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Blue Belf Creameries, L.P
PO Bax 1607
Breherot, Texat 77834-1807

wewr hiwehell com

{270} 836.7u77
August 28, 2015

M. Reynaldo Rodriguez

District Director

Dallas District Office

U.S. Food and Drug Administration
4040 North Central Expressway
Dallas, Texas 75204-3128

Re:  Scecond Update on Response of Blue Bell Creameries, Inc,, to FDA Form 483 Issued to Our
Broken Arrow Facility

Dear Mr, Rodrigucz,

Blue Bell Creameries, Inc., (Blue Bell or the Company} is pleased to provide this second update on the
pregress of the ¢orrective actions identified in our response 1o the Food and Drug Administration (FIDA)
Form 483 Inspectional Observations (the 4383) issucd 10 our ice cream processing facility in Broken
Arrow, Qklahoma.

Producing safe, wholesome products remains Blue Rell’s top priority, and our facility in Broken Arrow
has remained voluntarily shut down for ncarly five months while we implernented remediative action,
including a number of corrective actions taken in direct response to the 483, As we explained to your
office earlier, we beligve we are now ready 1o resuine operations at Broken Arrow. We are accordingly
providing this update on the corrective actions laken al our Broken Arrow facility. Tlinportantly, as
reflected in the attached update, we have engaged in a robust set of actions 1o address the ifemns identified
in the 483.

As we move toward resuming operations, wo want to assurc FDA that we remain commitied to

cooperaling fully and communicating openly with FDA and our state regulators. We want to be sure that
FDA is fullv comfortable with the steps we arc taking at all of our facilities. We plan to resume

program, and weé will 1101 I'e¢lease any proaucl Irom INventory unii we arc conliaent 1t 1s SdI€ for our
consumers o ¢njoy.
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Blue Bell remains firmly committed to compliance with all FDA requirements and to ensuring we are
producing safe and wholesome products for our customers to enjoy. Thank you for considering thesc
responses, and please do not hesitate to contact us if you have any questions.

Sincerely,
Ao e

Paul W. Kruse
CEOQO and President
Bluc Bell Creameries, Inc.

ce
Edmundo Garcia, Depuly Director
Dallas District Office

Shari Shambaugh, Director of Compliance
Dallas Distriet Office

William Correll, Director
Officc of Compliance, Center for Food Safety and Applied Nutrition

Joseph A. Levitt
Counsel to Blue Bell Creameries, Inc.

Gary Jay Kushner
Counsel to Blue Bell Creameries, Inc.

Enclosures

Page 2 of 2

Yrade Seeret 7 Conlidential Commercial Information



Biue Bell Creameries, Inc. Update on Responses to FDA Form 483
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Blue Bell Creameries
Second Update to FDA Regarding Corrective Actions in Response to 483
Broken Arrow, Oklahoma

August 28, 2015

Blue Beli Creameries (Blue Bell or the Company) is pleased to provide this update to the Food and
Drug Administration (FDA) regarding corrective actions taken at our ice cream manufacturing facility
in Broken Arrow, Oklahoma, in response to the FDA Form 483 Inspectional Observations (the 483}
issued to our facility on May 1. 2015." In our May 22, 2015, response to the 483, we outlined a
number of corrective actions in response to FDA's observations, and we provided updated
information on those corrective actions in our update on July 21, 2015 We appreciate the
opportunity to provide this additicnal update, as weill as FDA's consideration of these matenals. We
are pleased to report that we have completed all corrective actions identified in our response to the
483 issued to our Broken Arow facility ®

We earlier notified FDA and the state of Oklahoma of our intent to resurne cperations at our Broken
Arrow farility  Ag we avnlained we nlan tn reciimea nneratinna aimilariv tn haw we raciimed

VVIIEI W PESUNIE RITODUULLILET, WiE Wi Ulayw 011 wur \.fUIllpi:!.I'Iy S BEApENHENCS WILTI upcrauurls dl our
Sylacauga, Alabama, facility, and we wll also continue to work with our team of expert consultants.
All production will be carried out under ¢ pragram, and all lots of finished product will
be tested for the presence of Listerfa munuuyiuyenes (Lm).

