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Dear Sir or Madam:

The International Dairy Foods Association (IDFA) recognizes the U.S. Food and Drug
Administration’s (FDA) interest in reviewing the food Good Manufacturing Practices (GMP)
regulations located in 21 CFR 110, considering they have been in place without substantial
change since 1986. However, the current regulations were well written, broadly based, flexible
and have provided important guidance to the food processing industry for almost twenty years.
Food GMPs are used by dairy plants to develop company and plant specific industry GMP
training and operational programs.

These recommendations are submitted on behalf of IDFA and its constituent organizations, the
Milk Industry Foundation, the International Ice Cream Association, and the National Cheese
Institute. The approximately 500 member companies of these associations operate more than
650 processing and manufacturing plants, which account for 85% of all dairy products produced
and consumed in the United States.

IDFA compliments FDA for the participatory process that solicited dairy industry involvement
through three public meetings and the opportunity to comment on food GMP revisions found in
21 CFR 110 without any limitations or restrictions. We were had hoped that an extension of the
closing date (September 10, 2004) for comments would be granted to fully engage our
membership, conduct a more thorough review of the scientific, regulatory and food industry
information, evaluate the impact of revisions on our members, and develop a more creative set of
recommendations. With the current time limitation of September 10, we are hopeful that the
comments and recommendations listed below can assist you in arriving at food GMP revisions
that positively impact the already excellent food safety record of the U.S. dairy industry, without
creating unnecessary regulatory burdens.
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|I. General Perspectives:

Broad-based: The current food GMP’s strength is its broad-based language. The most effective
sections of 21 CFR 110 include those parts of B, C and D which are written in general terms so
they are applicable to the entire food industry. More recent documents such as the Codex Code
of Practice General Principles of Food Hygiene, last amended in 1999, and the Codex Code of
Hygienic Practice for Milk and Milk Products adopted in 2004 also use this broad principle-
driven approach as opposed to specific narrowly defined requirements.

Revision of the food GMPs to include specific details identifying numerical limitations such as
product shelf life or processing and storage temperatures for some or all food products moves
away from the broad-based “principles” approach. Setting numerical limits creates a technically
difficult, scientifically challengeable and highly debatable section of the GMPs (110.80(b)(3))
that has been traditionally left to the food processor. Dairy processing plants develop shelf life
for their products using scientific studies, in-house challenge studies and experience, which
varies from plant to plant and product to product. Any specific guidance by FDA on shelf life
related to food safety in the food GMPs should be advisory and general. Specific details of a
food safety nature can be addressed in other documents or through references to other
documents, such as that developed by National Advisory Committee on Microbiological Criteria
for Food (NACMCEF) on “Safety-based” code dating.

Flexible: The advantage of the wording chosen for the current food GMPs is flexibility for both
state and federal regulators for regulatory oversight, as well as for implementation by the dairy
industry. Terms found in the current food GMPs such as “adequately maintained,” “in a
manner,” “where appropriate,” “necessary precautions,” “proper precautions,” “adequate
controls,” “properly storing,” “any effective means,” provide important flexibility and have
contributed to the effective life of this regulation. This approach also allows the current food
GMPs to apply to the entire U.S. food industry. Maintaining flexibility also allows for
development and implementation of new technologies without the need to continually revise
regulations. IDFA and its members strongly support the continuation of this flexible style in any

revisions of the food GMPs.

Areas where the GMPs are least flexible, such as the specific temperature requirements (Part
110.80 (b)(3)(i) on maintaining refrigerated foods at 45° F or below, and Part 110.80 (b)(3)(iii)
on keeping hot foods at 140° F or above), do not allow for the application of new scientific
information, adjustment for emerging pathogens, or new toxicological information. In a similar
fashion, mandating specific transportation, handling, processing and storage temperatures that
are applicable to all food products overlooks a variety of factors such as water activity, pH,
bacteriocidal and bacteriostatic properties, processing times, processing equipment, and intended
end use that need to be evaluated to arrive at appropriate temperatures. It would be preferable
for the GMPs to be more flexible and contain general statements about temperature control, such
as “adequate” or “scientifically supported” for control of common pathogens. Specific
temperature controls are a way of life for the dairy industry, addressed in other regulatory
documents (Pasteurized Milk Ordinance - PMO) and should not be included in the food GMPs.
Additional details should be addressed in other guidance documents that are food and industry-
specific.
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Il Currently Reqgulatory Environment:

General Foods: The revision of the food GMPs must be done in the context of all of the other
federal and state laws and regulations that now apply and overlap regarding the production,
processing, distribution and sale of food products in the U.S. These include the recently updated
Food, Drug and Cosmetic Act, the Public Health Services Act, FDA guidance documents such as
the Juice Hazard Guidance, FDA Sprout Guidance, and the Frozen Dessert Guidance as well as
the 3-A Sanitary Standards and Practices for the hygienic design of dairy equipment.

