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This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding an
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above, If you have any
questions, please contact FDA at the phone number and address above.

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

OBSERVATION 1
Failure to use a proven effective method of reconditioning adulterated food.

Specifically,

in metal drums and rigid totes. Your firm reconditions food products exhibiting mold growth that are contained in
compromised aseptically packaged bags. A report of a 2009 investigation by a private consulting firm, which your firm
provided, titled "300 GALLON ASEPTIC TOTE APPLE PUREE SPOILAGE REPORT" detailed that mold was found in
your product which was identified as Alternaria, Fusarium, and two types of Penicillium, all of which contain certain species
capable of producing extremely heat stable mycotoxins that would not be eliminated by your firm's thermal processes. Your
firm has stated that you do not perform laboratory examination, such as a microscopic mold count or mycotoxin analysis,
prior to reprocessing food that exhibits mold contamination. Your firm has not provided evidence that the reconditioning
method that you used in the past or are currently using is a proven effective method for reconditioning adulterated food.

‘Your firm provided rework records that show you reprocessed applesauce and fruit purees contained in compromised
aseptically packaged flexible laminated bags from January 2008 through May 2011. During this time period, there were at
least 13 records showing multiple compromised aseptically packaged bags of applesauce containing mold that were
reprocessed into 15-ounce cans, #10 cans (106-ounce cans or 603x700 sized cans), 4.2-ounce single serve cups, and 300
gallon aseptically packaged flexible laminated bags. For example:

A) Onl/] : pies of greapic apple puree coded as d seven totes coded as
ere reprocessed into 11047 {sweetened applesauce) in #10 cans. JOEQ!
otes were noted with presence of white, brown or combination of

white/brown colored mold.
B) On 1/14/2010, gjx totes of greanic aople auges ad 2 (b) (4) and seven
totes coded as (b) (4) were reprocessed into 11047 and 16047 (sweetened and

Your firm aseptically packages applesauce and fruit purees in flexible laminated bags. The flexible laminated bags are stored
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unsweetened applesauce) in #10 cans. Three of six of the (X} otes were noted with presence of white and
white/brown combination of mold, and six of seven & totes were noted with presence of white, or white/brown
or green mold. Mold was noted in the in-line filter where the product passed through as they were introduced into
the apple line in nine of thirteen totes. ' :

C) O f organic apple puree coded as
Wﬂd four totes coded asf NN NG ere reprocessed into 1F047
apple juice/sauce blend) in #10 cans. Twelve of the otes were noted with presence of white mold, one tote
with brown mold, and one tote with 2 commewn mold. All four of the [{9X@)] totes were noted

with white mold. All eighteen totes except ere noted with presence of mold in the in-line filter
where the product passed through as they were introduced into the apple line. Also, oxidized product was noted in
D) On 1/21/2010, twelve totes of organic apple puree coded as

seven and brown product in four of eighteen totes.
L o@
ere reprocessed into 11047 and 11048 (sweetened appiesauce) In and 15-ounce cans. All 12 totes

were noted with presence of mold (white or SL mold) in the bag and in the in-line filter where the product passed
through as they were introduced into the apple line. Also, a brown colored product was noted in eleven of the

twelve totes. _
apple puree coded as
‘wete reprocessed it sweeiened applesauce) m #10 cans

an Ten of fourteen totes were noted with presence of mold {(white or SL mold or SL white), with
one tote noted with green mold. Mold was found in the in-line filter where the product passed through as they were
introduced into the apple line in four totes and a slight brown to dark brown colored product was noted in six of the
fificen totes.

E)

Iy On 1/26/2010, two totes of regular applesauce coded as

n_ aad ¢ne tote coded as

two totes of organic apple puree coded as
ere reprocessed into 11048 (sweetened

applesauce) in 15-ounce cans. Two of the totes were noted with the presence of mold (black and green or white
mold), and a brown colored product was noted in two of five totes.

G) On2. e of regular applesauce coded as [CAY and seven totes of organic apple puree
16047 (unsweetened applesauce) i #10 cans. Five totes were noted
with the presence of mold (white or brown, or white and brown or brown, gray and white). The presence of mold

was noted in the in-line filter where the product passed through as they were introduced into the apple line in four of
eight totes.
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seven totes were noted with presence of white mold, and three of seven totes with brown mold and two of seven
with brown and green mold. The presence of mold in the in-lne filter where the produet passed through as they
were introduced into the apple line was noted in seven of seven totes.

