FOOD AND DRUG ADM NI STRATI ON
COVPLI ANCE PROGRAM GUI DANCE MANUAL PROGRAM 7303. 803A

CHAPTER 03 - FOODBORNE Bl OLOG CAL HAZARDS

SUBJECT: | MPLEMENTATI ON DATE
UPON RECEI PT
DOVESTI C ACI DI FI ED AND LOW ACI D CANNED FOODS
(FY 03/ 04/ 05) COMPLETI ON DATE
9/ 30/ 05
DATA REPORTI NG
PRODUCT CODES PRODUCT/ ASSI GNVENT CODES ( PAC)
REPORT | NSPECTI ONS UNDER THE FOLLOW NG
| NDUSTRY CODES:  02-11, 13-41, PACs:
45-46. 50

03803A AF/ LACF inspections

USE APPROPRI ATE PRODUCT CODES 03803 I nspections of central

di stribution warehouses where
unl abel ed cans are shipped for
| abel i ng and casi ng; and
foll ow up inspections of
LACF/ AF products for filth
only

NOTE: Di scontinue use of PAC 03F103 AF/
LACF Directed | nspections.

ADD- ON | NSPECTI ONS
03842 Add- on donestic fish or
fishery products for GWs
03842H Add HACCP portion of Seafood
i nspection
21002 Medi cal food add-on
i nspections

21005 NLEA (Label Review)

21006 Infant fornul a add-on
i nspections

REPORT SAMPLE ANALYSI S UNDER THE
FOLLOW NG PAGCs:

03803A AF/ LACF

FI ELD REPORTS TO HEADQUARTERS
A Send the followi ng conpleted reports to:
FOOD AND DRUG ADM NI STRATI ON
CFSAN Donestic Branch, HFS-607
5100 Pai nt Branch Par kway
Col | ege Park, MD 20740-3835
1. Conpl i ance

a. Entire Establishment’s Inspectional Report (EIR) and ot her
correspondence relating to firns under Emergency Permt
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Cont r ol

b. Entire EIR and other correspondence relating to a firmthat
shoul d be considered for a tenporary energency permt.

C. Warni ng Letter Recomrendation - entire EIR and ot her
correspondence with proposed Warning Letter attached for
revi ew.

d. * Warning Letter Consideration - nmenorandum sunmari zi ng

areas of concern acconpanied by the entire EIR  After

revi ew by CFSAN Di vi si on of Enforcenent/ Domestic Branch
(HFS-607), the District will be provided with subjects to be
covered under District issuance of Warning Letter. *

2. Anal yti cal
a. Heat Resi stance Studies

(1) Anal yzi ng Laboratories: Imediately notify the
Donestic Branch, HFS-607, by e-nail when cultures are
sent to Sout heast Regional Laboratory (SRL).

(2) Sout heast Regi onal Laboratories (SRL) Anal yzing
Laboratory: Upon conpletion of the heat resistance
studi es, send:

(a) the original analytical worksheet (FDA Form 431)
to the Home District

(b) a copy of the FDA Form 431 to the servicing
| aboratory if in a different District

3. | nspecti onal

*Send the follow ng conpleted reports to:
FOOD AND DRUG ADM NI STRATI ON
CFSAN Conpl i ance Program Branch, HFS-636
ATTENTI ON:  DOVESTI C LACF MONI TOR
5100 Pai nt Branch Par kway
Col | ege Park, MD 20740-3835 *

a. * Entire EIR and information identified in PART I, A 6.
for review of retorting systens using mcroprocessors or
conputers to control and generate records of thernal
processing or critical factors. *

b. *Entire EIR and any related materials for LACF inspections
of any of the follow ng technol ogi es:

(1) Aseptically processed and packaged LACF products
containing particulate food; e.g. clamchowder, chunky
soups or stews, etc.

(2) Sterilization of aseptic packagi ng material s using
medi a ot her than superheated steam or hydrogen
per oxi de;

TRANSMITTAL NO PAGE 2

DATE OF Issuance: 11/ 21/ 02

FORM FDA 24389 (10/91)




PROGRAM 7303.803A

(3) Digital thernonmeters in lieu of nmercury-in-glass
t her nomet er s

(4) Initial inspections of firms utilizing high pressure,
m crowave, pulsed light, ozone, pulsed electric fields,
irradiation or technol ogies other than retorting used
to process or aseptically package | ow acid canned food.

Trai ni ng and Consul ting
Better Process Control School Participation - See Part 111, for
further information

Send conpl eted reports to:

FOOD AND DRUG ADM NI STRATI ON
CFSAN Donestic Branch, HFS-607
ATTENTI ON:  BPCS Pr ogram Manager
5100 Pai nt Branch Par kway
Col | ege Park, MD 20740-3835

FACTS - DATA REPORTI NG

A

| nvesti gati ons
Better Process Control Schools

Report resources expended by FDA personnel under Operations Code
83

Anal yti cal

Report all analytical results for low acid, acidified and acid
products using Problem Area Fl ag (PAF) "ACD'.

In addition to reporting the analytical results, data requested
under the "violative sanple data screen” for sanples which are
determined to be lab class "3" must be conpl et ed.

TRANSMITTAL NO
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PART | - BACKGROUND

| nadequat e or i nmproper manufacturing, processing, or packing of thernmally
processed |l owacid foods in hernetically sealed containers or acidified foods
may result in the distribution in interstate comrerce of processed foods that
may be injurious to health. 21 CFR Parts 113 “Thernally Processed Low Acid
Foods Packaged in Hernetically Seal ed Containers” and 21 CFR Parts 114
“Acidified Foods” describe *requirenents* for manufacturing, processing and
packi ng foods *to prevent* an environment conducive to the growth of

G ostridium botulinum whose toxin causes the potentially fatal food poisoning
known as botulism The absence of oxygen, low acidity, normal room
tenperatures and adequate noisture/nutrients favor growh and toxin production
by these bacteri a.

*In addition to the other requirements, 21 CFR Part 108 “Emergency Permit
Control” requires manufacturers of |ow acid canned foods (LACF) or acidified
foods (AF) to register their processing plants and file their processes with
FDA and to adhere to the mandatory requirenments expressed in the Good

Manuf acturing Practices (GQws). *

A firmwhich does not comply with the mandatory "shall" provisions of 21 CFR
Parts 108, 113 and 114 nay be required to obtain an energency pernit as
required in 21 CFR Part 108 Subpart B “ Specific Requirenments and Conditions
for Exenption Fromor Conpliance Wth an Energency Pernmit” before introducing
its products into interstate conmmerce.
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PART 11 - | MPLEMENTATI ON

OBJECTI VES

A

*NOTE:

To determ ne, by inspections and sanple collections, if donestic
acidified and | owacid canned food manufacturers conply with 21 CFR
Parts 108 “Energency Permit Control”, 21 CFR Part 113 “Thernally
Processed Low Aci d Foods Packaged in Hermetically Seal ed Containers”, 21
CFR Part 114 “Acidified Foods”, and other requirements of the Food,

Drug, and Cosnetic (FD&C) Act.

To prevent the interstate marketing of acidified and | ow acid canned
foods nmanufactured under conditions that do not conply with these
requi renents.

Forei gn LACF and Acidified Food Manufacturers are also required to
conply with the mandatory provisions of 21 CFR Parts 108 “Energency
Permit Control”, 21 CFR Part 113 “Thernmally Processed Low Acid Foods
Packaged in Hernetically Seal ed Containers”, 21 CFR Part 114
“Acidified Foods”, and other requirements of the FD&C Act, use the
sane instructions in this Conpliance Program when conducting foreign
i nspections. *

PROGRAM MANAGEMENT | NSTRUCTI ONS

A

Ceneral Information

1. Because of the serious health hazards resulting frominproperly
processed LACF/ AF and the occasional necessity for expert
techni cal advice during an investigation, it is inperative that
the Alert System procedures as defined in Attachnent A be
followed. During or |MVED ATELY after an inspection in which
significant deviations fromthe regulation are observed or where
follow up to reports of product failures/recalls indicate a
serious failure in a processing system or operating procedure,
HFS- 607 nmust be notified i nmedi ately, per Attachnment A

2. Do not cover pet or aninmal food under this program

3. Be aware of firns using sone new varieties of tomatoes for
processi ng which could result in tomatoes and tonmato products
bei ng subject to coverage as lowacid or acidified foods, i.e.
tomatoes with natural pH equal to or greater than 4.7 (21 CFR
114. 3(d)).

4. Naturally fermented products are not considered to be acidified
foods. A naturally fernmented product is one which

a. has been salted or held in a brine solution; and

b. has been allowed to fernment for 1 or nore weeks in covered
cont ai ners; and

b. the product has reached a pH of 4.6 or below at the end of the
fernmentation period wthout the use of any added acid.
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NOTE: Sonme acids may be added before fernentation to control
the fermentation.