Below, we provide updates on all outstanding corrective actions from our response to the 483,
organized by Observation number in the 483. If an Observation is not hsted, the corrective action
was completed previously, as explained in one of our earler responses. We include as attachments
to this response any final procedures referenced in this update. For infrastructure or equipment
modifications and for employee training, we will maintain supporling documentation at our facility for
review by FDA; we are prepared to submit that documentation to FDA upon request. Moreover, we
are including a chart summarizing all corrective actions completed in response to the 483
{Attachment A).

In preparation for resuming operations, to monitor the effectiveness of our cleaning and sanitation
efforts, and to help identify any potential reintreduction of Listeria to our facility, we have been
conducting substantial environmental testing in our facility. During the period from August 1 through

1 Blue Bell considers all of the attachments to this response and all descriptions of procedures,

processes, facility designs and modifications, and marketing plans to be trade secrets and
confidential commercial information and therefore exempt from disclosure under the Freedom of
Information Act, 5 U.S.C. § 552{b)(4).

As explained further below, we have completed training employees who will be involved in
startup operations. During our voluntary shutdown, we placed 2 number of emplayees on furlough;
those furloughed employees will be trained on our new procedures as they are brought back to work.
Moreover, in response to Observation 5, we indicated we wnild sualitate renlacinn enme mpetal
ramnnnonte with nlaoctic gnas. We have decided that we wil
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August 24, 2015, we coallectec snvironmental sampiles, all of which—with the exception of one
sample that remains in testing —wested negative for the presence of Listeria spp. We are enclosing
a chart detailing this sampling. (Attachment B). We believe these sampling resuits are a reflection
of our hard work cleaning and sanitizing the facility and our equipment, which has laid a solid
groundwork for resuming operations.

We appreciate the continued close and open working refationship with FDA and remain commitied to
full cooperation as we prepare to resume operations at aur Broken Arrow facility.

Observation 3: The procedure used for cleaning and sanitizing of equipment and utensils
has not been shown to provide adequate cleaning and sanitizing treatment.

We committed to providing revised cleaning and sanitation procedures tc FDA once the procedures
are complete. We have focused our efforts on reviewing the cleaning and sanitation procedures that
pertain to the equipment and processing lines we hope to bring back into operation first. To that
end, we are providing Sanitation Standard Operating Procedures (SSOPs) that are primarily relevant
to producing product and that would be used in the inittal trial production run. We can provide
additional procedures to FDA upon request.

We are enclosing the following procedures:

Clean-up of Allergens Ingredients Spills (Dry Storage/Receiving)
General Housekeeping/Cleaning (Dry Storage/Receiving)
Clean-Up of Dry Ingredient Spills {Dry Storage/Receiving)

Cups Cleaning Procedure (Dry Storage/Receiving)

Trailer Wash Out {(Fleet Maintenance)

Kitchen Rewark Ciean Up (P - Kitchen)

Cleaning Kitchen Area Floor Entrance/Exit {I/P - Kitchen)
Environment Clean-Up For Floors (I/P - Kitchen)

Enviranment Clean-Up For Walls fI/P - Kitchen)

10 2rogram fo &reas (Multi. Departments)
1. piena oo Environmenias wreanny (Mix Processing)

12. Ceiling Cleaning (Mix Processing)

13. Floor Cleaning (Mix Processing)

14. HTST Cleaning (Mix Processing)

15 Inline Strainer Cleaning (Mix Processing)

OO ND oA LN

16 Circuit Cleaning (Mix Processing)
17 ge Tanks Cleaning {Mix Processing)
18 Zleaning (Mix Processing)

19. vvan ciearnny uviex Processing)

20 Cleanina of HYAC Systern Procedure (Plant Maintenance)

2 4rea Drain Back-Up Procedure (Plant Maintenance}

2 &rea Entry Procedure For Maintenance (Plant Maintenance)

