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SUMMARY

Inspection of this Low Acid Canned Food manufacturer was directed by the FDA Office of
Emergency Operations based on 7/17/07 initial findings of Clostridium Botulinum poisoning in two
patients in Texas and two patients in Indiana. In Texas, Castleberry’s Austex brand Hot Dog Chili
Sauce, with a best by date of May 7, 2009, was found in the patient’s home and in Indiana,
Castleberry’s brand Hot Dog Chili Sauce, with a best by date of May 8, 2009, was found along with
other brands. ATL-DO immediately assembled a team of investigators to begin a comprehensive

investigation.

The investigation and inspection was conducted in accordance with Compliance Program
7303.803A, Domestic Acidified and Low Acid Canned Foods. Previous FDA inspection of this firm
on 2/21-23/07 focused on thed imulated-meat products manufactured in the area of the firm

known as the “kosher room”. The 2/21-23/07 inspection was classified VAI and the firm’s

1 of 36



Establishment Inspection Report ' FEL 1010894
Castleberry's Food Company El Start: 07/17/2007
Augusta, GA 30901-3929 El End: 08/10/2007

management promised corrective action. This firm utilizes vertical still retorts and g NS
retorts for manufacturing FDA-regulated product The focus of this inspection was on the
manufacturing of Hot Dog Chili Sauce in the SlNEGSIe rctorts.

On 7/20/07 an FDA-482c¢, Notice of Inspection-Request for Records, was issued to the firm in order
to expedite the delivery of records, and on 7/21/07 an Order for an Emergency Permit was issued to
the firm for all FDA-regulated Low Acid Canned Foods made in this facility. Following the
issuance of FDA’s Order for an Emergency Permit on 7/21/07, the USDA issued a suspension of
inspection to the firm on 7/22/07. This suspension encompassed all USDA products made by the
firm on all retorting systems.

The FDA investigative team consisted of Robert P. Neligan, ATL-DO Low Acid and Acidified Food
Specialist, T. Linda Stewart, ATL-DO Seafood and Food Specialist, Claudette Brooks, ATL-DO
Medical Device Specialist, James P. Lewis, Investigator, E. Harold Blackwood, Investigator, and
Michael Mignogna, Food Technologist, CFSAN. Accompanying the team during this inspection
were Georgia Department of Agriculture Inspectors William C. (Chad) McCord, Darius P. Gresham,
Kathleen M. Worthington, Allison S. Strickland, and Thomas R. Rowland.

The inspection was started on the evening of 7/17/07 by T. Linda Stewart, FDA, and William C.
(Chad) McCord, GDA. Credentials were presented and FDA forms 482, Notice of Inspection, 482a,
Demand for Records, and 482b, Request for Information, were issued to Mr. Dennis J. Donahue,
Vice President, Castleberry Food Company. The purpose of the inspection was explained to Mr.
Donahue. The focus of this initial meeting centered on Castleberry’s Austex brand Hot Dog Chili
Sauce with a lot code including “best by May 7, 2009” and Castleberry’s brand Hot Dog Chili Sauce
with a lot code including “best by May 8, 2009”. An inquiry was made into the firm’s knowledge of
any problems with these production dates. Management responded by stating they had determined
post-processing contamination during this timeframe due to can seam problems.

By 7/18/07, information became more evident that Hot Dog Chili Sauce manufactured by
Castleberry’s was the responsible product in the C. Botulinum poisonings. A review of processing
records revealed the Hot Dog Chili Sauce was processed in a single bank of retorts. The
FDA team, now including Robert P. Neligan, began requesting records necessary for the
mvestlgatlon Repeatedly, from 7/18/07 to 7/20/07, the FDA team requested the following records
for review: retort maintenance, retort repairs, internal investigations into problems during the spring
of 2007, all 3P corporation correspondence, and distribution records. Maintenance records on the
éretorts would have offered direction at this point in the mspectlon However, those
maintenance records were stored on the laptop computer of Mr. {\ NI and Mr 4
was on vacation. The laptop was in his possession makmg any attempt to review those records
impossible until his arrival back to the firn. On the evening of 7/20/07 the U.S. Food and Drug
Administration issued an FDA-482c¢ to the firm which stated, in part, that the firm would have 24
~ hours to provide the FDA team all of the records requested. It was stated that

_this request would constitute a prohibited act in accordance with the F,D,& C

ure to comply with
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On 7/18/07 this firm voluntarily recalled Hot Dog Chili Sauce, with and without onions, under the
brands of Castleberry’s, Austex, and” - The recall was limited to production from April 30,
2007 to May 22, 2007. On July 21, the' irm expanded this recall to all products manufactured on the

@ine for a period of two years.

Expanded recall list:

:,Hot Dog Chili Sauces SIZE UPC CODES
iCasthsaberr\/‘s Austex Onion Hot Dog Chili Sauce 10 0Z 30300-87101
%Castleberrv’s Austex Hot Dog Chili Sauce 10 0Z 30300-99533
?Castleberrv‘s Hot Dog Chili Sauce 10 02 30300-00101 ‘
Castleberry's Onion Hot Dog Chili Sauce 7 100z 30300-07101
ECastleberrv‘s Bunker Hill Hot Dog Chili Sauce 1002 75266-04152
@it Dog Chili Sauce 10 0Z 11110-83942
S ot Dog Chili Sauce 100z 41250-85862
i 10 0Z 35826-06911
10 0Z 25439-92448
10 0Z 21140-21367
) i SIZE UPC CODES
Irish Stew with Beef Dog Food 15 OZ 23633-59860
Chinese Take Qut with Sauce with Vegetables and Chicken Dog Food 15 OZ 23633-59861 .

Southern Style Dumplings wi'th Gravy with Chicken and Vegetables Dog (15 0Z 23633-59862
iFood

Hobo Chili with Chicken Pasta Dog Food ' 1502 23633-59863

Labels for the FDA-regulated products in the expanded recall are included as exhibit 1A — IN, four
identical copies of each label, to this report.

Based on the firm’s own findings of Botulinum toxin in their sample of Castleberry’s Hot Dog Chili- .

Sauce manufactured on May 8, 2007, with a timestamp of “0224”, submitted on 7/19/07 to the i
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W, and discussions with the FDA the firm decided on 7/21/07 to
volumanly expand the recail going back for a peniod of two years. This expanded reca l invo ved
ases of Hot Dog Chili Sauce under various brands and iR ases o SxEsiliiniisniee

pet food.

On the third day of the i!nspeCtion, records, including but not limited to, quality control reviews of |
‘problems in the spring of 2007, outside contractor work orders (specificall i personnel work
orders), consultant reports of problems for 2007, and outside lab analyses for problem products were
unavailable from management. These records were essential to the Investigative team’s assessment
of the depth and scope of the situation. Finally, on Friday night, July 20, 2007, we met with both
“Castleberry and Bumbie Bee management and some records were made available. Coinciding on
this same evening, the U.S. Food and Drug Administration issued an FDA-482c, Notice of
Inspection — Request for Records, requiring management to provide specific records.

One record provnded to the team on the evening of 7/20/07 was a 42-page report (exhibit 2) from
o v SR, summarizing his 5/29-31/07 and 6/5-8/07 investigation into swollen
cans from the Apnl/May 2007 production ms an industry recognized processing authority
with a reputation for solving problems in the canning industry. Mr. s investigation was
focused on Beef Stew, Chili, Corned Beef Hash, and Hot Dog Chili Sauce. All of these were
manufactured in Apnl/May of 2007 and exhibited swells as finished product per §fjfihlaboratory
results.

Mr.m opening paragraph in his conclusion on page 30 of this report states “Based upon my
review of the "SR a1, o YRINIIR 2boratory reports, my review of seaming, container cooling
operations, and post-process handling operations on the Wil and Vertical steam still retort lines;
and conversations with various plant and plant supporting personnel, I believe the cause of the
sponlage for all production dates listed wasdue to ost-processmg contamination”. During this

T T e

tlmeframe Bumble Bee brought indii bto review the seamers and can’seams, and
1 - to rev1ew the cooling canal samnzmg system. On 6/5/07 a two-page report was
issued from il BRERE showing that four hard swells and six control cans of beef stew
were analyzed with the conclusion the swells were attributable to post process contamination
{exhibit 3, 3-pages). mxssued a final report on 6/19/07, and even though it does not
specifically state post-processing contamination was occurring, it cites deficiencies in the firm’s
cooling canals which can be a contributing factor in post-process contamination (exhibit 4; 2-pages).
There is evidence the firm was having some post-processing issues during this timeframe. It is also
evident that the firm accepted post-processing as the reason for the swollen cans and did not
investigate the issue further into other possible sources. This investigation revealed, due to
malfunctioning equipment, that under-processing was also occurring during this timeframe.

{ .
Because of the information provided by the three consultants, Castleberry management determined

they had a post- ontamination proble Jheiabgmtorgﬁmsultsm
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forming bacteria in many of the swollen cans but wrepeatedly stated the cause of spoilage as

unknown (exhibit 5; 30 pages including a two-page summary of all samples submitted by this firm
from May 16, 2007 to July 31, 2007). Only the May 30, 200 74ijBesults for Canned Beef Stew
made on April 19, 2007 identifies post-processing spoilage as the cause.