The growt h of nicroorganisms and their enzynes in the product are
responsi bl e for the biochenical changes that occur during food
fernmentation, including the Iowering of the pHto 4.6 or bel ow
This is often referred to as lactic acid fernmentation

Sauer kraut, pickled cucunbers and cauliflower, and dill pickles
are exanpl es of naturally fernented products.

Low acid foods are foods that purport to be “fernmented” and have a
pH after fermentation greater than 4.6 and water activity greater
than 0.85. Foods partially fermented but requiring addition of
acid to reduce the pHto 4.6 or bel ow are considered acidified
foods. If acid is added before or after fermentation, in an anmount
sufficient to reduce the pHto 4.6 or below, the product is an
acidified food. Docunent pH after fernentation and after addition
of acid, and inspect as an acidified processor

If a fernented product is subjected to a washing process (to
renove the old salt brine), check the pH after the wash. |If the
pH is above 4.6, it is a lowacid food and nust either be
refrigerated, acidified or thernally processed as a | ow acid
canned food, or given some other process to safely preserve it.

If questions arise as to whether the product is fernented, then it
may be necessary to sanple the product for water activity and pH
ontain a pH history at each processing step.

5. Donestic acidified and | owacid canned food inspections may be
candi dates for teaminspections, especially as they relate to food
processi ng and preservation, mcrobiological or electronic
t echnol ogi es.

6. CFSAN Di vi si on of Field Program Conpliance Program Branch, HFS-636
will issue a printout on all donestic producers of acidified/ LACF.
The Districts can use this printout for scheduling inspections
using the following priority coverage. It is anticipated that
this printout will be issued in | ate August of each fiscal year

B. Priority Coverage

I nspectional priority should be governed by the follow ng
consi derati ons:

All newy registered Acidified Food and/ or LACF manufacturers
shoul d be inspected within six nonths of notification

NOTE: Information on newly registered firms or changes to existing
registrations will be handled with electronic mailing from
the Center to the Director of Investigation Branch (Dl B)

Al Acidified Food and/or LACF manufacturers operating under an
Enmergency Pernmit or classified “Oficial Action Indicated” (OAl)
shoul d be inspected within 12 nonths of the last inspection

Manuf acturers classified “Voluntary Action Indicated” (VAI) should
be inspected within 12 nonths of the |ast inspection at the
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Districts discretion based on the type of violation

e Al Acidified Food and/or LACF manufacturers classified as “No
Action Indicated” (NAI) should be inspected within 36 nonths of
the [ ast inspection.

| NTERACTI ON W TH OTHER PROGRAMS

A

Donesti ¢ Food Safety Program (7303.803)

Report inspections of central distribution warehouses where unl abel ed
“Cans” are shipped for |abeling and casi ng agai nst PAC 03803. Cover
“Can” (container) handling, equipnment sanitation, and quality control
procedures. If significant violations unrelated to the LACF/ AF Program
are reveal ed then a full inspection should be conducted in accordance
with the Donestic Food Safety Program

If one or nmore of the eight targeted food groups are used in the firm
and the firmneets the criteria (designated in the Alergen Assignment
Attachment G of 7303.803) for an allergen inspection then a ful

all ergen inspection shoul d be consi dered.

Donestic Fish and Fishery Products | nspection Program (7303.842)

The seafood Hazard Analysis and Critical Control Points (HACCP)

regul ations 21 CFR Part 123 “Fish and Fishery Products” becane effective
Decenmber 18, 1997. These regul ations require, anmong other things, that
all seafood be processed under a HACCP system It is not necessary for a
properly registered LACF processor of seafood to address controls for
the hazard of Costridiumbotulinumtoxin in their HACCP pl ans because

t hese are already addressed under LACF. However, the processor’s

seaf ood HACCP pl an nust control other hazards associated with these
canned seafoods. (e.g., the hazard of histam ne toxin in canned tuna
and other histanmi ne form ng species such as nmackerel, sprats, anchovi es,
etc.) Investigators nmust conplete the Seaf ood HACCP | nspecti on Report
for the HACCP conponent of canned seafood inspections in addition to
other required reports. (See 7303.842 as appropriate). Attenpt to
"add-on" inspections of fishery product firmwhen conducting applicable
LACF inspections. Record both PAC 03803A and the applicabl e Donestic
Seaf ood PAC as per CP (7303.842) when both types of inspections are
conduct ed.

Medi cal Foods - Inport and Domestic (7321.002)

Refer to the inspection schedule that is issued separately each year by
CFSAN/ DFP. Attenpt to "add-on" LACF inspections, if applicable. Record
bot h PACs 03803A and 21002 when both types of inspections are conduct ed.
Infant Formula Program — Inport and Donestic (7321.006)

Refer to the inspection schedule that is issued separately each year by
CFSAN/ DFP.  Attenmpt to "add-on" LACF inspection, if applicable. Record
bot h PACs 03803A and 21006 when both types of inspections are conducted.
NLEA and Ceneral Food Labeling Requirenments - Domestic (7321.005)

This Conpliance Programreflects the current NLEA instructions. Report
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all resources expended for NLEA under PAC 21005. Labeling issues
regardi ng undecl ared foods and al |l ergens should be reported under this
program accordi ngly.
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PART 11 - |1 NSPECTI ONAL

Consult the Donestic Food Safety Program (7303.803) concerning pesticides/
chemi cal contam nants and food/col or additives.
A | NSPECTI ONAL

1. Pl ant Regi stration/ Schedul ed Thermal Process Filing

NOTE: Lack of Plant Registration and/or failure to file processes
are reportable itens on FDA Form 483

Appropriate FDA 483 entries regarding failure to regi ster and
file include:

e Instances where the food is easily recogni zed as an
acidified food, (e.g., fresh pack peppers) and failure to
register and file have occurred.

* Instances where the status of the food can be deternined
t hrough contact with CFSAN, Supervisory, Conpliance or ORA
experts to be acidified or LACF prior to the conclusion of
t he inspection.

e Cases where the status of the food may have to be
determ ned through | aboratory anal ysis or eval uation of
the formulation. The firm should be inforned that the food
has been determined after review to be an acidified food
and that the firmshould register and file the schedul ed
process for that product.

In any of the above nentioned events the firm should be
informed that it is their responsibility to deternmine if the
products they manufacture fall under the Acidified or Low
aci d Canned Food regulations and file and register
accordingly.

Use the Low Acid Canned Food (LACF) On-Line Conputer Systemto
det er mi ne whet her

e the manufacturer has registered/ FCE nunber,
* a process(es) has been filed for the product(s), and/or

e to gain information about firms thermal process in preparation
for the inspection.

NOTE: A copy of the registration formshould be obtained prior to
and included in the inspection to ensure filing and
registration. The Center’s LACF Registrati on Coordi nator
provides each district with copies of all the firms
registered for that District. If the LACF systemis down, the
District can consult its own registration files. The sane
does not hold true for process filing. Refer below for
further instructions.
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This on-line conputer systemwas inplemented in the Field during FY
90. Personnel requiring access to this systemlocated at the

Di vi sion of Conputer Research and Technol ogy at the Nationa
Institute of Health (NIH) nust obtain an account. M chell e Baucum
at (301) 827-1537 is ORA's contact for new and existing accounts
for Field Personnel. Al Center for Food Safety and Applied
Nutrition (CFSAN) users requiring an account shoul d contact
Kristine Krebs and existing CFSAN account users shoul d cont act
Sharon Macuci, Celines Roberts, or Yannei Liu. Once an ORA account
is created, Ms. Baucum notifies CFSAN personnel and the additiona
requi renents to gain access are granted by CFSAN personnel

M chell e contacts all ORA users with a follow up from CFSAN for
account status upon conpletion.

