431 :1110 ! )Bi 

11 [?.t?.~~~~!~.~9.~~~. .............! ~-~~~!. !II....... ................................. JI ....................l [.. . t......... •·· ...............................~...............J
. .........l 

I"..- Gel contains outbreak-r.e.lated sample!) 

==== r.. Gel con~ains investigation-related samples 
If boxes above are checked, please provide contact names 
for results reportil]g Jn c<;jmments section below. 

Comments 

Chef DR...:III 
20hr 
F.ermente~s 

ANALYST(S) 

PAGE J--oF 1.---PAGES 
~ORM FDA 431a (200""""' 