On 7/19/07 a team of FDA Investigators including Christopher Wilcox, Derek Pnce Aaron
Wozniak, and Harold Blackwood were sent to the firm’s warehouse located at SENRSENINNNNES
The eight days of Hot Dog Chili Sauce made by Castleberry’s from April 30 to May 22 2007 were
on QC hold in this warehouse. It was observed that Castleberry personnel had sorted through the
lots and destroyed most of the swollen cans prior to our visit. Field examinations were conducted on

the lots and samples were collected.

During this inspection the U.S. Food and Drug Administration collected samples of Castleberry’s
Austex and Castleberry’s brand Hot Dog Chili Sauce with the “best by May 7, 2009” and “best by
May 8, 2009” lot codes. Documentary samples, with accompanying affidavits, were collected to
establish interstate commerce (exhibit 6A-B; affidavits).

e FDA sample 428113, collected 7/18/07, consisting of 17 swollen cans and 12 control cans,
found C. Botulinum toxin in 16 of 17 swollen cans. This sample included the same
timestamp and lot code from the May 8, 2007 production as the can found in the Indiana
home.

e FDA sample 420352, collected on 7/19/07, consisting of 96 cans, six of which were swollen.
This also was a sample of the May 8, 2007 production. Four of the six swollen cans were
positive for C. Botulinum toxin.

o FDA sample 420353, collected on 7/19/07, consisting of 96 cans, one of which was swollen.
This was a sample of the May 7, 2007 production. This swollen can was found to be positive
for C. Botulinum toxin.

In summary, the scope of this inspection was two-fold: first, in implementing a rapid recall of all
products potentially contaminated with C. Botulinum toxin from the market place; and secondly, a
complex, forensic assessment of what occurred with the" retorts to create this situation.

At the conclusion of the inspection an FDA-483, Inspectional Observations, was Jssued to Mr J ames

T. Waits in the presence of the firm’s attorney, Ms. SENRNNGER. from ) ST
law firm. The FDA-483 focused on those items that significantly contrlbuted to th1s ﬁrm S

manufacture of finished products contaminated with Clostridium Botulinum toxm An open
discussion was held on each objectionable condition.

On 8/14/07 the law firm of (il s submitted a limited objection to the Order

requiring Emergency Permit. DlSCUS_&LOﬂS arggn:gmn&bm&cenﬁ;asﬂehmanmmwmw_
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ADMINISTRATIVE DATA

Inspected firm: Castleberry's Food Company
Location: 1621 15th St

Augusta, GA 30901-3929
Phone: 706-733-7765
FAX:
Mailing address: 1621 15th St

Augusta, GA 30901-3929

Dates of inspection: 7/17/2007, 7/18/2007, 7/19/2007, 7/20/2007, 7/21/2007, 7/22/2007,
7/24/2007, 7/25/2007, 7/26/2007, 7/27/2007, 7/28/2007, 7/30/2007,
7/31/2007, 8/1/2007, 8/2/2007, 8/3/2007, 8/6/2007, 8/7/2007,
8/8/2007, 8/9/2007, 8/10/2007

Days in the facility: 21

Participants: Robert P. Neligan, Investigator
Claudette D. Brooks, Investigator
James P. Lewis, Investigator
Theresa L. Stewart, Investigator
Ernest H. Blackwood, Investigator
Michael S. Mignogna, Investigator

On this inspection credentials were collectively presented to the following individuals prior to the
issuance of FDA forms 482, 482a, 482b, and 482¢: Mr. Dennis J. Donahue, Vice President; Mr.
William (nmi) Conley, QA Manager; Mr. Christopher W. Rial, Distribution Center Manager; and
Mr. Lester H. Florence, Business Unit Manager. Credentials were also presented to Mr. Fred Nolte,
Dlrector of QA for Bumble Bee Foods, LLC; and Ms.JANNRS#e; Attorney from ,
- RN T1c affidavits associated with Documentary samples 432090 and
432091 were read and 51gned by Mr. James T. Waits, General Manager.”

The following FDA forms were issued on this inspection:

FDA-482, Notice of Inspection; issued to Dennis J. Donahue, Vice President, by T. Linda Stewart,
CS0, on 7/17/07.

FDA-482a, Demand for Records, issued to Dennis J. Donahue, Vice President, by T. Linda Stewart,

CSO, on 7/17/07.
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FDA-482b, Request for Information, issued to Dennis I. Donahue, Vice President, by T. Linda
Stewart, CSO, on 7/17/07.

FDA-482, Notice of Inspection, issued to Dennis J. Donahue, Vice President, by Robert P. Neligan,
CSO, on 7/18/07.

FDA-482, Notice of Inspection, issued to William (nmi) Conley, QA Manager by T. Linda Stewart
& Robert P. Neligan, CSO’s, on 7/18/07 for the Castleberry’s S g% Warehouse.
FDA-482, Notice of Inspection, issued to William (nmi) Conley, QA Manager by T. Linda Stewart
& Robert P. Neligan, CSO’s, on 7/18/07 for the Castleberry” s Sl S treet Warehouse.
FDA-482, Notice of Inspection, issued to Christopher W. Rial, DC Manager by E. Harold
Blackwood, Derek C. Pnce Chnstopher C. Wilcox, and Aaron P. Wozniak, CSO’s, on 7/19/07, for
the Castleberry’s 54NN \W archouse.

FDA-482, Notice of Inspectlon issued to William (nmi) Conley, QA Manager, by Michael S.
Mignogna, Food Technologist and Processing Authority, CFSAN, on 7/19/07.

FDA-482c, Notice of Inspection-Request for Records, with accompanying attachment issued to
Dennis J. Donahue, Vice President, by Robert P. Neligan & T. Linda Stewart, CSO’s, on 7/20/07.
Order Requiring Emergency Permit, issued to Dennis J. Donahue, Vice President, by Robert P.
Neligan & T. Linda Stewart, CSO’s on 7/21/07.

FDA-482, Notice of Inspection, issued to Lester H. Florence, Business Unit Manager, by James P.
Lewis, Claudette D. Brooks, and E. Harold Blackwood, CSO’s, on 7/25/07.

FDA-482a, Demand for Records, issued to Lester H. Florence, Business Unit Manager, by James P.
Lewis, Robert P. Neligan, Claudette D. Brooks, and E. Harold Blackwood, CSO’s, on 7/25/07.

FDA-482b, Request for Information, issued to Lester H. Florence, Business Unit Manager, by James
P. Lewis, Robert P. Neligan, Claudette D. Brooks, and E. Harold Blackwood, CSO’s, on 7/25/07.

FDA-483, Inspectional Observations, issued to Mr. James T. Waits, General Manager, by Robert P.
Neligan, T. Linda Stewart, Claudette D. Brooks, James P. Lewis, E. Harold Blackwood, and Michael
S. Mignogna, Investigators on 8/10/07.

FDA-484, Receipt for Samples, issued to James T. Waits, General Manager, by T. Linda Stewart,
CSO, on 8/10/07. ‘

FDA-484, Receipt for Samples, issued to James T. Waits, General Manager, by T. Linda Stewart,
CSO, on 8/10/07.

As a team inspection, sections of this report were written by the following members: Robert P.
Neligan; Summary, Firm’s Training, Manufacturing/Design Operations, Manufacturing Codes,
Complaints, Recall Procedures, Objectionable Conditions and Management’s Response, Refusals,
Voluntary Corrections, Exhibits Collected, and Attachments. Claudette D. Brooks: History,
Interstate Commerce, Jurisdiction, Individual Responsibility and Persons Interviewed, and General
Discussion with Management. James P. Lewis contributed to the introduction of the
Manufacturing/Design Operations; and E. Harold Blackwood contributed the Records Reviewed and

Samples Collected sections.
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Two USDA employees, Tom Roberts and Alex Bentley are the assigned USDA inspectors who are
on-site during processing of USDA-regulated products.

HISTORY
N

Castleberry Food Company was founded in 1926 in Augusta, Georgia on the popularity of its
founder’s barbecue pork and beef recipes. Today, Castleberry’s has grown and has added other
products to their line, including barbecue, chilies, and stews. There are two manufacturing sites in
Augusta, GA consisting of a large § g. foot facility onWacres that processes canned
products and a¥ quare foot facility that processes fresh vegetables. Additionally, Castleberry
Food Company owns another facility located in Cape May, NJ.

In early 2005, Castleberry's was acquired by Connors Bros. Income Fund. The fund itself is based
at 80 Tiverton Ct., Suite 600, Markham, Ontario, L3R 0G4 and is an unincorporated open-ended
trust established under the laws of the Province of Ontario, Canada that indirectly holds, through its
subsidiaries, a majority position in two operating companies. The operating companies are Clover
Leaf Seafoods, L.P. and Bumble Bee Foods, LLC. Together, these two operating companies
comprise North America’s largest branded seafood company, under the brands of, Bumble Bee®,
Brunswick®, Snow’s®, Clover Leaf® and Beach Cliff®.