3 No result has been reported for the sample still in testing; we anticipate receiving that resuit

in the coming days.
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23. Shop Sanitation {Plant Maintenance)

24. Tool Sanitize - Wash Procedure (Plant Maintenance)

25. Working On Equipment in Production Areas {Piant Maintenance)

26 Cleanino Half Gallon Operation {Production)

27. 850F “ruit Feeder {Production)

28. AM Saiiuon (Production)

29. Testina/Documenting of Chemical Concentrations and Water Temperature (Production}
30. SS0OF Zruit Feadar (Production)

31. Drain Cigarnimy witt g S0P {Mix Processing & Preduction)
32. Environmental and 1 i=an sy rioudction)

33. Environmenta Production}

34 Production Sannauvon sour 112 Gallon (Production)

35 f Filling Equipment (Multi. Departments)

36 S0P (Mult. Departments)

37. our 1w vur ovix rrocessing & Production)
38 Inclusion Utensil Cleaning (Production}

These procedures are enclosed as Attachment C and are numbered within Attachment C according

to the order listed above.?

Observation 4: Failure to provide running water at a suitable temperature for cleaning of
equipment, utensils and food-packaging materials.

We ind e clean-in-place (CIP as well as
install ¢ aur CIP and clean-ou-or-miace (GOPY
operations  As expizified 11 our st upaaie, we compieted installation of the n
Julv 15 2015 We completed training on its use on August 25, 2015 We cumpieed mswnauon of
the an our CIP and COP systems on August 26, 2015 We are maintaining supporting

docurmentation for both actions on file at cur Broken Arrow facility.
Observation 5: The plant is not constructed in such a manner as to prevent drip and
condensate from contaminating foed, food-contact surfaces, and food-packaging materials,
We previcusly identified various planned modifications in response to this Observation;

« Reconfigure pipe and fine [ayout to minimize potential for condensation to come into contact

with food or food contact surfaces. We completed this action on August 26, 2015.
Supporting documentation is maintained on file at the facility.

= |nsulate pipes or install splash guards when recanfiguration is not feasible We have
installed troughs under pipes that run above food contact surfaces. Ye completed this
action on August 27, 2015, Supporting docurmentation is maintained on file at the faciity

4 For example, the document entitled “Floor Cleaning {Mix Processing)’ is included as

Attachment C .13,
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= Add trouahs under pipes to master sanitation schedule. We will clean the troiighs as part of
ou zleaning pregram. This is currently reflected on the attache fiaster
Sarnnauun Schedule. (Attachment D). We completed this action on Auyus <7, 2015

s Ewvaluate gaskels to ensitre nroner fit and replace aaskets as needed. These gaskets are
the seals around the on the We completed this evaluation
and replaced all of these yaskers das vl August 10, 2010, supporting documentation is
maintained on file at the facility.

» Lower temperature in production area. We plan to make this adjustment when we resume
preduction. We will have a betler idea of what temperatures are attainable once operations
resume and we can evaluate temperature-control capabilities under real-world conditions.

» Train empioyees on proper handting of equipment. We completed this component of our
employee training on August 26, 2015. Training for employees who will be involved in the
initial production will be completed as of August 28, 2015, New hires or employees brought
back from furlough will be trained as they come back to work. Supporting documentation is
maintained on file at the facility.

= Fvaluate ways to adjust cleaning procedures to minimize likelihood that ft
sould roataminate aradunt We are training emplovees tn rlean the
Jsing rather thar NOEN aPPIUpiiELe.
nammg for CHIPIVYSED WHY Wil Ue nivaiveu in the initial RrouuCuUn win 0 completed as of
August 28, 2015, New hires or employees brought back from furlough will be trained as they
come back to work. Supporting documentation is maintained on file at the facility.

e Assess filling machines ang
eauioment desian and setfu
h
PIUAILIY LW UE HdLINNES. YYE LDEHEVE LD WHHE TIEIRE RIS = TP CH AR HHAL T LU TR S L LH |
to contact the machines. As noted above, we completet an
August 26, 2015. We also redesigned the chute that feeus rus w e macning. supporting
documentation is maintained on file at the facility.