NOTE: ORA personnel requiring a password fix contact Mchelle
Baucun CFSAN staff, contact Sharon Macuci. For any other
system probl ems, contact Sharon Macuci at (301) 436-1865.

a. If the FCE nunber is not provided, to determine if a
manuf acturer has regi stered, select nenu item1) for
Registration file. The file nmay be searched using the
manufacturer’s name. Firns nust register by actual processing
pl ant nane.

b. If the manufacturer is registered, to determne if the process
has been filed for the product(s), container type(s), and
cont ai ner size(s), the follow ng options should be foll owed as
appropri ate.

e Select Menu item4) for Inports — to determine if the
process is on file for the product, container type and
cont ai ner si ze.

e Select Menu item5) for Donmestic — to deternine if the
process is on file for the product, container type and
cont ai ner si ze.

e Select Menu item9) to determine if the process is
accepted for filing but not referenced under Menu item4
or 5.

e Select Menu item3) to determne if the process has been
submtted to FDA but is:

i Still under review,
ii. Has been returned to firmrequesting nore
i nformati on; or
. The manufacturer has complied with the filing
requi rement as evidenced by a date in the ready
field but the infornmation has not been updated to
the Master File.

e Select Menu item6) to determ ne inport establishment
product detentions.

c. If the firmto be inspected has no processes filed or the
product of concern is not listed and all the referenced nmenu
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itens above have been checked, contact the LACF Regi stration
Coordi nator (HFS-618) for assistance at (301)436-2411. The Menu
itens |listed above are updated continuously.

d. Contact Celines Roberts or Sharon Macuci to obtain an electronic
copy of the firms processes. Al filed processes for the firm
wi Il be provided. Please allow at |east one to two weeks notice
prior to inspection to receive the filed processes for the firm
Pl ease provide the FCE nunber, firmnanme and address and the FE
nunber. If the FCE nunber is not provided, this process may take
[ onger to investigate whether the firmis listed in the
dat abase. CFSAN will notify the individual requesting the
filings directly with all requested i nformation

e. |If upon inspection, the firmhas noved | ocation, the
manuf acturer nust notify CFSAN of the nmove and re-register and
file process information for the new | ocation.

f. For firms with no access to the Internet, provide copies of
Forms FDA- 2541 and FDA-2541a or FDA-2541c (as appropriate) along
with the instruction booklet. Cte the requirements of 21 CFR
108.25(c) (1) “Acidified Foods - Registration” and 21 CFR
108.25(c)(2) “Acidified Foods — Process Filing” or 21 CFR
108.35(c) (1) “Thermal processing of |ow acid foods packaged in
hernmetically seal ed containers — Registration and process filing
— Registration” and 21 CFR 108.35(c)(2) “Thermal processing of
| ow aci d foods packaged in hernetically seal ed containers —

Regi stration and process filing — Process filing” as
appropriate. These forns, as well as the instruction book and
regul ati ons can be downl oaded from CFSAN s | nternet at
http://ww. cfsan. fda. gov/ ~conmf | acf-toc. htm .

Security of Information Provided in the Low Acid Canned Food On-
Li ne Conputer System

Due to the confidential information contained in the LACF Process
File, special precautions nust be taken to ensure security of the
data generated fromthe system The process filing facsiniles
generated fromthis system nust be handled with discretion, secured
when not in use, and destroyed in an appropriate manner when no

| onger needed, i.e.

» Only FDA enpl oyees and the firm being inspected can view
their facsimles and reports.

» These reports nmay not be copied, except to be provided to the
i nspected firmif requested during the inspection. Follow
FDA' s regul ati ons and procedures regarding information
di scl osure when consi dering whether to disclose the
infornati on to a person outside FDA

» These reports may be placed in the factory jacket, in the
section that is identified “not for public information or
distribution” if they are to remain as part of the officia
file.

» Reports generated in error or are no | onger used by the
District must be destroyed.
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2.

| nspections

NOTE: CFSAN has di scontinued the use of “targeted” or “directed”
i nspections due to “No Action Indicated” (NAI) firnms no
| onger requiring annual inspections. Only these firms will be
i nspected on a three-year cycle. Report all LACF AF
i nspecti on using PAC 03803A. Form 3511-1, Targeted Inspection
Report, is being renoved fromORA's forns site

Report all LACF/ AF inspections using the followi ng forns, as
appropriate. The Forns are available on ORA's fornms site at

htt p: // ww. f da. gov/ opacont nor echoi ces/fdaforns/ora. ht . The forms
are in M5 WORD format and can be el ectronically conpleted after
downl oadi ng. The report forns consist of core pages that can be
expanded to whatever |ength necessary. The forns are:

a. FDA Form 3511 FDA LACF | nspection Report

b. FDA Form 3511 a-i Retort Reporting Forns - see below, as
appropriate

c. FDA Form 3511-2 Acidified Food I nspection Report

d. FDA Form 3511-3 Aseptic Food |Inspection Report (currently
under final review). It will be available on the forns site
upon conpl etion.

Retort Reporting forns:
3511a Processing
3511b Processing
3511c Processing
3511d Processing

! Still Retorts
[
[
[
3511e Processing
[
[
[
[

Steamin
Water in Still Retorts

Steamin Continuous Agitating Retorts
Steamin Discontinuous Agitating Retorts
Water in Discontinuous Agitating Retorts
Steamin Hydrostatic Retorts
Cascadi ng/ Spray Water Retort

Steam Air Retorts

O her Uni que Retort Systens

3511f Processing
3511g Processing
3511h Processing
3511i Processing

533333333

Use FDA Form 3511 and the appropriate Retort Reporting Form (FDA
Forms 351la-i) as a guide to the conduct of the inspection. Focus
as necessary on the follow ng when investigation reveals that najor
changes in the process or significant deviations fromthe schedul ed
process have occurred since the last inspection

a. Schedul ed Process

. Deternmine if the schedul ed process (es) has changed
since the nost recent inspection

> Maj or changes incl ude: Changes in processing
net hods (e.g., still to agitating, etc.), changes
in container types (e.g., nmetal to sem-rigid,
etc.), addition of new product lines, etc.

> If the schedul ed process (es) has changed,
det ermi ne whether ol d processes have been
cancel ed and new processes filed. Describe and
docunent full extent of changes using FDA Form
3511.
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b. Delivery of the Schedul ed Process

Deternmine if the retorts, retort control systens,
container filling and handling equi prent, and venting
conditions have remmi ned the same since the | ast

i nspection.

> I f no changes, a general visual inspection of the
equi prent to identify gross deviations fromthe
regul ations is sufficient.

> If the retort system and/or other critica
equi prent have changed significantly, describe
and docunent full extent of changes using
appropriate Retort Reporting Form (FDA Fornms
3511a-i) or FDA Form 3511 as necessary.

> If significant deviations (e.g., broken MG
etc.) are noted during the visual inspection
descri be and docunment full extent of deviations
usi ng appropriate Retort Reporting Form (FDA
Forms 3511a-i) or FDA Form 3511 as necessary.

C. Docunent ati on of Process Delivery

d. Cont ai

Deternmine that records to docurment delivery of the
schedul ed process and control of critical factors are
bei ng created and nai nt ai ned.

Conduct a random audit of the records to determ ne that
t he schedul ed process is being delivered and that
critical factors are under control

If an audit reveals deviations fromthe schedul ed
process or |lack of control of critical factors, audit
the separate process deviation log or file. |If the
deviation log or file indicates inproper handling of
devi ati ons, describe and docurment firms failure to
conply in conplete detail using FDA Form 3511.

ner Integrity

Docunent whether or not the firmis conducting
appropriate visual and destructive tests to assess
container integrity.

Audit container integrity exam nation records to ensure
contai ner seans or seals are within specifications.

Audit contai ner handling equi pmrent and procedures
(tracks, conveyors, crates, etc.) to ensure container
integrity is not conproni sed

e. Cener al
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. Deternmine if appropriate plant personnel have been to a
Better Process Control School (BPCS).

. Docunent whether or not the firmhas a recall plan on
file.
3. For nore information on the inspection of |owacid canned food and

acidified food refer to:

. 21 CFR Parts 108, 113, 114, at
http://ww. cfsan. fda. gov/ ~conmf | acf-toc. htm .

. Form FDA 482a — Witten Denmand for Records. Refer to
the FDA GUI DE TO | NSPECTI ONS OF LOW AClI D CANNED FOOD
MANUFACTURERS, Part 1 — Adm nistrative Procedures/
Schedul ed Processed, Novenber 1996 for specific
gui dance of use.

. Form FDA 482b — Witten Request for Information. Refer
to the FDA GUI DE TO | NSPECTI ONS OF LOW ACI D CANNED FOOD
MANUFACTURERS, Part 1 — Administrative Procedures/
Schedul ed Processed, Novenber 1996 for specific
gui dance of use.

. FDA GUI DE TO | NSPECTI ONS OF LOW ACI D CANNED FOOD
MANUFACTURERS, Part 1- Adm nistrative
Pr ocedur es/ Schedul ed Processes, Novenber 1996; at
http://ww. fda. gov/oral/inspect _ref/igs/lacfptl/lacfptl0

1.htm.

. FDA GUI DE TO | NSPECTI ONS OF LOW ACI D CANNED FOOD
MANUFACTURERS, Part 2 - Process/Procedures, April 1997;
at
http://ww. fda. gov/oral/inspect _ref/igs/lacfpt2/I|acfpt20
1.htm.