Connor Brothers Income Fund is operated by a Board of Trustees:
Bernard Valcourt, Chairman

Howard Brodie, Chairman Governance Committee

Scott Perekslis, Chairman Compensation Committee

Current Officers:

Christopher Lischewski, President/CEO Connors Brothers Limited
J. Douglas Hines, Executive Vice President, Chief Operating Officer
Kent McNeil, Executive Vice President, Chief Financial Officer

Clover Leaf, based in Toronto, sells canned and refrigerated seafood internationally and operates a
sardine factory in Blacks Harbour, New Brunswick. Bumble Bee, based in San Diego, California
produces and sells canned seafood and canned protein products in the United States and operates

tuna factories in California, Puerto Rico, Trinidad and Fiji; a shrimp factory in Louisiana; anda—— o

... sardine factory in Maine. Castleberry Food Company is wholly-owned by Bumble Bee Foods, LLGC———~ -~
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Bumble Bee offers a wide vaniety of canned chicken and canned meat products in the United States
under leading brands including Castleberry’s®, Sweet Sue®, and Bryan®.

Bumble Bee Foods, LLC Corporate Officers:

J. Douglas Hines, Executive Vice President, Chief Operating Officer
Maurice W. Callahan, Senior Vice President Operations

Steve Mavity, Senior Vice President Technical Services/Quality Assurance

Key Bumble Bee personnel include:

Peter Boudreau, Retired Plant Engineer

Gina Ybanez, QA Manager

Roy Bryant, Senior Vice President Meat and Poultry

Castleberry Food Company currently manufactures shelf-stable protein products, soups, stews,
chilies, hashes, sauces, gravies, beans, barbecues and chunk meats. The majority of products are
regulated by the USDA; however, a large variety of FDA-regulated vegetarian simulated meat
products and meatless hot dog chili sauce are manufactured.

Castleberry key personnel include:

Dennis Donahue, Vice President of Operations

James T. Waits, Vice President/General Manager

Lester Florence, Operations Manager

James Van Ells, QA Director

Kirk Baumann, Maintenance Manager

Merle Clayton, Controller

William C. Thomas, Director of Research & Development
William (nmi) Conley, QA Manager

An organizational chart for the Augusta plant is included as exhibit 7 (10-pages).

Castleberry products are distributed under several product labels, i.e.,

BUNKER HILL®
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SWEET SUE ®
MORTON HOUSE ®
CATTLE DRIVE ®
CASTLEBERRY'S ®
BRYAN®

AUSTEX ®

Products are dlsmbuted to either of two logcal warehouses, a Sl square foot warehouse {ocated at
% N N, Augusta, GAora %square foot warehouse located at¢giRSANGRIESNS

Augusta ‘GA. The firm also has several other distribution warehouses including sites in Dayton NJ
Kent, WA: Buena Park, CA; Honolulu, HI; McDonough, GA; and Romeoville, IL. A list of the
warchouses with addresses is attached as exhibit 8 (5-pages).

Castleberry’s also owns and operates a (il square foot facility (R
Augusta, GA), that processes fresh raw vegetables: crushed beans, dehydrated beans peeled and
diced potatoes and sliced carrots. mrs licensed and routinely inspected by the Georgia

Department of Agriculture.

The firm is also licensed with the US Department of Agriculture, Food Safety and Inspection
Service, and is assigned Establishment #195 and P650 for chicken processing.

On July 18", 2007, Castleberry’s Food Company voluntarily recalled several FDA-regulated
products due to reports that four patients were ill with a diagnosis of Clostridium Botulinum
poisoning after consuming Castleberry’s products. Chili sauces, chili, barbeque pork and corned
beef hash were initially recalled. Subsequently, on J uly 21% the recall was expanded, for a period of
two years of production, to include Y [N Pet Foods and several USDA- regulated
products. The assigned recall number is F 000- 7

The firm’s routine hours of operation are from 6:00am until 3:30 am, the following morning. The
sanitation crew begins work in areas where operations have finished and completes their work
around 3:30 am. The schedule is adjusted in accordance with the amount of product scheduled for
production. Two USDA employees, Tom Roberts and Alex Bentley are the assigned USDA
inspectors who are on-site during processing of USDA-regulated products.

INTERSTATE COMMERCE

According to Merle Clayton, Unit Controller, approximatel yiJ8% of Castleberry’s products are sold
in the state of Georgia and&) may be shipped internationally (Canada and/or Mexico). The
remaining products are shipped to one of the warchouses listed in exhibit 8 and distributed within all

P A SO PPN
JOAY Jpc1R- 8 Ewio
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JURISDICTION

The firm has two on-site USDA inspectors on all shifts. Neither of these inspectors was available
during the inspection; however, Dr. John Floyd, USDA territorial manager, was available each day.
Additional USDA personnel present during this inspection included:

Andrew Smith, FDIS Staff Officer

Charles J. Sauer, Investigator

Pedro A. Bobea, Senior Compliance Investigator

Paul M. Uhler, Food Technologist

These individuals performed an inspection into processing conditions of USDA-regulated products.

The firm is also inspected by the Georgia Department of Agriculture. The following GDA
inspectors participated in the FDA investigation and record review:

William C. McCord, Agriculture Sanitarian
Allison S. Strickland, Agriculture Sanitarian
Kathleen M. Worthington, Agriculture Sanitarian
Thomas R. Rowland, Agriculture Sanitarian
Darius P. Gresham, Agriculture Sanitarian

INDIVIDUAL RESPONSIBILITY AND PERSONS INTERVIEWED

Upon arrival at the firm on 7/17/07, Investigator T. Linda Stewart presented credentials and the
following forms were issued to Mr. Dennis (Denny) J. Donahue, VP of Operations for Cape May
and Augusta: FDA-482, Notice of Inspection; FDA-482a, Demand for Records, and FDA-482b,
Request for Information . Additionally, the FDA Resource Document and FOI sheet were issued
Mr. Donahue; and the ALERT card was provided and explained to him and William (nmi) Conley,
QA Manager. Investigator Stewart was accompanied by William C. McCord, Georgia Department
of Agriculture, Sanitarian, Consumer Protection Field Forces. On 7/18/07, Investigator Robert P.
Neligan, ATL-DO LACF Specialist, joined the inspection and assumed the role of Lead Investigator.
Investigator Neligan was on another assignment and unable to join the inspection on 7/17/07.
Credentials were presented and the FDA-482, Notice of Inspection, was issued to Dennis J.

Donahue, Vice President.

On 7/18/07, Robert P. Neligan and T. Linda Stewart issued an FDA-482, Notices of Inspection, to

William Conley, QA Manager, for the two off-site warehouses; namely Castleberry'sFood
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, Augusta, GA 30901 and Castlebcrry‘s Food Company, St

Company, sl .
St., Augusta, GA 30901.

On 7/19/07 Investigators E. Harold Blackwood, Derek C. Price, Christopher C. Wilcox, and Aaron
P. Wozniak issued the FDA-482 to Mr. Christopher W. Rial, DC Manager Bumble Bee Foods, LLC;
RN Augusta, GA 30901. These CSO’s did not participate in the ongoing inspection;
instead, they only worked at the iKIEINS 2 chouse facility on 7/1907.

On 7/19/07 Michael S. Mignogna, Food Technologist/P.A. presented credentials and issued the
FDA-482, Notice of Inspection, to William (nmi) Conley, QA Manager.

On 7/20/07, Investigators Neligan and Stewart presented their credentials and issued FDA Form-
482c, Notice of Inspection - Request for Records with the attachment, to Dennis J. Donahue, Vice
President. Additionally, an Order Requiring Emergency Permit was sent from FDA General
Counsel to Mr. Donahue on 7/21/07.

On 7/25/07 Investigators James P. Lewis, Claudette D. Brooks, and E. Harold Blackwood presented
credentials and issued the FDA- Form 482, FDA- Form 482a and FDA- Form 482b to Lester H.
Florence, Business Unit Manager. Credentials were also presented to Mr. Fred Nolte, Director of
QA for Bumble Bee Foods LLC; William Conley, Quahty Assurance Manager Castleberry s Food
Company; andii - Attorney from NN M EEE. Mr. Nolte
was present from the Vancouver Canada office.
James T. Waus General Manager/Vice President joined the firm’s management staff on 7/26/07
He stated he is responsible for the entire facility. Investigator Stewart presented an affidavit
attesting to the production, shipping, and distribution of the May 7 and May 8, 2007 lots of
Castleberry’s chili sauce to firm’s management. Mr. Waits demonstrated his authority by reading
and signing the affidavit in the presence of the firm’s legal counsel. Mr. Waits stated he directly
reports to Maurice Callahan, Executive Vice President of Operations for Bumblebee. At the close of
~ the inspection the FDA-483, Inspectional Observations, was issued to and accepted by him.
- Fred Nolte, Corporate Processing Authority, was present during most of the inspection; however he
- left the inspection on 7/31/07 due to personal issues. Mr. Nolte has performed the duties of
processing authority and director of quality assurance for Connors Bros., which includes oversight of
' Castleberry s.
"a former Bumble Bee employee was at the firm in the capacity of an independent
consultant Mr *stated he reured two years ago. M:“ held the posmon 0
E R - AN e ssumed the role.
Denms J. Donahue VP Operatlons for C ape May and Augusta was 1dent1ﬁed as the most
“responsible person at the firm on a'day-to-day basis. He initially received the Notice of Inspectlon
as well as the Order Requmng Emergency Permit.