« Ewvaluating the feasibility of usina non-metal comoanents for narts of machines  Afer further
consideration, we belie Ising
non-metal components We
will monitor our equIpnIci L GUNINY PIUGUGILE 01 digds U1 PULET I Goisel i dne wi niake
changes as appropriate. We will maintain supparting documentation on file at the facility.

» Move packaging equipment to atlow staging of boxes not under pipes. We completed this
action on August 25, 2015, Supporting documentation is maintained on file at the facility.

Observation 6: Employees did not wash and sanitize hands thoroughly in an adequate hand-
washing facility after each absence from the work station and at any time their hands may
have become soiled or contaminated.

We commitied to refraining employees before startup on topics including proper identification of
food-contact surfaces and the impertance of wearing proper athre. Training for employees who will
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be involved in the initial production will be completed as of August 28, 2015. New hires or
employees brought back from furlough will be trained as they come back to work. Supporling
documentation is maintained on file at the facility.

We shared a company-wide uniform policy with ocur July 21, 2015, update. We have since modified
that policy to apply specifically to the Broken Arrow facility. Under the policy, all employees are
required to show up for work in clean shirts and pants. Emplovees will be required to wear hairnets
in the Production, Ingredient Processing, Mix Processing, an¢ areas of the plant, with the
hairnets color-coded to indicate whether the wearer is an empouyee working in a raw area, an
employee waorking in ancther production area, or is a visitor, vendor, or contractor. Empicyees with
facial hair will be required to waar brard nets. Employees and visitors, vendors, or contractors
entering areas designated {Production, Ingredient Processing) will have to wear smocks
over thesr uniforms. The sinucks win oe color coded to indicate whether the wearer is an employee
working in that area a maintenance employeg, or a visitor, vendnr or contractar  The uniform policy

also includes ¢ orogram. Employees willbe r n
certain areas or e igunny agna will not be permitted to wear the 1as.,
Visitors and emplovees who da not routinely work in areas that quired
to wear a shoe ¢ areas. Mucuver, an enpiuyees anw visitors
will be required t« ering specific paris of the facility. The

updated policy 1S inuiuveu as RuaGi e C.

Finally, we indicated we would instal at entrances t arocessing areas. We
completed this action on August 25, cuio. ouppurung documentason 5 maintained on file at the
facility.

Observation 7:

Failure to store cleaned and sanitized portable equipment in a location and manner which
protects food-contact surfaces from contamination.

We indicated we would identify a permanent location for stonng equipment that 1s not in use as well
as a dedicated Incation for cleanina and sanitiziaa enuinmeant comina on and off the line We have

AMUYUBL £33, L 1D, QUPRPUGTHNG QOCUTTENLALON 15 ITdiniidlied ol e di g idualny .

Observation 9: The design of equipment does not allow proper cleaning and maintenance.

We explained that we would discontinue the use 0 | processing areas
and that we would identify a renlarement  We hay for these areas
and pfan to implemen Vve cunmipieieu e aansiion w e
an August 20, cuin. DUPPJILIY uueu nentation for the s maintaineu vt e at e
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facility. Enclosed is a brocedure entitlec ‘0 dreas,” which
govemns hov are 10 be Useu anu saniLed. | AURCNIINEDL L. [V},

Observation 12: Failure to take apart equipment as necessary to ensure thorough cleaning.

We explained that we would ensure that the front face plate o ‘reezer and their
corresponding gaskets are cleaned regularly. We have incorpuraieu viese nerns into ou
cleaning program. We are attaching a job plan printout from the computer software that we use to

manage our preventative maintenance program ant work schedules  This printout shows that
preventative maintenance will be performead an the newreis gven including cleaning,
inspecting, and, if needed, replacing the ‘highligimea w e awachment).

{Attachment F). We have also added these curnpunens w the list of potential swab sites for our
environmental monitoring program.
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