. FDA GUI DE TO | NSPECTI ONS OF LOW ACI D CANNED FOOD

MANUFACTURERS, Part 3 — Contai ners/d osures, Novenber
1998, only available in hard copy

. FDA GUI DE TO | NSPECTI ONS OF ACI DI FI ED FOOD
MANUFACTURERS, May 1998; at
http://ww. fda. gov/oral/inspect _ref/igs/acidfgde. htm

. FDA GUI DE TO THE | NSPECTI ON OF ASEPTI C PROCESSI NG AND
PACKAG NG FOR THE FOOD | NDUSTRY FEBRUARY 2001, only
avai | abl e i n hardcopy

. FDA GQUI DE TO THE | NSPECTI ONS OF COVPUTERI ZED SYSTEMS | N
THE FOOD PROCESSI NG | NDUSTRY MARCH 1998; at
http://ww. fda. gov/oral/inspect _ref/igs/foodconp. htm

4, An acid food that contains a snmall anount of |ow acid ingredient(s)
and has an equilibriumpH that does not differ significantly from
the pH of the predom nant acid or acid food ingredient (i.e.,
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formulated acid food) is not covered under 21 CFR 114 “Acidified
Foods”. Exanples of fornulated acid foods are sone sal sas,
dressi ngs, and condi nent sauces.

NOTE: Appropriate FDA 483 entries regarding failure to register and

file include:

e Instances where the food is easily recogni zed as an
acidified food, (e.g., fresh pack peppers) and failure to
register and file has occurred.

* Instances where the status of the food can be detern ned
t hrough contact with CFSAN, Supervisory, Conpliance or ORA
experts to be acidified or LACF prior to conclusion of the
i nspection.

e Cases where the status of the food may have to be
determ ned through | aboratory anal ysis or eval uation of
the formulation. The firm should be inforned that the food
has been determined after review to be an acidified food
and that the firmshould register and file the schedul ed
process for that product.

In any of the above nentioned events the firmshould be
infornmed that it is their responsibility to deternmine if the
products they manufacture fall under the Acidified or Low
aci d Canned Food regulations and file and register
accordingly.

To determ ne whether the small anpunts of |ow acid ingredient(s)
result in a significant pH difference, obtain

a.

Quantitative formulation (obtain quantitative information using
the sane units of measurenent or percentages).

The pH of each ingredient in the quantitative formulation if
feasi bl e OR other evidence that determ nes whether ingredients
being used are acid or |ow acid conponents (i.e., raw chopped
veget abl es used as ingredient(s)).

Conpl ete description of the formnul ati on process (how
ingredients are processed and fornul ated together).

The pH of the acid(s) and/or acid food(s) ingredients mnixed
together in the same proportion in which the acid(s) and/or
acid food(s) ingredients appear in the product fornulation.

Rel ate these sanples to the m xed acid ingredient's pH and the
i ndi vidual ingredient's pH |evels.

The pH (mini mum of six units when obtaining information to
determine if product is covered) of the finished product
(obtain fromthe firm if available, or through sanpling).

Fi ni shed products collected to determ ne pH for the purpose of
supporting regulatory action should be collected per |1OM
chapter 4 “Sanple Schedule Chart 2" found at

http://ww. fda. gov/oral/inspect ref/ionmcontents/ch4 toc.htni.
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Submit the information to CFSAN Divi sion of Enforcenment/ Donmestic
Branch (HFS-607) for reviewto determine if there is a significant
di fference between the pH of the finished product and the

predom nant acid(s) or acid food(s).

5. Conputer Controls
VWhen retorting systems use mcroprocessors or computers to generate

records of processing and/or to control thermal critical factors,
collect the followi ng data and i nformati on on the system

. i nformati on on equi pnent specifications (software and
har dwar e) ,
. what critical factor(s) are controlled and recorded,
. how critical factor(s) are controlled and recorded,
. how the firm ensures that the mcroprocessor or conmputer are

i ndi cating the correct information

. how often the equi pnent is calibrated and/ or checked for
accur acy.

This information and the conplete EIR should be subnitted to

CFSAN Conpl i ance Program Branch, HFS-636 for review by CFSAN

Di vi si on of HACCP/ Regul at ory Food Processing and Technol ogy Branch
(HFS-617) .

6. Contract Packers

Be aware of the firms use of a contract or off-site packagi ng
operation (e.g., shrink wap sleeves). Container danmage in the
formof container "slits, splits, holes, punctures" may occur to
the containers during handling at these packers. This type of
damage can occur as the result of opening "master" container
cartons with sharp case knives rather than using case paddles. Two
(2) piece "light metal cans" (e.g., thin gauge tin/steel; or

al umi num are nore susceptible to this type of container danage than
sturdier netals.

Districts at their option can perform can examni nati ons of the
product nani pul ated by the identified contract or off-site packager
using 1OM Chapter 4, Sanple Schedule Chart 2, "Sanpling Schedul e
for Canned and acidified Foods" to determine the nunber of cans to
examine in a lot.

B. SAMPLI NG

IOV Sanple Schedule Chart 2, "Sanpling Schedule for Canned and Acidified
Foods" (http://ww.fda.gov/oral/inspect_ref/iomcontents/ch4 toc.htm),
lists sanpling instructions. Routinely exam ne warehouse stock for

evi dence of abnormal containers.

I f abnormal containers are found, the investigator nust report lot size,
nunber of containers exam ned, and nunber of abnornmal containers found by
the type (e.g., hard swells, etc.). Estimate the percentage of abnornal
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containers in the lot. These abnormmlities should be recorded on form FDA
483 per |OM Chapter 5, Establishment |nspection, Reportable
Cbservati ons.

1. LACF Products: |If under-processing or inportant container
integrity problens are found or suspected, conduct warehouse
exam nati ons of suspect codes. |If both thermal processing

devi ati ons and container integrity problens exist, give priority to
examning lots involving thermal processing deviations. Collect
exanpl es of all types of abnornal containers and all container

def ect s.

For products preserved through control of water activity (a,) or
salt, collect an additional six (6) nornmal containers from suspect
codes when record review or inspectional evidence indicates a
failure to adequately control a, or salt. Exanples of a, or salt
control |l ed foods are: bread, bean paste, salted fish or vegetables,
sonme oriental sauces and Lupini beans.

2. Acidified Products: If evidence indicates failure to adequately
control pH, collect sanples of suspect codes for pH determ nation
per | OM Sanpl e Schedule Chart 2. For containers larger than 795
grams (e.g., 28 ounces) net weight, use the sanple size for #10
cans. (603 x 700 size cans). For all others, use the sanple size
for #2 1/2 cans. |If there is any doubt whether the product is
acidified, collect information as per I11.A. 3.

In addition, if the firmappears to have deviations fromits
schedul ed process, which could result in pH |evels above 4.6,
coll ect samples from several suspect |ots.

3. LACF and Acidified Products: If problems are suspected, but no
abnormal containers are found, collection of normal containers for
surveill ance sanples is optional

C. ALERT SYSTEM

Because of the serious health hazards resulting frominproperly processed
LACF/ AF and the occasi onal necessity for expert technical advice during
an investigation, it is inperative that the Alert System procedures as
defined in Attachnent A be followed. During or | MVEDI ATELY after an

i nspection in which significant deviations fromthe regulation are
observed or where followup to reports of product failures/recalls
indicate a serious failure in a processing systemor operating procedure,
HFS- 607 nust i medi ately be called, per Attachnent A

D. BETTER PROCESS CONTROL SCHOOLS

The Better Process Control School (BPCS) programis a cooperative
trai ni ng program between the universities that have been approved by the
Conmi ssi oner for giving BPCS instruction, the Food Processors Institute
(FPI') and the FDA. FDA participants should be experienced LACF AF
investigators and famliar with the LACF and Acidified Food regul ati ons.
FDA participants are expected to be in attendance and avail abl e

t hroughout the BPCS. Fromthe begi nning FDA has been responsible for
provi di ng an FDA participant to:

1. Present an introduction that generally focuses on
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a. The inmportance of the course, and
b. Highlights of the regul ations.

Answer questi ons
Provi de support to the university nanager and instructors.

When necessary, provide sonme of the information necessary for FDA to
determ ne approval of a new university that proposes to begin
of fering the BPCS training program

Provi de feedback to CFSAN in the formof a witten report:
a. The kinds of questions that arise,
b. New information that might arise fromclass di scussion
c. Any unanti ci pated probl ens.

NOTE: All districts were provided with a video taped introduction for

BPCS sone tine ago by Division of Field Investigations (DFl). If
you cannot |l ocate this tape in your district and would |ike a copy
pl ease contact DFI

E. REPORTI NG

1

FACTS REPORTI NG

Report warehouse stock exani nations conducted during inspections as
part of the inspection not as a “Field Exanf.

Report as a “Field Exam', only if exami nation of suspected lots
wer e conducted at consi gnees and no sanples were coll ected.

Use the following PACs for specific operations and/or add-on
i nspections:

PAC Descri ption
03803A AF/ LACF full inspections
03803 I nspections of central distribution warehouses

wher e unl abel ed cans are shi pped for |abeling and
casing; and follow up inspections of LACF AF
products for filth, only

03842 Add-on donestic fish or fishery products for GwWs
03842H Add- on Seaf ood HACCP portion of an inspection

21002 Medi cal food add-on inspections

21005 NLEA: Coverage of NLEA will be acconplished during

ALL routine inspections conducted under the
Donestic Acidified and Low Acid Canned Foods
program for firns that are manufacturing and/or

| abeling or re-labeling food products at the site
bei ng i nspect ed.