. LestenElorence,Busmessl]nnManagex, of Kosher Products stated he has hcen employed at this. site.
Marsandmh;scmentposﬁmmfoﬁh&pastlémonths _He stated as manager of kosher = _
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production, he ensures that%» standards are met and he works with the sales staff. Mr.
Florence directly supervises §§managers in the kosher production area. He previously reported to
Dennis Donahue; however, since Mr. Waits assumed the GM position, he now reports to Mr. Waits.

Wallace Cohen, Business Unit Manager, of the Red Meat Line (Verticals and “) stated he has
been employed at this site for approximately 27 years. Heis responsible for everything that goes on
during production on the vertical and dines. supervisors report to him. He stated he
previously reported to Dennis Donahue but now reports to James Waits.

Mr. Steven Dabbs, in-house Processing Authority, has been employed at this site for approx1mately
30 years. He is the primary processing authority for the firm; reportedly however, he has only
recently returned to work due to a serious health issue that has kept him from the firm for several
months. He was present for-several days dunng the week of 7/30/07 but was not available during
the final week of inspection. »

James Van Ells, QA Director, was hired during the current inspectidn. He stated he is responsible
for product quality including weight control and product conformance to customer specifications,
food safety plans, recall plans, HACCP and food safety training. He has dotted line respon51b1hty to
both Steve Mavity and James Waits. o .
William Conley, QA Manager, stated he is responsible for in-plant quality assurance, retention and
holds, as well as product release. He reports to James Van Ells.

Michael K. Duggan, HACCP Coordinator, stated he is responsible for the review of processing
records, including HACCP records, and is responsible for getting corrective action for HACCP
violations. He also maintains domestic origin records for government bids. He has been employed
at this site for 7 years and in his current position for 1 2 years. He reports to William Conley. Mr.
Duggan provided information to the investigators on production records, product specifications,
general production information, hold procedures, and employee practices.

Kirk Baumann, Maintenance Manager, has worked at this firm for approximately 15 months. He
stated he is responsible for all of the equipment maintenance and in March he instituted a new
preventive maintenance program called the INFOR program. He stated previously he reported to
the plant engineer, Steve Berkebile. He now reports to Mr. James Waits.

Chris Rial, Warehouse Manager, stated he has been employed at thaf] j Street warehouse since
May 2005. He is responsible for warehousing activities to include shipping and receiving. He
reports to Jill Donahue in the corporate office.

Several key individuals from Bumble Bee, Castleberry’s, and outside organizations participated in
this inspection. A list of those participants is attached as exhibit 9.

Correspondence from the Agency to the firm should be directed to Mr. James T. Waits, Vice

President/General Manager with copies to Mr. James Van Ells, Quality Assurance Director @ 1621

Fifteenth Street, Augusta, GA 30901 and Mr. Steve Mavity, Senior VP of Technical Services QA @

Bumble Bee LLC, P.O. Box 85362, San Diego, CA 92186. The corporate address is 9655 Granite
Ridge Drive, Suite 100, San Diego, CA 92123-2697 (858) 715-4000 Ext. 3005.
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FIRM’S TRAINING PROGRAM

§

Eleven members of this firm had completed a Better Process Control School prior to this inspection.

This primarily involved the managers and supervrsors in Quality Control. On 8/21/07, as one of the
post-inspection corrective actions, this firm held an in-house Better Process Control School for 35

employees.

The hourly ernployees generally receive on-the-job training.

MANUFACTURING/DESIGN OPERATIONS

This firm 1s a manufacturer of low acid canned foods regulated under dual authority by both US
FDA and USDA. In addition, the Georgia Department of Agriculture inspects the firm on a
quarterly ha51s The ﬁrm has pnvate audits from its larger customers, undergoes an annual

U IS inspection, and is regulated by OSHA. This firm has on-site

USDA mspectors on all ‘shifts. v
The firm ha SR Aetort operatmg systems consisting ofmteam retorts, vertical still steam
retorts andgil g retorts. The® "rts are manufactured by!

majority of the vertrcal retorts are manufactured b .
manufactured by - Only USDA regulated products are processed in the .
Both FDA and USDA products are processed in the oS and vertical fetorts. The ﬁrm can be
divided into three retorting sections: the front vertical still retorts, thed etorts, and the kosher
room (exhibit 10; 2-page plant dragram) The. kosher room manufactures 1fferent srmulated—
meat products under a contract with thel§ . Th L
6 (cxhibit 11; product listing). The kosher room has its own kitckien, coolers,
processmg equlpment seamers, and’ ertical still retorts. All of the vegétarian products
manufactured in the kosher room are hand-filled into the cans. There are § 1cal retorts in the
front. room where both FDA and USDA products are processed. There are B lincs with the

etorts are

wmown as the Red Meat Line Gl Bused in processing both FDA and USDA
products, and the wiidiihiie known as the Chrcken Lmem used in processing only

USDA products
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Following 1s a typical vertical retort diagram:

An FDA-3511A, retort survey for vertical still retorts, was collected on each of the retorting areas in
this firm during this inspection (front verticals, kosher room verticals, and the . These
FDA-3511s are included as attachments to this report. On 8/6/07 team members Robert P. Neligan,
Linda Stewart, and James Lewis successfully completed the retort surveys on the' retorts and
the front vertical still retorts. An attempt to complete the survey on the kosher room retorts was
hampered due to excessive steam emanating from the retorts that day. On 8/7/07 these team
members were asked by management that no retort survey be conducted on the kosher room retorts
due to OSHA safety precautions. In the presence of management, Investigator Neligan placed a call
to Mr. James Burn’s, SE Region Compliance Officer, Occupational Safety and Health

Administration. Mr. Burn’s stated that management was correct, without undergoing training to

enter a confined space, we were not allowed to collect our measurements for the retort survey on the
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kosher retorts. This call was followed by a phone call from Mr. J.T. Brezley, Regional Area
Director, OSHA, who further confirmed Mr. Burns’ comments. The measurements included 1n the
FDA-3511 for the kosher room were taken by the firm for our benefit since they had the necessary

training for confined spaces.
Record Review:

An important accomplishment during this inspection was the review of every processing record for
FDA-regulated products from January 1, 2007 to July 20, 2007. FDA Investigators E. Harold

Blackwood, and Claudette D. Brooks led this team. Georgia Department of Agriculture sanitarians
Allison Strickland, Thomas Rowland, Kathy Worthington, Chad McCord, and Mike Butts assisted.

During the inspection a variety of records were reviewed. These included areas related to incoming
raw materials, product preparation, processing records, product hold fogs, maintenance records, and
shipping and distribution records.

The"sMlB Daily Retort Processing Records (retort operator’s log) for the red meat llne“ retorts

were reviewed for the time period January 1, 2007 to July 20, 2007. Included with this record
is the correspondmg continuous temperature/pressure chart for each retort. All kosher room
processing records were reviewed for the time period of January 1 to July 20, 2007 for retortsn
Only FDA-regulated products are processed in these vertical steam retorts. The kosher room review
included the retort operator’s logs, the puller’s record, temperature/pressure continuous chart, and
part of the kitchen record (this record showed dry fill testing). In the front section of the building the
firm operatesiifvertical still steam retorts that are used for both FDA and USDA products. These
processing records were reviewed for the 25 days between January 1, 2007 and July 20, 2007 that
FDA-regulated product was processed in these retorts. Also included in the review of the processing
records for these vertical retorts were three additional days for each month January 1, 2007 and July
20, 2007. These additional 21 days the firm only processed USDA-regulated products. The Product
Hold Log and Finished Product Hold Log were reviewed from January 1, 2007 to July 20, 2007.
Michael Duggan, Castleberry HACCP Coordinator, assisted the record review team, providing
explanations when needed, and copies of records. Mr. Duggan’s primary responsibility is in
reviewing processing records for the firm.

Challenges to SN

By comparing processing records to timestamps on FDA samples 428113 and 420352, we were able
to determine the production of the product containing C. Botulinum toxin was onWand/or
'-“'WNmtcouidﬁememﬁﬂcﬁm%mnpmﬁhmnkjcﬁmgsyﬂmasmmchthewa{%w -
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previously was located at the end of the conveyor just prior to the”fetons, Management moved
the ink-jetting system into the kitchen, locating it just beyond the can wash station after seaming.