Additionally, 57 flexible laminated bags containing food product were observed being held umder refrigeration because the-
bags had been compromised. Seven compromised bags were observed to be bloating, two compromised bags were observed
to contain moldy apple puree, and one compromised bag contained applesauce with a strong fermented odor. Your firm
indicated that ygu iatand o rework some of the food in these compromised bags, The compromised bags were being stored
in Cold Rooms (b) (4) 1 nd were observed on May 6, 13, and 20, 2011. Examples of totes with suspected contamination
observed in Cold RoomsIR(S) (4) are as follows:

A) Apparent mold colonies with colors ranging from white blue green to biack on the surface of the apple
puree in a delaminated and opened bag labeled as '% and with a "Pack Date 3/15/2009".

B) Apparent white colony and sh e surface of the apple puree in an intact bag with ripped outer
laminate layer labeled as " with a "Pack Date 7/3/2008", "REPROCESSED" and "Found
Mold 6-29-09 G. M" was hand written on one of the labels taped on the outside of this tote,

C) Numerous bubbles in the applesance on another open laminated bag Iabeled as * (b) (4) " with a
"Pack Date of 4/6/2011". We smelled a strong fermented odor as we checked the product inside this tote.

D) Layers of cardboard on top of one tote labeled as ' (b) (4) with a "Pack Date 12/1/2008". The
bottom layers of the cardboard were wet and observed with apparent mold growth. We observed brown liquid
on top of the bagged product underneath the wet layers of cardboard.

E) One of the bags labeled as " ( b) ( 4) " with a "Pack Date 4/6/2011" was bloated by approximately
50% of its original volume.

OBSERVATION 2
Failure to store finished food under conditions that would protect against chemical and microbial contamination.

yer , finished products in fiexible laminated bags, metal cans, glass jars, and plastic cups are stored in Warehousew
Leaking cans, corroded cans, and leaking jars were observed throughout the warehouses as follows: [

A) WarehouseWLeaking and corroded cans were observed in the warehouse. For example, a pallet containing leaking
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B) The outlet of a potable water line terminates approximately one inchielow the flood level of "TANK [(9J@&in the
applesauce production area. Syrup and flavoring is held in "TANK rior to being mixed with applesauce.

OBSERVATION 11
Effective measures are not being taken to protect against the contamination of food on th¢ premises by pests.

(b) (4)
Pest activity was observed in Warehous For example,

A) At least 10 live ﬁ'ﬁit flies were observed flyi and landing on sliced apples from a burst can. The burst can of
apple slices, product code 16F27, was in ro

b @
B) Atleast 7 live fruit flies were observed in row g n leaking cans on pa]let-

C) At least 20 dead frujt flies were observed direcily ediacent to a can on the cardboard slip of the bottom layer of cans
on pallet in row|

D) At least 20 live fruit flies were observed flying around and landing on a leaking can with product code G4097 in row
m)allet stacks in from the front of the row.

E) Atleast 3 live fruit flies were observed flying near and landing on leaking cans with product code 73318 on one
pallet in row

b
¥) At least 3 live fruit flies were observed in a broken jar of product 10042 in row

G) Four apparent insect larvae were observed on a cardboard slip directly adjacent to the bottom of a leaking can in row

H) Two bird feathers were observed along the north wall of rowml

One bird feather was observed on the floor in row ()J@] approximatety 10 feet in from the front of the row.

e

Apparent bird excreta was observed on the wall, near the ceiling wall j t the end of row ﬂOne bird
feather was observed on the floor adjacent to the wall at the end of romw
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OBSERVATION 12
Failure to provide adequate screening or other profection against pests.

Specifically,
!

A) A gap measuring approximately 1" x 8" exists along the base of the door screen for Door 12 in Warchous (0) (4)

.B) A gap measuring approximately 2" x 8" exists in the window screen of the men's toilet room.

C) The window in the women's toilet room is open and is not screened. The open window is approximately 12" x 36".

D) Therois agapat the floor wall junction, a roximately 2" in diameter, leading to the exterior of the facility in the
NE corner of Warehouse [[fin TOW

E)} There is a gap measuring 14" to ¥4" under a closed door, leading directly to the exterior of the facility in the NE
corner of Warehouseﬁ

m

* DATES OF INSPECTION:
05/03/2011(Tue), 05/04/2011(Wed), 05/05/201 1(Thu), 05/06/2011(Fri), 05/09/201 1(Mon), 05/10/2011(Tue), 05/11/2011(Wed),
05/12/2011(Thu), 05/13/201 1(Fri), 05/16/2011(Mon), 05/17/2011(Tue), 05/18/2011(Wed), 05/19/201 1(Thu), 05/20/2011(Fri),
05/24/201 K Tue), 05/25/2011(Wed), 05/26/2011(Thu), 05/27/201 1(Fri), 05/31/2011(Tue), 06/01/2011(Wed), 06/02/2011(Thu)
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