Do not report inspections under NLEA. See current
NLEA conpliance program (CP 7321.005) for conplete
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Better

gui dance

21006 Infant fornula add-on inspections

NOTE: Di sconti nue use of PAC 03F103 AF/ LACF D rected

| nspections.

Process Control Schools. Report resources expended by FDA

personnel under Qperations Code 83.

Hard copy reporting to CFSAN Conpliance Program Branch, HFS-636

a.

Entire EIR and information identified in PART IIl, A 6., for
review of retorting systems using nicroprocessors or
conputers to control and generate records of therma
processing or critical factors.

Entire EIR and any related materials for LACF inspections of
any of the follow ng technol ogies:

1. Aseptically processed and packaged LACF products
containing particulate food, e.g., clamchowder, chunky
soups or stews, etc.

2. Sterilization of aseptic packaging naterials using
nedi a ot her than superheated steam or hydrogen
per oxi de;

3. Digital thernoneters in |lieu of nercury-in-glass
t her nonet er s;

Any new canni ng technol ogy being inspected for the first
time.
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PART 1V - ANALYTI CAL

ANALYZI NG LABORATORI ES

Consult the Servicing Laboratories Table, Appendix Ill, and ORA Field Wrkpl an
for | aboratory capability/servicing area in performng the foll ow ng anal yses:

NOTE:

pH Det er m nati on

M cr obi ol ogi cal and Physi cal Exami nati on of Contai ner
St aphyl ococcal enterotoxin

Heat Resistance Determ nation

Headspace Gas Anal ysis by GC

Water Activity (a,) Determ nation

Chemi cal Contaminants and Food Additives

Filth and Extraneous Matter

Cover chenical contam nants, food additives and filth/extraneous matter
under CP 7303.803, Donestic Food Safety, not under the AF/ LACF Program

CFSAN Laboratory Confirnmation:

. G ostridiumbotulinumtoxin confirmation - CFSAN O fice of *Pl ant
and Dairy Foods and Beverages, * Division of M crobiological
St udi es/ M cr obi ol ogi cal Met hods Devel opnment Branch, HFS-516

. St aphyl ococcal enterotoxin confirmation - CFSAN Office of *Pl ant
and Dairy Foods and Beverages, Division of M crobiol ogical
St udi es/ M crobi ol ogi cal Met hods Research Branch, * HFS-516 [or]
(see nenp to field CGuidance for Staphyl ococcal Enterotoxin Testing
i n Foods issued August 1, 1997).

ANALYSI S

A

Ceneral Information

It nmay be necessary to determine the a, and pHto classify the product
where the product status is in doubt (i.e., LACF or Acidified Food).
Products with a, values at or below 0.85 are neither LACF nor Acidified
Food. All sanples collected for mcrobiological analysis nust al so be
exam ned for container integrity.

Measur enent systens specified in B.2.a should al ways be used.

B. Low Aci d Canned Food (LACF)
1. M cr obi ol ogi cal and Physi cal :
Refer to Bacteriol ogical Anal ytical Mnual (BAM, 8th Ed.,
Revi sion A (1998) or npbst current version at
http://ww. cfsan. f da. gov/ ~ebanf bamt oc. ht m
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Chapter 13 - Staphyl ococcal enterotoxin
Chapter 17 - dostridium botulinum
Chapter 21 - A Exam nati on of Canned Foods
B. Modi fication of Headspace Gas Anal ysis,
using the SP4270 | ntegrator
Chapter 22 - Examination of Containers for Integrity
Headspace Gas Anal ysis
Districts so equipped and trained shoul d use BAM 8'" Ed.
Revi sion A, 1998 (http://ww. cfsan. fda.gov/~ebanl bam

toc.htm ), Chapter 21, Section B, for headspace gas
anal ysi s.

Laboratories that do not have the necessary equi pnent shoul d
per f or m headspace gas anal ysis according to BAM 8'" Ed.
Revi si on A, 1998 (http://ww. cfsan. fda. gov/ ~ebam bam
toc.htm ), Chapter 21, Section A

*Seal Integrity Exam nation and Eval uation

Perform seal integrity exam nation and eval uati on on
abnormal containers (to the extent that the data obtained
are neani ngful) and on a representative nunber of normal
contai ners (see BAM 8'" Ed., Revision A 1998
(http://ww. cfsan. fda. gov/ ~ebam bamtoc. ht M) Chapter
22,C. 3. and Conpliance Policy Guide 7120.16 Section 520.200
at http://ww. fda.gov/oral/conpliance_ref/cpg/cpgfod/ cpg520-
200.htm). Perform m cro-|eak exaninations before
destructive testing. Vacuum |l eak testing is preferred. If

| eak testing does not appear possible (i.e. because of
buckl i ng, or because unusually shaped contai ners are
encount ered), seek guidance. It is possible to use a rubber
mall et to tap the buckle down thereby enabling | eak testing
to be perfornmed. Leak tests for oddly shaped contai ners can
be acconplished by creating a gasket using tar-based or

fl exi bl e gasket conpounds. Regardl ess of what procedures are
utilized, record all information to how the test was
performed. Performvacuumtests aseptically (LIB No. 2723)
on the normal containers selected for culturing and
appropriate seal exam nations*

Cl ostridi um botul i num

*Send sanple reserve and cultures to the appropriate
servicing laboratory for C. botulinumconfirmation

Arkansas Regi onal Laboratory (ARL), Northeast Regi ona
Laboratory (NRL) and Denver District Laboratory (DEN LAB)
shoul d be sent to Sout heast Regi onal Laboratory (SRL),

San Francisco District Laboratory (SAN-LAB) and Pacific
Regi onal Laboratory Sout hwest (PRL-SW should be sent to
Paci fi c Regional Laboratory Northwest (PRL-NW. *
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NOTE: Retain sufficient reserve of product (1/2 of #10 cans,
all of other cans) in case additional confirmation is
required.

Al C. botulinumtesting preformed and cul tured toxins nust
be confirmed by CFSAN Office of Plant, Dairy Foods and
Beverages, Division of M crobiologica

St udi es/ M crobi ol ogi cal Met hods Devel opnent Branch, Attn:

H M Sol onon, HFS-516.

d. Heat Resi stance Studies

| f exam nation shows gram positive or gram variabl e rods
typical of either the Bacillus or Costridiumgenus, in the
absence of other norphol ogi cal types and micro-1leaks, and if
no defective can seanms are found, or if no seam neasurenents
are outside of the can manufacturers' specifications, then
heat resistance studies may be necessary since this is
suggestive of under-processing. Followthis procedure:

(1) | mredi ately call CFSAN Divi sion of Enforcenent/
Donestic Branch, HFS-607 with a summary of the
cultural findings as well as can seam and mcro-| eak
data. CPB will instruct the District if heat
resi stance studi es are needed.

*(2) Submit the culture(s) to SRL if heat resistance
studi es are necessary ensuring that on the LACF Screen
summary that the “sent slant heat rest” box is
triggered and that the FDA lab is equal to SRL. *

(3) SRL shoul d start analysis of the cultures inmediately
upon receipt. If closer worksheet review by HFS- 607
reveal s that heat resistance studies are not needed,
SRL will be told to stop anal ysis.

NOTE: The Hone District will notify SRL to destroy the
cul tures.

Water Activity (a, or Salt Control

When it is necessary to establish the pH as well as a, follow
i nstructions under C below — Acidified Foods — pH Anal ysi s.

Where the product status is in doubt (i.e., LACF or acidified) it
may be necessary to determine a, to classify the products.
Products with a, values at or below 0.85 are neither LACF nor
acidified. Masurenent systenms specified in “b)” below for ay
shoul d al ways be used.

a. For products having a pH above 4.6, and when maximuma, i s a
critical factor in the schedul ed process, determ ne a, using
AOAC, 17'" Ed. or the nbst current Ed., 978.18, section
42.1. 03.

(1) Initial Screening: For all size containers, detern ne
the a, of three (3) units using the Abbeon a, Val ue
Anal yzer or other approved anal yzer (AOAC, 17'" Ed. or
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b

nost current Ed., 978.18, section 42.1.03, B
I nstruments and Systens).

NRL, SRL, and SAN-LAB will al so determ ne a, for
sanples receiving initial a, screening in their

| aboratories by nmeasurenent of nicrocrystalline
cel l ul ose wei ght change. Standardize the instrunent
using salt slush, AOAC, 17'" Ed., 978.18, section
42.1.03, D. “Preparation of Reference Salt Slushes”.