With our focus on m ¥ we began a series of challenges to thescWillEetorts to see if they
could fail. Our first test began on Sl On 7/27/07 a team assembled consisting of Bumble Bee
employees; Castleberry employees; FDA 1 tigators James Lewis, Linda Stewart, and Bob
Neligan; Dr. John Floyd, USDA; and M M Attorney. This test was video taped by
Bumble Bee. A transcript summarizing the test onJiili# was provided by Bumble Bee, and
reviewed by Bob Neligan, FDA, prior to finalizing (exhibit 12; 3 pages). The cooling water valve on
thisglll& was taken off and everyone could see the valve had worn a deep groove in the surrounding
rubber gasket. This groove prohibited proper seating of the valve. To simulate a normal day of
production, this cooling water valve was opened and closed several times. After each successive
use, the valve was observed to increase in the leakage amount. By the last test, the valve produced
1700 mL of water in a 60 second period. Clearly, this valve was leaking a substantial amount of
water into the bottomn om This simulates what could occur during a cook cycle as the work
day progressed. If actual cans were in the retort during this challenge this would have increased the
amount of water in the bottom of this retort from condensation. “with a damaged cooling
water valve, was shown to have an excess of water in the bottom of the retort during the test cook

cycle on 7/27/07.

During this same test on 4 t was observed the indicator light on the panel was not functioning
during the cooling phase of the cookmg process. Kirk Baumann, Maintenance Manager, removed
the lens, replaced the bulb, secured the lens back in place, and the cooling indicator light illuminated,
indicating the process was in the cooling phase. Leaking valves and burned out alarm lights on the
control panel provide a picture of the poor maintenance and inattention this firm was giving the

On Saturday 7/28/07 a similar team of Bumble Bee, Castleberry, FDA, and USDA assembled to
begin our series of challenges tom (exhibit 13; 2 pages). We began by examining the retort

for leaks. No significant leaks were observed before start-up. It was observed that the ii—_g_e
bypass drain valve was not functioning. In the event water is leaking into a retort from the SR,

49 inlet, this valve is designed to expel the water before it could enter the retort.

We then began to operate wmrough its initial steps, including a vent process of pushing the

i out of the drain valve, to examine it during a cook cycle. Wlth the dram valves open
W, the venting oereated such a backflow o it

through the drain line upstream that the entire room filled with steam. The water still i in

began to collapse the steam in the vessel causing a loud banging of the pipes. This unexpected result

from ventin orced Castleberry management to cease the challenge on“ No

e —further work was-accomplished-or(i {88 that-day—It-did-show-that-under-certain circumstances

19 0f 36



Establishment Inspection Report V‘ N FEL: 1010894
Castleberry's Food Company : El Start: 07/17/2007
Augusta, GA 30901-3929 o B ElEnd: 08/10/2007

the venting of one‘mownstream will cause .

:nd steam to flow upstream and enter
anothery hen a drain valve is open. :

Testing did resume onWijjiifiifon 7/30 & 31/07 (exh:blt 14; 5 pages). Based on the events of
Saturday July 28, we requested that th&SililNeE: :ank be overfilled and then B
the overfilled tank. It should be noted tha 'was only half-filled with 4l

test. The purpose of the challenge was to see 1f venting a*nto a full ank would
cause water to backflow into an adjacent retort. Again, this created a safety hazard with the L
R tank bumping and bouncing off the floor. The overflow pea- trap on Ihemk did
expel water but not a rate sufficient to prevent water from filling the vent pipe on the tank. The
des:gn of the vent pipe for the ¥l B8P tank associated with i} s ai

of pipe approximately mlth oing straight up to atmosphere abovc the roof line. A
proper design would be a vertical vent from the top of the il Pistank straight to atmosphere.
Even under these stressed conditions on the MIank Fred Nolte, Bumble Bee, and Bob
Neligan, FDA, did not observe any significant amounts of water coming from the opened bottoms of
any of the . However, 1t was observed that the overflow drain valve on was under so
much pressure it opened on its own and remained in a partially opened position for a period of time.
This was a result of the pressure being exerted by the overfilled tank. After the system cooled for
approximately 15 minutes, the valve returned to the closed position on its own. This overflow drain
could be another entry point for water to enter &meton if pressure was being exerted upstream
from an overfilled SRR tank. The retort operators and the maintenance workers both stated
they had seen conditions where theiiiiSaNe tank had been overfilled and would rumble and

jump off the floor. -

On 7/30/07 Bumble Bee management brought ingiiii§i& 2 local p umber to thread a fiber optic
camera down the drain manifold to see if any blockages in the dram line caused the steam and
to entermnd@uring the ventin lon 7/28/07 (exhibit 15; one

page) This was a most unusual occurrence to vent onef and have such a back pressure that the
i v ould travel upstream and enter anotherS§ifj§ilig Bumble Bee personnel, Castleberry

personnel, the FDA team, and Dr, J hn F loyd USDA all watched as the fiber optic camera found no

blockages. The inside of theXSNNKINS tank, as well as the vent pipe for the tank, were

examined with the camera and no blockages were found.

This led the FDA inspection team to examine other conditions ommat could have created
the under-processing of a limited number of cans. It was observed early on in this inspection that
under-processing seemed to occur only on a cluster of §ffcans or more during the cook cycle. Each

holds approximately i cans per cook cycle. FDA sample 428113, with a timestamp of

“0223” produced on May 8, 2007, and sample 420352, with a tlmestamp of “1950” produced on
May 7, 2007 were positive for C. Botulinum toxin. Other cans in the samples within 1-2 minutes
from the timestamp were negative for the toxin. This narrows the affected cans down to
approximately 100 or more cans per retort cook cycle on those days. The seamers used by this firm

i 0 ans per minute. Nofimal operations would decrease tha T

rate aown tow.ans per minui‘e. Irstill Temains viable that a limited amount of water could
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cover the bottom layer of cans in a”reton causing small clusters of swollen cans. One design
flaw noted mtthas the condensate drain had the condensate bleeder located on the top

of a “T” connection. The condensate bleeder could only expel water above theﬁcondensate drain
pipe. A proper design would place the condensate bleeder on the bottom of the drain pipe, assuring
all water from msnde the retort and in the condensate drain plpe would be expelled. Another design

S v as the condensate drain itself was not in view of the retort operators. If a
condensate dram was clogged no one could easily detect this condition. Investigator Neligan
recommended to Fred Nolte that each condensate drain pipe be reconfigured to allow a visible check
of proper operation.

One critically important event with4§lfllwas the low-pressure reading. A (normal) pressure
inside a retort of&mg correlates to an operating temperature ofugii NI was continually
reading a pressure of, on average, 8 psig. This would correlate to an operating temperature of 235°.

A list of randomly selected il processing logs reveals the following (exhibit 16 A- E):

February 26, 20074l

Process start @'12:55; pressure recorded by operator: 7 psig
Process start @_ 3:55; pressure recorded by operator: 7 psig

March 19, 2007 Gl

Process start @ 9:51; pressure recorded by operator: 5 psig

April 24,2007 m

Process start @ I 1:11; pressure recorded by operator: 8 psig

$

Process start @ [4: 48; pressure recorded by operator: 9 psig
{
Process start @ ;9:3 1, pressure recorded by operator: 9 psig

Process start @ 53:34; pressure recorded by operator: 9 psig

May 7, 2007 S .

Process start @ 11:09; pressure recorded by operator: 12 psig
Process start @ 2:46; pressure recorded by operator: 12 psig
Process start @ 6:06; pressure recorded by operator: 10 psig
Process start @ 9:55; pressure recorded by operator: 8 psig
Process start @ 2:19; préssure recorded by operator: 8 psig

May 8, 2007 )
Process start @ 10: 10 pressure recorded by operator: 8 psig

Process start @ 2:03; pressure recorded by operator: 10 psig
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Process start @ 5:46; pressure recorded by operator: 9 psig
Process start @ 10:20; pressure recorded by operator: 9 psig
Process start @ 2:39; pressure recorded by operator: 9 psig

On February 16, 20073liJlwas taken out of service. Between February 16 & 26, 2007 41N
had a new mother board replaced. The mother board controls and maintains proper function of the
retort. On February 26, 2007 was placed back into service. When the firm’s management
was questioned, no one could identify the events that led to the mother board being replaced and the
records prior to February 16 for this retort do not reveal any obvious discrepancies. Beginning on
February 26, 2007 when4#i#ll® was placed back into service, this retort began showing a measured
pressure inside the vessel of, on average, 8 psig. This directly correlates to an operating temperature
of 235°F. The Hot Dog Chili Sauce was routinely cooked in the mretons at ”F forgii
minutes with an initial temperature inside the cans of, on average, J#jiiJJil§° F. The initial
temperature of the EREIMINIRInside the vessel was also, on average SUiiiie F.

The recorder chart ﬁ‘om February 26 to May 22 2007 ford Rwas reading an average of 248° F.
However, a one-page work report, issued by 9§ Technical Specialist, states on
May 30, 2007 the bias on the recording temperature device (RTD) for the i recorder chart
was found at 124.4. Ing own words in this report he states “I checked the bias and
found 124.4. That’s far out of line. A hlgh bias is 4.” (exhibit 17; one-page report). There are no
records to show that maniagement addressed the low pressure readings on 4§ from February 26,
2007 until Mr. A4 s visit on May 30, 2007. % continued to be operated during this time

span. ;

H

It can be shown that/ijjjijj#ikhas an RTD and accompanying chart recorder that were not correctly
reading the actual temperature inside the vessel. This same retort consistently shows a pressure of
approximately 8 psig which correlates to an operating temperature of 235° F. It is clear there is a
problem with# 8. The final element of concern is the mercury-in-glass thermometer (MIG).
During the timeframe of the low pressure readings int MIG #924 was used on retorf§fy On
8/2/07 management was able to locate MIG #924 and a calibration was performed with Bumble Bee
personnel, Castleberry personnel, and the FDA present. This calibration revealed MIG #924 was
low by 2° (exhibit 18; one-page). Management stated they suspected this MIG had a broken column
of mercury. After the calibration test did not reveal a broken column, a propane torch was brought
in to run the mercury column to the maximum upper limit of 270°. If a broken column of mercury
was located in the stem of the MIG this final test would reveal the broken column. It was observed
that MIG #924 did not have a broken column of mercury and was within a reasonable (2°) range.

On each of the cook cycles noted above, the retort operator recorded on his log that the MIG and the
recording chart were exactly the same. This was seen consistently in the records for (K& One
exception in the above listed records is the May 7" 6:06pm cook cycle where the retort operator
— *w*hstedfﬁxterG-at%&‘Lmd*thmcorder chart-at-247°F—While-one cannot-identify-anything-wreng————
——fromrjust this information; it was found that-a-retort-operator-was-not reading the- MIG-or-condueting——
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condensate bleeder checks onmduring a cook cycle. This was observed on the sc opd day of
this inspection. 1 liam Conley, QA Manager, and Bob Neligan, FDA, visited the/l -
Seeing thatilllR ad just finished a cook cycle, Conl ey and Neligan both went to review v the
operator’s retort log The retort operator had failed to enter the second check of both the MIG and
recorder chart temperatures and failed to enter 4 of the 6 required condensate bleeder checks (exhibit
19; 3 page 7/18/07 retort operator’s log). Contribute to this, the 3/26/07 retort log from the kosher
room vertical still retorts (exhibit 20; 2 pages). The retort operator’s log cites a recording chart
temperature of 248° on the third cook cycle for retort The third cook cycle occurred at midnight.
The first cook cycle for this retort occurred at noon. The recording chart actually shows the 248°
during the first cook cycle at 12:30 pm, not 12:30 am (third cook cycle). This recording chart is
printed in real-time as the cook cycles progress through the day. This is not a situation of a pre-
printed recording chart being misaligned.

The challenges placed orS§illll# and #jrevealed that it is possible to have a situation of water in
the bottom of a retort during a cook cycle. I 2s operating with a temperature recorder out of
bias. Between 2/26/07 and 5/22/07 this retort was showing a pressure in the vessel of, on average, 8
psig which correlates to an operating temperature of 235°. There is evidence of a retort operator not
checking the mercury-in-glass or the required condensate bleeder checks ondiliiilllf Whether a
small cluster of cans had a lower initial temperature than other cans in that cook cycle or, on
occasion, water was covering the bottom layer of cans, it can be shown that cans of Hot Dog Chili
Sauce did not receive an adequate thermal process. Laboratory results of both the firm’s sample and

FDA samples found Clostridium Botulinum toxin in small clusters of cans from these retorts.

MANUFACTURING CODES
For FDA-regulated products an example of the lot coding on the cans is as follows:

~Top line: “Best by August 10, 2009”
Bottom line: “ CA CM2 1234”

Top line explanation: All Castleberry’s products are based on that day’s production. The “best by”
date would be the day of production plus two years. The above example would reflect actual
production on August 10, 2007. Please note that a “day’s production” does not change when the
time stamp extends beyond midnight. A lot code will show a date of production for August 10 and a
timestamp of “0223”. In actuality, this literally would be 2:23am on the moming of August 11.
However, this firm follows a “day’s product:on” for the total length of time associated with the start
of production that day. '

Bottom line explanation: CA = Castleberry’s

CM2 &md&codaiprmnmLpemdwwm
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?
1234 = military time stamp

The tray label in casing would have a code of “7222”. The first digit is the year followed by the
julian date.

For thc 51mulated~meat products manufactured in the firm’s kosher room '
' xbrands) a lot code for the cans is as follows: ’

Top line: “08107 CS”
Bottom line: “VB 12347
Top line explanation: 08 = month of production

10 = day of production
7 = year of production
CS = Castleberry co-packer designation

Bottom line explanation: VB = formula code
1234 = military time stamp

COMPLAINTS

There have been no complaints filed from consumers with the U.S. Food and Drug Administration
concerning this firm since the last FDA inspection. This inspection was directed by the FDA Office
of Emergency Operations based on 7/17/07 initial findings of Clostridium Botulinum poisoning in
two patients in Texas and two patients in Indiana.

RECALL PROCEDURES

The firm has established recall procedures in place and performs two mock recalls annually. The
firm’s recall procedures were demonstrated during this inspection with the 7/21/07 recall of

Wicases of Hot Dog Chili Sauce under various brands and ‘il R
pet food. The recall was based on initial information from the Indiana Department of Health and
Texas Department of Health that patients in their states had consumed Castleberry’s Hot Dog Chili
Sauce prior to the onset of symptoms indicative of Botulinum poisoning.

On 7/18/07, Steve Mavity, Senior VP of Technical Services and Quality Assurance, Bumble Bee

~Mw%wLLG‘mouaesd{hevﬁrmwaweluatanhqecamnng&Dgg-ChmﬁSauee%der_theﬁastexmw«« :
oo and-Gastleberry’s-brands;- manufactured-from-April 30; %@O?%May%&%@@?——@nw%ww»
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Mavity announced that Bumble Bee was voluntarily expandinhe recall to include all FDA-
P (inc for a period of two

regulated and USDA-regulated products manufactured on the (i
years. The significance of the two-year period is all cans receive an mk«Jetted lot code that includes
a ‘best by” date. The expiration date this firm has given their products is 24 months. The expanded
recall included all products with “best by” dates from July 21, 2007 to July 21, 2009. Please
reference the Summary section of this report for the FDA-regulated products under the expanded

recall.

OBJECTIONABLE CONDITIONS AND MANAGEMENT’S RESPONSE

Observations listed on form FDA 483

OBSERVATION 1

The system, equipment, and procedures used for thermal processing of foods in hermetically sealed
containers were not operated and admxmstered in a manner that ensures commercial sterility is

achieved.

Specifically, the firm had cans of Castleberry's Hot Dog Chili Sauce from their May 8, 2007 production analyzed for
microbiological contamination by a recognized outside laboratory $fjjff§, The sample was received by the lab on July
19, 2007 and six cans with 2 lot code of "Best By May 08 2009 CA CM4 0223" and a timestamp of "0224" were
analyzed for Clostridium Botulinum toxin. Four of the hermetically sealed cans in the firms sample were positive for
Clostridium Botulinum toxin. Shipping records reviewed on this inspection show this product was released and shipped

in interstate commerce.

Reference: 21 CFR 113.40()
Supporting Evidence and Relevance:

Based on the following observations, commercial sterility was not achieved for Hot Dog Chili

Sauce:

1) FDA sample 428113 collected on 7/18/07 from the firm’s warehouse located at{iiiibSRNREE:
Augusta, GA 30901 and FDA samples 420352 and 420353 collected on 7/19/07 from the same
warehouse were positive for C. Botulinum toxin per ELISA tests and mouse bio- -assay.

2) The challenges performed on/iilllil:nd #Revealed both retorts could produce a small
portion of finished product that would not achieve a thermal process sufficient to destroy
Clostridium Botulinum spores. This was a result of poor maintenance of the retorts and an overall

- - failure of management to-correctongoing-deficiencies in the facility.

25 0f36



Establishment Inspection Report FEL 1010894
Castleberry's Food Company El Start: 07/17/2007
Augusta, GA 30901-3929 ’ EI End: 08/10/2007

> 1
FDA Documentary samples 432090 and 432091, dated 8/10/07, document the interstate shipment of
the May 7, 2007 and May 8, 2007 production lots associated with the physical samples.

Discussion with Management:

There was no discussion from management or the firm’s attorney on this item.

OBSERVATION 2
Each retort did not have an accurate temperature-recording device.

Records show the temperature recorder formwas not accurately recording the operating temperature during
thermal processes from February 26, 2007 to May 22, 2007. Specifically, af work report issued by

echnician, states on May 30, 2007 the bias on the temperature recorder was at 124.4. This observation is coupled
with processing records from February 26, 2007 to May 22, 2007 showmg a pressure reading of 7 psi to 9 psi during the
cook cycle in4Silllll A pressure reading of 8 psi correlates to an operating temperature inside the retort of

approximately 235 degrees.