When initial screening shows a, at or above 0.90, or a
wi de range of a, values, including one or nore above
0.93, confirmusing a different instrunent.

(2) Confirmation: Determne the a, of three (3)
cont ai ners using the:

. Decagon Agual ab Hygr onet er
. Rotroni c AG

(3) If ayis confirmed at or above 0.90, refer the results
of analysis to the Conpliance Branch of the Collecting
District.

(4) Do not classify as lab class "3", unless it is known
that a, val ues exceed the nmaxi numvalue filed by the
firm

If sugar may be controlling a, determ ne the percent sucrose
(Brix), or soluble solids, AOAC, 17'" Ed. or nost current
edition, 932.14-section 44.1.04, C. Solids in Syrups By Means
of Refractometer, Page 1011. Use Tabl es 990.35 and 990. 36,
Appendi x C.

If salt content nay be controlling a, or the growth of
nmi croorgani snms, determ ne and report the percent salt as water
phase salt.

"Wat er phase salt" nmeans the percent salt (sodium chloride)
in finished product as determ ned by the follow ng nethods:

o Miisture Content (Total Solids) - AQAC, 17'" Ed.
or nost current Ed., section 35.1.13 (952.08),

NOTE: Substitute pum ce or sand for asbestos.
o Water Phase Salt - AOAC, 17'" Ed. or nost

current Ed., section 35.1.18 (937.09),
vol unmetric nethod

NOTE: Formula for calculating water phase salt, i.e., salt
concentration expressed as percent of salt in
aqueous phase:
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% salt (aqueous phase) = %salt x 100

% water + %salt

d. Direct questions concerning analysis of foods in which water
activity or salt nay be, at least in part, a neans of
preservation to, CFSAN Ofice of Conpliance/ Division of Field
Program / Regul atory Food Processi ng and Technol ogy Branch
HFS- 617, *(301) 436-2411*.

C. Acidi fi ed Foods - pH Anal ysis:

1

Use normal containers. Refer to AOAC, 17'" Ed. or npbst current
Ed., section 42.1.04 (981.12), except: Deternmine the pH on the
contai ner contents only, by opening the container, inserting the
el ectrode(s) and neasuring the pH Do not nake determ nations on
both the liquid and the solid. (If the product is freshly packed
and not in equilibrium blend entire contents of can and test pH.)

Nunber of containers for pH anal ysis:

The total sample size for containers 795 grans (i.e., 28 0z.) net
wei ght or smaller is 24 containers. The total sanple size for al
others is 12 containers.

. One analyst will determine pH of half of the sanple
containers and record the nane, nodel and serial nunber of
the pH neter on the Anal yst Worksheet.

. If one or nore containers have pH val ues equal to or greater
than 4.40, or if the mean pH plus 2 standard deviations is
equal to or greater than 4.40, a second anal yst nust
pronptly (sane day) re-determ ne the pH values of the sane
containers using a different pH meter, and record the nane,
nodel and serial nunber of the pH neter on the Anal yst
Wir ksheet .

. If one or nore containers have pH val ues above 4.65, or if
the nmean pH plus 2 standard deviations (as determ ned
separately fromeither analyst's results) is above 4.65,
both analysts will analyze the remaining half of the sample
using the sane respective pH neters as were used on the
first half of the sanple.

. When the analysis is conplete, regardl ess of whether it was
necessary to analyze all containers in the sanple or only
hal f of them consider all of the pH val ues determ ned by
the first anal yst together as the "original analysis." If a
second anal yst was required, consider all of the pH val ues
determ ned by the second anal yst together as the "check

anal ysis." Never average the two analysts' results
t oget her.
. Carry out all pH determinations to two (2) decimal places,
e.g., 4.40.
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3. pH of Emulsified (H gh Fat/G 1) Products.

Sone sauces high in fat/oil (such as Holl andai se, Béarnai se and
ot her condi ment sauces) when tested for pHw Il give erratic pH
readi ngs because the fat/oil content will plug the pH el ectrodes.
Since the growh of nicroorganisms is dependent on the pH of the
wat er phase, it is necessary to deternine the pH of the water
phase portion of the sauce. To do this, the enulsion nust be
broken and the oil/fat phase renpbved by putting the product

t hrough a freeze thaw cycle and decanting the oil layer in a nulti
step process.

a. Transfer the sanple into a beaker and place the beaker in a
freezer for at |east 4 hours.

b. Renove the butter/oil phase, warm sanple to room
tenperature, and insert the pH el ectrodes into the aqueous
phase. Record the pH readings.

C. Transfer the aqueous phase to a suitable size separatory
funnel. Add a suitable amount (e.g., half the volune of the
sanpl e) of ether. Shake the funnel to provide a thorough
m xi ng of contents.

d. Separate the oil and aqueous phase again. Collect the
defatted aqueous portion and take pH readi ngs.

D. Acidi fied and LACF

1. C. Botulinum Toxin Confirmation

For confirmation of preforned and/or cultured C. botulinumtoxin
send a portion of the product and the subculture enrichment al ong
wi th copies of the analyst worksheets, collection report, etc. to:

CFSAN O fice of Plant, Dairy Foods and Bever ages,

Di vi sion of M crobiol ogi cal Studies/

M crobi ol ogi cal Met hods Devel opnent Branch, HFS-516
Attn: H M Sol onon,

5100 Pai nt Branch Par kway

Col | ege Park, NMD 20740-3835

2. St aphyl ococcal Enterotoxin Confirnation

See nenps to field, Guidance for Staphyl ococcal Enterotoxin
Testing in Foods.

e Dated Decenber 5, 1995 issued by the Division of Field
Program Pl anni ng and Eval uati on, HFS-635

e Dated May 16, 1997 issued by the Division of Enforcenent,
HFS- 605 (revi ses one part of 12/5/95 neno)*

E. Cont ai ner I ntegrity/Abnornal Contai ners

1. Contai ner Integrity

Contai ner integrity problenms, especially seam defects, are nost
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significant with [ow acid canned foods. They are of prinary

i mportance froma public health standpoint when canned seaf oods
are involved. Seam or seal defects are less inportant froma
public health standpoint with acidified foods unless contami nation
has resulted in elevated pH | evel s at or above 4.75.

In exam ni ng canned foods for container integrity, the analyst
shoul d exami ne each container for visible defects and descri be

t hese defects. Quidance in describing visible defects is
available in the AOCAC chart; Cassification of Visible Can Defects
(Exterior). Upon receipt all visible defects, as well as their

[ ocation on the container, should be noted. Make a conparison to
the collection report and identify and record any abuse rel ated
defects not identified during sanple collection

When vi sible can seam or seal defects are found, the anal yst
shoul d attenpt to determ ne the severity of the defects.

2. Abnor mal Cont ai ners

Conduct the follow ng additional analyses or other appropriate
destructive tests on the abnornal containers: gas, odor and

appear ance, net wei ght, drained weight, visual defects, |eak
testing, can seamteardown or other appropriate destructive tests,
and condition of container interior. It is particularly inportant
to exam ne unopened abnornmal containers (flippers, springers, soft
swell's, hard swells, |eakers) and conpare themto the condition
reported at the tine of sanple collection (see the collection
report). Changes in abnormal classification fromthe tine of
sanpl e collection to the start of anal yses nust be recorded. If
the pH of abnormal containers is greater than 4.75, and

m crobi ol ogi cal tests confirmthe presence of viable nmesophilic
gram posi tive anaerobic spore fornmers, analyze for C. botulinum

t oxi n.

3. d ass Containers and Sem -rigid and Fl exi bl e Packagi ng

Perform vi sual exami nations, mcrol eak exam nations and
destructive testing where appropriate. Refer to BAM Chapter 22,
"Exam nation of Containers for Integrity", 8th Ed., Revision A
(1998) for nethods of analyses. Questions should be referred to
CFSAN O fice of Field Prograns/Division of HACCP

Pr ogr ans/ Regul at ory Food Processi ng and Technol ogy Branch (HFS-
617) at 301/436-2411. @uidance in describing visible defects for
fl exi bl e packages is available in the AOAC chart, "C assification
of Visible Exterior Flexible Package Defects."

4, Phot ograph visible defects with a digital canera or scan pictures
for subm ssion to CFSAN

REPORTI NG
A Heat Resi stance Studies
1. Anal yzi ng Laboratories: |Imrediately notify CFSAN DOE/ DB, HFS-607
when cultures are sent to SRL specifying sanple nunber. Copies of
t he anal yti cal worksheets and other pertinent docunents (I|abels,
etc.) should be sent as hard copy.
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2. SRL Anal yzi ng Laboratory: Upon conpletion of the heat resistance
studi es, send:

a. the original analytical worksheet (FDA Form 431) to the Hone
District

b. a copy of the FDA Form 431 to the servicing |laboratory if in

a different District
B. pH Det erm nati ons

If even one normal container of acidified product has a pH at or above
4.75 or the nmean plus two (2) standard deviations (as determ ned by
either analyst's total result(s)) is at or above 4.75, immediately refer
the results of analysis to the District's Conpliance Branch

NOTE: Never average the two anal ysts' results together
C ANALYTI CAL DATA REPORTI NG

Report all analytical results for low acid, acidified and acid products
usi ng PAF "ACD'.