Reference: 21 CFR 113.40(a)2)
Supporting Evidence and Relevance:

Mr. m report (exhibit 17) states the bias on the recorder chart was found at 124.4. His report
includes “that’s far out of line. A high bias is 4”. His report goes on to state “I was asked about the
maintenance on the retorts and [ told them that two years ago theMere maintained very well,
but they are maintained poorly now”. Exhibit 19, the retort operators log for 7/18/07, shows the
retort operator did not check or record the second mercury-in-glass thermometer reading, recording
chart reading, and four of the six required condensate bleeder checks form on the first cook

cycle.
Discussion with Management:

There was no discussion from management or the firm’s attorney on this item.
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OBSERVATION 3

Failure to supply a suitable water valve used for water cooling to prevent leakage of water into the
retort during processing.

Specifically, this inspection found the water cooling inlet omas leaking at a rate sufficient to cover cans in the
bottom of the retort during a thermal process. Addmonally, the cushion water bypass drain valve on was not
functioning. This valve is designed to prevent water from entering the retort during a thermal process It was also noted
_that the overflow drain valve oni would randomly become caught in an open position during the cook phase of

operation.

Reference: 21 CFR 113.40(a)(11)
Supporting Evidence and Relevance:

All of the malfunctioning valves described in this observation were observed by Bumble Bee,
Castleberry, and FDA personnel.

Discussion with Management:

Investigator Neligan explained the leaking cooling water inlet valve is specific to Sl Mr.
Waits explained to Mr. Van Ells the subject testing was performed 7/27/07. Investigator Neli an
continued by stating the bypass drain valve is associated with the Sl inlct on -and
is designed to prevent il BN from entering the retort. As the iR nlct valve
closes, this bypass drain valve located in front of the inlet valve, should automatlcally open.

1
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OBSERVATION 4

The condensate bleeder was not checked with sufficient frequency to ensure removal of condensate
or equipped with an automatic alarm system for the continuous monitoring of condensate bleeder

functioning.

Specifically, the high condensate alarm oW . 2 s observed to be intermittently non-functioning. On 7/19/07, a
stream of water was abserved flowing from the condensate bleeder for approximately 5 minutes and the condensate
alarm never turned on. In addition, the retort operators stated the high condensate alarm onm'as often perceived
as a false alarm. The reason cited was a mineral build-up on the sensor from hard water used in processing.

Reference: 21 CFR 113.40{(c)(5)

Supporting Evidence and Relevance:

Removal of condensate from a”etort is critical in assuring cans on the bottom layer during
processing are not covered with water. Having condensate alarm lights that intermittently operate is
not an acceptable practice. Further, the significance of the alarm is lost when operators state that the
retorts are giving false alarms.

Discussion with Management:

It was clarified to management that the reason cited as a mineral build-up causing the false alarms
was information reported from the retort operators.

OBSERVATION 5

Required information was not entered on designated forms at the time the observation was made by
the retort or processing system operator or designated person.

Specifically, on 7/18/07 it was observed that a retort operator had completed a thermal process cycle onm and
failed to record the second mercury-in glass and temperature recorder reading. This samwcycle showed the

re——————retort operator Tailed torecord 4 of the 6 required condensate bleeder checks
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Reference: 21 CFR 113.100(a)

Supporting Evidence and Relevance:

This 7/18/07 retort operators log is provided as exhibit 19 and shows the first cook cycle fol il
does not have the required information.

Discussion with Management:

Management was informed that this shows a retort operator is not reading the mercury-in-glass
thermometer during a cook cycle. Mr. Waits, General Manager, inquired if this was due to a lack of
training or to negligence. We informed management that this is an example of a lack of supervision
and overall failure of proper management.

OBSERVATION 6
Failure to maintain fixtures in repair sufficient to prevent food from becoming adulterated.

Specifically, routine maintenance is needed on themine. This was evidenced by a control panel light bulb
burned out ont P valves on SSNIIPand Aot working, and the high water fill sensor in the oSNNI 2 nk
for theséll not functioning properly. Also, it was observed that the steam spreaders in the bottom of vertical still
retorts 7N in the kosher room were broken and the spreader in the front vertical ﬁnwas broken.

Reference: 21 CFR 110.35(a)

Supporting Evidence and Relevance:

NN T cchnical Specialist, states in his May 30 report (exhibit 17) that  two years
eyl were maintained very well, but they are maintained poorly now”.

ago t

Discussion with Marmagement:
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We informed management that leaking and inoperative valves, inoperative sensors, control panel
lights burned out, and broken steam spreaders are an example of the overall breakdown in

management.

OBSERVATION 7

Failure to properly adjust the temperature-recording device. The temperature recorded on the
temperature-recording device chart was higher than the mercury-in-glass thermometer during

processing.

Specifically, this was observed on 1/3/07 NI, chart reading 271 and MIG reading 254; 1/12/07, W chart
again reading 10 degrees higher than the MIG; 1/ 19/07%“ chart at 251 and MIG reading 248; 6/4/07, SEWN»
chart recorder at 246 and MIG at 236; 6/1 8/07m the chart recorder was 3 degrees higher than the MIG;
and lastly, 6/29/07 fMSMSM8 recording chart reading 250 and MIG at 247.

Reference: 21 CFR 113.40(a)(2)
Supporting Evidence and Relevance:

This was observed by the FDA record review team. All processing records from January 1, 2007 to
July 21, 2007 were reviewed for all FDA-regulated products manufactured by this firm.

Discussion with Management:
There were no comments from management regarding this observation.

REFUSALS

Repeatedly, from 7/18/07 to 7/20/07, the FDA team requested the following records for review:
retort maintenance, retort repairs, internal investigations into problems dun’ng the spring of 2007, all
¥corporation correspondence, and distribution records. On the evening of 7/20/07 the U.S.

ood and Drug Administration issued an FDA-482c to the firm which stated, in part, that the firm
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would have 24 hours to provide the FDA team all of the records requested. It was stated that failure
to comply with this request would constitute a prohibited act in accordance with the F,D,& C Act.

GENERAL DISCUSSION WITH MANAGEMENT

At the close of the inspection, the inspection team held a discussion and an exit interview with
Messrs. James T. Waits and James Van Ells and Ms.4 s Attorney. An FDA-483,
Inspectional Observations, was issued to Mr. Waits and each item was read aloud and discussed with
those members of firm’s management. Investigator Nehgan provided an opportunity for everyone to
read the list of deficiencies before beginning the dialogue. He explained the format of the FDA-483
items. The items listed below correspond to those objectionable findings listed on the FDA-483.

Management’s responses were as follows:

1. No questions/comments from management. All were in agreement with the observation and
indicated they understood the issue.

2. Investigator Neligan elaborated on the pressure (Psig) as related to the operating
temperatures. No questions/comments from management.

3. Investigator Neligan explained the leaking cooling water inlet valve is specific to SlNGG_GEH
Mr. Waits explained to Mr. Van Ells the subject testing was performed on 7/27/07.
Investlgator Nehgan continued by stating the bypass drain valve is associated with the

NS inlct on AN and is designed to prevent JSESNSMEIRRW from entering the

rctort As themeva ve closes, this bypass drain valve, located in front of the inlet

valve, should automatically open. .

4. Mr. Waits asked about the statement in Observation #4 on the FDA-483 indicating mineral
build-up on an alarm sensor was a result of hard water. He asked how we knew there is
“hard water” used in processing. Investigator Neligan stated that is the information he had
received from the retort operators. He further stated that we could check the water if
necessary. Investigator Neligan stated the focus is on the fact that the alarm is routinely
going off. Clarification was requested by management on exactly who cited mineral build-up
on the sensor as the reason it would either fail to function or would go off incorrectly.
Investigator Neligan stated the retort operators provided that information.

5. Investigator Neligan stated the evidence points to a retort operator not doing his job. Mr.
Waits asked whether Investigator Neligan thought the individual was not properly trained or
simply did not care about the work. Investigator Neligan responded that malfunction
extends from the retort operators through to the retort supervisors. If there are episodes when

: theworkﬁlsmt_dene-pmpeﬂygﬁsm;appmntreﬂwﬁonaf_fadmomhem:eg@upﬁmw —
Van-Ells-stated-accountability-starts-with-management.- —
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6. Investigator Neligan stated routine maintenance is needed on m He further stated
there is benefit in providing validation information on the retorts to the Agency. Mw
stated the information will be in the response. ;

7. Management had no comments to Observation #7.

Investigator Blackwood provided a summary of findings during the records review. He
recommended the firm adopt a better recordkeeping system as it relates to the retort operators
recording the time of day. He suggested the firm use either military time or record ‘am’ or ‘pm’ in
annotation within the production records. '

Investigator Neligan further expounded on the firm’s overall neglect of the equipment and the
apparent disconnect between the different departments in the company. He stated there was no
commitment from the employees in making the products and there was not adequate management
oversight. This failure in management was ultimately the reason for the Clostridium Botulinum

toxin in the cans.

Mr. Waits stated he has told management they must work together. He spoke of a cultural change
necessary within this facility. He stated there will not be any “stand-alone silos”.

Investigator Neligan stated management’s challenge is to bring the plant into compliance by
reestablishing cohesiveness between the departments and pride within the employees. Mr. Van Ells
stated they are working on a list of things that need improvement. He stated he plans to begin with
proper employee training.

Mr. Waits stated that through the ownership change, Castleberry’s lost its identity and so did the
employees. He stated he wants to restore pride to their work and what they do. By that same token,
he wants employees to realize that Bumble Bee is a resource for Castleberry.

Ms. §iNlstated they will be working to compile information and it will be provided to the Agency
in a few days.

SAMPLES COLLECTED

Sample 428113, con51st1ng of 29/10 oz. cans of Castleberry’s Hot Dog Ch111 Sauce Original, with a
best by date of May 8, 2009. This sample was collected at the firm’sHNNNNE. Augusta, GA
warehouse on July 18, 2007. This sample had 17 cans exhibiting swells all with a timestamp of
“0223”. The remaining 12 cans, of timestamps in close proximity of “0223”, did not exhibit any

swelling and were used as controls. Laboratory results found 16 of the 17 swollen cans were

positive for Clostridium Botulinum toxin.

32 of 36



Establishment Inspection Report FEIL 1010894
Castleberty's Food Company El Start: 07/172007
Augusta, GA 30901-3929 El End: 08/10/2007

Sample 420351 consisted of 96/10 oz. cans of Castleberry’s Hot Dog Chili Sauce Original with a
best by date of May 23, 2009. This sample was collected at the firm m Augusta, GA
warehouse on July 19, 2007. The cans collected were from a partial lot of the May 23,2007
production run that had been placed on QC Hold for further review. The other portion.of the lot had
already been shipped to Distribution Centers across the country. A field exam of the portion in the
warehouse was conducted with no swollen cans found. Sample was negative for C. Botulinum toxin.

Sample 420352 consisted of 96/10 oz cans of Castleberry’s Hot Dog Chili Sauce Ongmal with the

best by date of May 08, 2009. This sample was collected at the firm’ s'm Augusta, GA
warehouse on July 19, 2007. This lot was placed on QC Hold and was being culled for swollen cans
by the firm when the inspection was started. The culling operation stopped when the Georgia
Department of Agriculture placed a Stop-Hold on the warehouse on 7/18/07. The field exam of this
lot found six swollen cans. These six cans were part of the 96 cans collected for this sample. The
time codes of the six swollen cans were 0223, 0223, 0223, 0224, 1351, and 1735. Laboratory results
found four of the six swollen cans positive for Clostridium Botulinum toxin.

Sample 420353 consisted of 96/10 oz cans of Castleberry’s Austex Hot Dog Chili Sauce Original
with a best by date of May 07, 2009. This sample was collected at the firm’s (iR,
Augusta, GA warehouse on July 19, 2007. This lot was on QC Hold and had been culled by the firm
for swollen cans on June 2 — 3, 2007. The field exam of this lot found one swollen can which was
made part of the 96 cans collected for the sample. The time code of the one swollen can was 1950.

Laboratory results found this swollen can was positive for Clostridium Botulinum toxin.

Sample DOC 432090 documents the interstate shipment of Hot Dog Chili Sauce manufactured on
May 8, 2007 from Castleberry’s Food Company in Augusta, GA. This documentary sample, dated
8/10/07, includes an affidavit that was read and signed by Mr. James T. Waits, General Manager,

Castleberry’s Food Company.

Sample DOC 432091 documents the interstate shipment of Hot Dog Chili Sauce manufactured on
May 7, 2007 from Castleberry’s Food Company in Augusta, GA. This documentary sample, dated
8/10/07, also includes an affidavit that was read and signed by Mr. James T. Waits, General

Manager.

VOLUNTARY CORRECTIONS

The firm ceased all operatxonsm the lantaon'// 19/07 Voluntary corrections were submitted to the
FDA by the Attorney’s o P4 NWIIMRIEING rcpresenting Castleberry’s Food Company.
Those voluntary corrections are under review by the U.S. Food and Drug Administration.
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EXHIBITS COLLECTED

Exhibit 1A-N): Labeling for the recalled products manufactured by Castleberry’s Food Company of
Augusta, GA. There are 14 total product labels with four zdenmcal coptes of each label provided.

Exhibit 2): The 42-page report, dat 4/07, issued by 2 Director of HACCP
Programs and Regulatory Affairs, {8 % to this firm concemmg the causes of swollen cans
manufactured at Castleberry’s during April and May, 2007.

Exhibit 3): 3-page memorandum, dated 6/5/07, issued fro )
stating the analysis and conclusion of swollen cans submmed to their iy ical Center.

Exhibit 4): 2-page letter, dated 6/19/07, from $i§illl8 NS Arca Manager a
M stating recommendations for i 1mprovmg the cooling canal systems.
Exhibit 5): 30-page collectlon of laboratory results from samples submitted by Castleberry’s to
i i abs m*n . PR These samples span the time period of the April/May
prob ems at Castleberry s.
Exhlblt 6A-B): Affidavits read and signed by James T. Waits, General Manager, for DOC samples
432090 and 432091.

Exhibit 7): 10-page organizational chart for Castleberry’s Food Co. in Augusta, GA.

Exhibit 8): 5-page list of Bumble Bee distribution centers located throughout the U.S.

Exhibit 9): Single page list of personnel from Bumble Bee, Castleberry, and others that directly
participated in this inspection.

Exhibit 10)3 2-p ageﬂoor diagram of the Castleberry plant showmg the area of the front vertical still
retorts, the I, and the kosher room.

Exhibit 11) Smgle page (double-sided) listing of the marx i
manufactured at this facility..

Exhibit 12): 3-page transcript of events during the testing of§ 4
Exhibit 13): 2-page transcript of events during the testing o "
Exhibit 14): 5-page transcript of events during the testing of §igijiiiililion 7/31/07.

Exhibit 15): Single page transcript of events during the fiber optlc testmg of thejiflldrain lines.

Exhibit 16A-E): 89-pages total of wmeessmg records representing one day per month from
February 2007 to May 2007. This includes the processmg records for May 7 and May 8, 2007.
Exhibit 17): Single page report from# ) @7 cchnical Specialist, stating the repairs
made to the chart recorder fos# % Report dated May 2007.

Exhibit 18): Single page transcript of events during the testing of mercury-in-glass thermometer
#924.

Exhibit 19): 3—pagemprocessmg record for 7/18/07 which shows a failure to include the MIG
and recording chart temperature checks on cle one. This also shows a failure to check the

g = § e roduCts

condensate bleeders on P (four of six checks missing).

Exhibit 20) 2~page processmg record from the vertical still retorts in the kosher room.
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FDA-482, Notice of Inspection; issued by T. Linda Stewart, CSO, on 7/17/07

FDA-482a, Demand for Records, issued by T. Linda Stewart, CSO, on 7/17/07

FDA-482b, Request for Information, issued by T. Linda Stewart, CSO, on 7/17/07

FDA-482, Notice of Inspection, issued by Robert P. Neligan, CSO, on 7/18/07

FDA-482, Notice of Inspectlon 1ssued by T. Linda Stewart & Robert P. Neligan, CSO’s, on 7/18/07
for the Castleberrysiigi NN VW arehouse.

FDA-482, Notice of Insy ecnon issued by T. Linda Stewart & Robert P. Neligan, CSO’s, on 7/18/07
for the Castleberry’s ,' . ',.' PStreet Warehouse.

FDA-482, Notice of Inspectlon issued by E. Harold Blackwood, Derek C. P‘ce thstopher C.
Wilcox, and Aaron Wozniak, CSQ’s, on 7/19/07, for the Castleberry’s 4}t
Warehouse.

FDA-482, Notice of Inspection, issued by Michael S. Mignogna, Food Technologist and Processing
Authority, CFSAN, on 7/19/07.

FDA-482c, Notice of Inspection-Request for Records, with accompanying issued by Robert P.
Neligan & T. Linda Stewart, CSO’s, on 7/20/07.

Order Requiring Emergency Permit, issued by Robert P. Neligan & T. Linda Stewart, CSO’s on
7/21/07.

FDA-482, Notice of Inspection, issued by James P. Lewis, Claudette D. Brooks, and E. Harold
Blackwood, CSO’s, on 7/25/07.

FDA-482a, Demand for Records, issued by James P. Lewis, Robert P. Neligan, Claudette D. Brooks,
and E. Harold Blackwood, CSO’s, on 7/25/07.

FDA-482b, Request for Information, issued by James P. Lewis, Robert P. Neligan, Claudette D.
Brooks, and E. Harold Blackwood, CSO’s, on 7/25/07.

FDA-483, Inspectional Observations, issued to Mr. James T. Waits, General Manager, by Robert P.
Neligan, T. Linda Stewart, Claudette D. Brooks, James P. Lewis, E. Harold Blackwood, and Michael
S. Mignogna, Investigators on 8/10/07.

FDA-484, Receipt for Samples, issued by T. Linda Stewart, CSO, on 8/10/07.

FDA-484, Receipt for Samples, issued by T. Linda Stewart, CSO, on 8/10/07.

FDA-3511A, Front vertical still retorts

FDA-3511A, Kosher room vertical still retorts

FDA-3511 Adiijiiifretorts
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