In addition to reporting the analytical results, data requested under
the "violative sanple data screen” for sanples which are determned to
be lab class "3" must be conpl et ed.
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PART V - REGULATORY/ ADM NI STRATI VE STRATEGY

A Acidified Products - Analysis Results

Reconmend actions to CFSAN Division of Enforcenent/ Donestic Branch
HFS- 607 if one or nore containers analyzed are found to have a neasured
pH val ue of 4.75 or above by both the original and check analysis. See
CPG 7120. 25; section 520.300 “Acidified Low Acid Canned Foods -

Adul teration Due to H gh pH'.

B. Cont act CFSAN DOEP/ CPB, HFS-607 for further instructions if:

1. Any neasured pH value is less than 4.75 but greater than or equa
to 4.65, or if the nean pH plus 2 standard devi ati ons (as
determ ned fromeither analyst's total results) is 4.65 or above;

or

2. Anal ysis identifies a water activity controlled LACF product with
pH above 4.6 and water activity confirnmed at 0.90 or above the
maxi munms listed in the filed schedul ed process;

or

2. Anal ysis confirms adulteration or progressive deconposition in
abnormal container in at least 1 %of the lot. (If findings do
not indicate suspected health hazards, recomendati ons for |ega
action nay be submtted in the usual manner wi thout first
di scussi ng findings.);

or
4. A firmhas not registered and filed its processes within 60 days
of being notified of these requirenents.
C. Warning Letters (District Initiated and/ or CFSAN Revi ew) and ot her
Acti ons

District Conpliance Branch will submt:

1. Entire EIR and ot her correspondence relating to firnms under
Ener gency Pernit.

NOTE: Proposed Warning Letters concerning LACF and acidified food
vi ol ati ons nust be revi ewed and recei ve concurrence from
CFSAN prior to the District Director issuance of the
Warni ng Letter. The Agency established “Suppl enenta
Procedures for Cearing Warning Letters and Untitled
Letters”, dated March 5, 2002, which is available on FDA s
ORA Intranet Website at
http://web. ora. fda. gov/ oe/ warni ngl etters/ TRKLET116R. ht m

2. Warni ng Letter recommendations - entire EIR and ot her
correspondence with proposed Warning Letter attached for review

3. Warning Letter considerations - nenorandum sunmari zi ng areas of
concern to acconpany entire EIR  Upon revi ew by CFSAN DOE/ DB
(HFS-607), District will be provided with subjects to be covered
under District issuance of Warning Letter
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Attachnment C contains proposed nodel |anguage for Warning Letters
and Untitled Letters.

The foll owi ng gui dance applies whenever we find evidence of
failure of a firmto conply with all of the nmandatory provisions
of 21 CFR 108.25 and 114. Unless the evidence establishes that
the firm produces acidified foods with insufficient pH control
(e.g., evidence of pH values in excess of 4.6 in finished
products) the center will support an Untitled Letter rather than a
Warning Letter. However if the evidence denonstrates that the
firmhas a chronic history of failure to conply or unwllingness
or inability to conply with the mandatory provisions of 21 CFR
108. 25 and 114, CFSAN would be willing to consider further warning
and ultimately an Order of Need to obtain and hold a permit

Encourage the responsible individuals of a firmto take the initiative
in correcting observed deficiencies. This should be acconplished at the
concl usion of an inspection and with a Warning Letter. Solicit their
witten response, delineating corrective action to be taken and
tinmetables for conpletion. The District should reviewthe firms
responses pronptly [refer to FMD 120 - Follow Up to a Firmis Response to
an FDA 483(This formis not yet available on CRA's Intranet.)].

When devi ations fromthe mandatory provisions of 21 CFR 108, 113, or 114
appear to be of a serious nature, which could result in the production
of potentially hazardous product or where there has been a continuous

hi story of nonconpliance with significant requirenents of the
regulations with little or no inprovenent, stronger action may be

necessary.

Attachnment A describes procedures for using the "Alert System" At any
time during an investigation when it becones apparent that public health
may be at risk, districts are encouraged to evaluate the significance of
t he devi ations, using personnel fanmliar with [ ow acid canned food and
acidified food operations and policy, and discuss their findings with
HFS- 607.

The type and seriousness of observed deviations fromthe mandatory
provisions of the regulations will dictate the type and nature of the
appropriate regulatory action. The significance of the deviations
relative to the degree of potential public health hazard that exists
nmust be made and/or confirned by Center experts. Once their evaluation
is made, several courses of action are preferred by the Center

. If there is no evidence of an i mredi ate danger to health and the
deviations are significant, a Warning Letter is appropriate.

. If the nature of the deviation is such that the Center experts can
technical ly support the conclusion that continued operation by the
firmcould result in the distribution of potentially hazardous
products, then enmergency permt action is the regulatory action of
choi ce over injunction or prosecution. This action is
adm nistrative in nature and does not go through the normal | egal
channel s (refer to 21 CFR 108.5).

. If the product has reached distribution channels and the Center
concludes that a potential danger to health exists. Present the
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responsible firmwith the case facts and the position of the
Center. Deternmine if the firmintends to initiate a voluntary
recall of the product(s) involved. If this fails, state enbargo,

FDA initiated recall, or FDA seizure should be considered, in that
order.
D. I ndustry Educati on

Mat eri al s devel oped by the Center (see Attachnment B) which explain nany
of the FDA requirenents for processing acidified and | ow acid canned
foods may be useful in responding to industry inquiries or requests for
assi stance in solving conpliance problens.

At the District's request, CFSAN O fice of Constituent Operations/
Industry Activities Staff, HFS-565, will assist the District in
devel opi ng and conducting i ndustry educati on workshops concer ni ng
recalls or other topics deenmed appropriate by the District.
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PART VI - ATTACHMENTS, REFERENCES, AND PROGRAM CONTACTS

ATTACHMENTS

Attachnent A
Attachnent B
Attachnent C

Details of Alert System

I ndustry Education Publications

Proposed Mddel Language for Warning Letters and
Untitled Letters

REFERENCES
FDA Cuide to Inspections of Low Acid Canned Food Manufacture
Part 1 - Administrative Procedures/Schedul ed Processes, Novenber
%ﬁ??p: [ Iww. f da. gov/oral/inspect _ref/igs/lacfptl/lacfptlOl. html)

Part 2 - Process/Procedures, April 1997
(http://ww. fda. gov/oral/inspect_ref/igs/lacfpt2/|acfpt201.htn)

Part 3 - Containers/Cd osures, Novenber 1998

FDA Cui de to Inspections of Aseptic Processing and Packaging for the Food
I ndustry, February 2001

FDA CGuide to Inspections of Acidified Food Manufacturers, May 1998
(http://ww. fda. gov/oral/inspect_ref/igs/acidfgde. htm

FDA Qui de to I nspections of Conputerized Systens in the Food Processing
I ndustry, March 1998
(http://ww. fda. gov/oral/inspect_ref/igs/foodconp. htm)

FDA | nvestigati ons Operations Manual (nbst current issue)
(http://ww. fda.gov/oral/inspect_ref/iomiontc.htnl)

PROGRAM CONTACTS

CGeneral Program Directions: Karen Swajian, CFSAN *Ofice of
Conpl i ance/ Division of Field Progran
Conpl i ance Program Branch *, HFS- 636,
(301/436-1616), FAX (301/436-2657),
Kswaj i an@CFSAN. FDA. Gov

Regul atory, conpliance Denni s Dignan, Ph.D. CFSAN *Office of
matters or interpretation of Conpl i ance/ Division of Enforcenent/
regul ati ons/ what products Donestic Branch *, HFS-607, (301/436-
are cover ed: 2051), Ddi gnan@CFSAN. FDA. GOV

Don G eaves, CFSAN *Office of Conpliance/
Di vi sion of Enforcenent/ Donestic Branch
*  HFS-607, (301/436-2057),

Dgr er aves @FSAN. FDA. GOV

TRANSMITTAL NO: parT VI pAGE 1

DATE OF Issuance: 11/ 21/ 02

FORM 2438 g (10/91)




PROGRAM 7303.803A

LACF Regi stration Control
Coor di nator (Pl ant
registration and filed
schedul ed processes):

ot ai ni ng accounts for the
On-Line LACF Registration and
Process File:

Questions regardi ng the
preservati on, processing or
packagi ng of LACF/ AF or

anal ysis of foods in which
pH, water activity, or salt
content nmay be at least in
part a neans or preservation:

Confirmation of Preforned
and/or Cul tured C. botulinum
t oxi n:

Confirmati on of

St aphyl ococcal ent er ot oxi n:

I ndustry Educati on:

I nspectional Inquiries:

Anal ytical Methods Inquiries:

Nat haniel L. Murrell, Jr., CFSAN Ofice
of Conpliance/ Division of Field
Progranms/ Regul atory Food Processing and
Technol ogy Branch , HFS-618, (301/436-
2132), Nmurrel | @FSAN. FDA. GOV

M chel e Baucum ORA/ O fice of Resource
Management / Di vi si on of Information
Systens, HFC 30, (301/827-1573),
Moaucum@DRA. FDA. GOV.

St ephen Spi nak, CFSAN Office of

Conpl i ance/ Division of Field Prograns/
Low Aci d and Acidified Canned Foods Team
HFS- 617 (301/436-2411),

SSpi nak @CFSAN. FDA. GOV

Haim M Sol onbn, CFSAN O fice of *Pl ant
and Dairy Foods and Beverages, * Division
of M crobiol ogical Studies/

M cr obi ol ogi cal Met hods Devel opnent
Branch, HFS-516 (301/436-2013),

HSol omon @FSAN. FDA. GOV

Regi nal d Bennett, CFSAN O fice of *Pl ant
and Dairy Foods and Beverages, *,

Di vi sion of M crobiol ogical Studies/

M cr obi ol ogi cal Met hods Research Branch,
HFS- 516, (301/436-2009),

Rbennet t @CFSAN. FDA. GOV

John Tisler, CFSAN Ofice of Constituent
Operations/ Industry Activities Staff,
HFS- 565, (301/436-1727),

JTi sl er @FSAN. FDA. GOV

Barbara Marcel letti, ORQO Division of
Field Investigations, HFC- 132, to
(301/827-5635), BMarcel | @RA. FDA. GOV

Mar sha Hayden, ORO' Division of Field
Sci ence, HFC- 140, (301/827-1039),
VMHay den@DRA. FDA. GOV
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PART VII - CENTER RESPONSI BI LI TI ES

1. Bot ul i num Toxi n Confirmati on

Confirmation of preforned and cultured botulinumtoxin, CFSAN Ofice of
Speci al Research Skills/Division of Mcrobiological Studies/M crobiology
Met hods Devel opnent Branch, HFS-516

2. LACF Regi stration and Process Fil es

Mai nt enance of the LACF Registration and Process Files, CFSAN Ofice of
Conpl i ance/ Di vi sion of Field Programs, HFS-618

3. Eval uati on Requirenents

During the course of this program but no later than thirty (30) days
after the expected date of final data receipt, any deficiencies in the
conduct of Field operations or programquality should be identified by
the Director, Division of Field Program Ofice of Conpliance, HFS-615,
so that necessary corrective action may be initiated. An annual

eval uation of this programwi |l also be provided.
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DOVESTI C ACI DI FI ED AND LOW ACI D CANNED FOODS PROGRAM

ALERT SYSTEM

1. If the District determines at any tinme during an investigation that the
public health may be at risk, the Director, Investigations Branch, with
t he Supervisor and Investigator will call CFSAN Division of
Enf orcenent, Donestic Branch, HFS-607, Branch Chief, at phone nunber
(301) 436-1611.

2. If the Domestic Branch, HFS-607, concurs that a serious potential health
hazard is possible, conplete the report as soon as possible and submt
it via a one-day delivery service to HFS-607.

3. The District may recomend specific regulatory action, but should not
del ay submitting the EIR while awaiting such recomrendati on fromthe
Districts' Conpliance Branch
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DOVESTI C ACI DI FI ED AND LOW ACI D CANNED FOODS PROGRAM

| NDUSTRY EDUCATI ON | NFORVATI ON

FDA:

1. Copi es of the publication, A Processor’s Guide to Establishnent
Regi stration and Process Filing for Acidified and Low aci d Canned

Foods can be obtained from CFSAN O fi ce of Conpliance/ Division of
Field Program Regul atory Food Processi ng and Technol ogy Branch
Nat haniel L. Murrell, Jr.; HFS-618, (301) 436-2132 or CFSAN s web
page at: http://VM CFSAN. FDA. GOV/ ~com LACF- TOC. ht i .

2. Copi es of the publication, pH Control - Wiy the concern?, which
expl ai ns why the food processi ng enpl oyee nust be concerned with
properly controlling the acidification and determi ning the pH of
foods can be obtained from CFSAN O fice of Constituent
Qperations/Industry Activities Staff, HFS-565, John Tisler, (301)
436-1727.

Food Processors Institute:

A nunber of publications and audiovisuals are available from
Food Processors Institute
*1350 | Street, N. W
Suite 300 *
Washi ngton, D. C. 2005 (202) 393-0890
The audi ovi sual s i ncl ude:

1. Can Seam Formati on and Eval uati on

Part | explains the basis for construction can seans

Part 11 discusses evaluation nmethods used to rate can seans
2. For the Retort Operator
Di scusses still retorts and pH differences between | ow acid and

hi gh acid foods (slide show)
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*Proposed Mbdel Language for
Warning Letters and Untitled Letters *

Model Untitled Letter (open electronic file with these changes al ready

i ncor por at ed)
W inspected your firmlocated at (address) on (date). The
i nspection was conducted to determ ne your conpliance with FDA' s
[sel ect as appropriate, (Low acid Canned Food (21 CFR Part 108 and
113), and (Acidified Food (21 CFR Part 108 and 114)] regul ati ons.
The [sel ect as appropriate, (Low acid Canned Food), and (Acidified
Food)] regul ations were issued, in part, pursuant to Sections 404
of the Federal Food, Drug and Cosnetic Act (the Act)(21U.S.C. 344).
A tenporary energency pernmit nay be required for [acidified] [I|ow
aci d canned] foods whenever a processor has failed to fulfill the
requi renents of [21 CFR 108.25][21 CFR 108. 35, including
registration and filing of process information, and the mandatory
requi renents of 21 CFR [113][114]. In addition, based upon certain
criteria in Part [114][113], [acidified][low acid canned food] may
be adulterated within the neani ng of section 402(a)(3) of the Act
(21 U S.C 342(a)(3)) inthat it may have been nanufactured under
such conditions that it is unfit for food, or within the neaning of
section 402(a)(4)(21 U S.C. 342(a)(4)) in that it may have been
prepared, packed , or held under insanitary conditions whereby it
may have become contaminated with filth, or nay have been rendered
injurious to health. You can find the Act and the [sel ect as
appropriate, (Low acid Canned Food), and (Acidified Food)]
regul ati ons through links in FDA's home page at http://ww. fda. gov.

Model Warning Letter (open electronic file with these changes al ready

i ncor por at ed)
On (date) we inspected your [select as appropriate, (Low acid
Canned Food), and (Acidified Food)] |ocated at (address). W found
that you have serious deviations fromthe [sel ect as appropriate,
(Low acid Canned Food (21 CFR Parts 108 and 113), and (Acidified
Food (21 CFR Parts 108 and 114)] regul ations. Failure to conply
with all of the requirenments of 21 CFR [part 108.25] [108.35] and
the mandatory portions of part [113] [114] constitutes a prim
facie basis for the i mediate application of the enmergency permt
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control provisions of section 404 of the Act. |In addition, such
failure renders your [select as appropriate, (Low acid Canned
Food), and (Acidified Food)] adulterated within the neani ng of
Section 402(a)(4) of the Federal Food, Drug and Cosnetic Act (the
Act), 21 U . S. C. 342(a)(4). Accordingly your (identify product(s))
is adulterated in that (identify product(s)) has been prepared,
packed or held under insanitary conditions whereby it may have been
rendered injurious to health. You can find the Act and the [sel ect
as appropriate, (Lowacid Canned Food), and (Acidified Food)]
regul ati ons through links in FDA's home page at
<http://ww. f da. gov>.

The above violations are not nmeant to be an all-inclusive list of
deficiencies in your plant. O her violations can subject the food
to legal action. It is your responsibility to assure that all of
your products are in conpliance with applicable statutes enforced
by the FDA. You should take pronpt action to correct all of the
violations noted in this letter. Failure to pronptly correct these
violations may result in regulatory action w thout further notice,
such as seizure, injunction and/ or issuance of an Order of Need to
obtain and hold a Tenporary Enmergency Pernmit. **

NOTE: To the District: **|ssuance of an Order of Need to obtain and hold
a Tenporary Enmergency Pernit is nornmally the action of choice
rather than injunction. However, an Order of Need is appropriate
only when the firmships its finished product(s) in interstate
commer ce.

NOTE: Notification fromthe firmof specific steps taken to correct the
not ed vi ol ati ons should be received within fifteen (15) working
days of receipt of the Warning Letter as per the Regul atory
Procedures Manual (RPM, chapter 4, Fornat.
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