Dairy Foods: The National Conference on Interstate Milk Shipments” (NCIMS) PMO contains
extensive requirements for the production and processing of Grade “A” dairy foods. Many of
these very specific requirements (see attached dairy plant inspection sheets) provide details
addressed in a more general way by the food GMPs. Also, states have in place very detailed
laws and regulations that address the production and processing of non-Grade “A” dairy foods,
with GMP-like sections that are very specific. Additionally, the U.S. Department of
Agriculture’s Agricultural Marketing Service administers a Plant Survey and Dairy Product
Grading program that establishes operational requirements in minute detail for dairy plants
producing butter, cheese and dry milk products for sale to the government. These USDA
requirements are widely implemented by this segment of the U.S. dairy industry, are required by
non-government buyers of these products, and have become the de facto production and
processing requirements for this part of the dairy industry. We believe that the current GMPs,
with most of the sections using the word “shall,” provides sufficient direction to effectively
address most food safety concerns today.

111. Records Access versus Records Existence:

All prudent dairy manufacturers maintain records to document adherence to internal GMP and
food safety programs. The industry has consistently been willing to volunteer records to FDA
when it has been demonstrated that a public health issue exists. With this representing the dairy
industry’s cooperative attitude, it is important to understand that the Federal Food, Drug, and
Cosmetic Act (FDCA), the authority for the food GMP regulations, does not extend FDA
authority to inspection of food company records except under specific and limited circumstances.
In the absence of congressionally-delegated records inspection authority, FDA may not create
such authority for itself through the vehicle of revising the GMP regulations. Section 704(a) of
the FDCA provides that FDA’s authority to inspect the factory, warehouse, establishment, or
vehicle of a food manufacturer or processor is limited to “all pertinent equipment, finished and
unfinished materials, containers, and labeling therein.” By its plain language, the statute does
not extend this authority to the inspection of the records of such food facilities. It is therefore
clear that Congress intended to allow records inspection authority only in the limited and
enumerated fields, and meant to withhold such authority for inspection of food facilities. The
FDCA grants FDA the authority to inspect food company records in a few other limited
circumstances that are not applicable to the GMP context. Section 703 allows FDA to inspect
records that document the interstate shipment of food. The Public Health Security and
Bioterrorism Preparedness and Response Act of 2002 added Section 414(a), which authorizes
food records inspection where FDA has “a reasonable belief that an article of food is adulterated

3



International Dairy Foods Association
Docket No. 2004N-0230
Page 4

and presents a threat of serious adverse health consequences or death,” and Section
801(d)(3)(A)(iv), authorizing records inspection relating to “import for export.” The details of
this additional but limited records access by FDA remain uncertain until FDA has completed and
published these in the Federal Register. Again, these limited, specific grants of records
inspection authority further demonstrate that FDA is not authorized to inspect records of food
companies in other contexts.

IDFA does not support expanding processing records access through modifications to the food
GMPs. It is certainly understood that food companies are expected to maintain records to
document their own adherence to GMPS; however, the statute does not authorize access to these
same records by FDA investigators. Of course, as stated previously, where a public health issue
has been identified with one of our products, our members have always cooperated with FDA
and have provided agency inspectors with reasonable access to company records on a voluntary
basis. We have every reason to expect that practice to continue.

1V. GMPs versus HACCP

The role of GMPs in industry HACCP programs is to provide part of the foundation prior to
development of the hazard analysis and HACCP plan. GMPs serve as one of the building blocks
of HACCP, but are different. Included in the GMPs are good sanitation practices (GSPs). IDFA
members believe that the opportunity to revise and update the food GMPs should not be used as
an indirect path toward hybridizing GMPs into a HACCP-like regulation. GMPs have been a
recognized part of the federal food safety regulations for many years prior to any mandatory
HACCP program. They should continue to stand separate from HACCP.

In order to retain this important position and prevent confusion between GMPs and HACCP, the
GMPs should not utilize HACCP terms, i.e. sanitary standard operating procedures (SSOPs),
critical control points, critical limits, deviations, corrective actions, verification and validation,
since they have very specific meanings and should not be diluted or misconstrued in the context
of GMPs. Additionally, the inclusion of the term, “universal preventative controls - UPCs” is
unnecessary and confusing in an attempt to bridge the gap between GMPs and HACCP.

The current food GMPs under Part 110.3 list a definition of “critical control point” that is quite
different from the NACMCEF definition. Because the NACMCEF definition was not available in
1986 when the GMPs were last revised, it is important that this conflict be corrected. Our
recommendation is to change the GMP definition of “critical control point” to a definition for
“control point” reading as follows;

“Control point means a point in a food process where there is a likelihood that
improper control may cause, allow, or contribute to a hazard or to filth in the final
food or decomposition of the final food.”

Removing critical control point terminology from the revised GMPs will also require changing
the reference in 110.80 b13(iv) to “control points.”
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V. Industry Training on GMPs

General: The current GMPs in 110.109(c) outline recommendations on training personnel
responsible for identifying sanitation failures or food contamination to “provide a level of
competency necessary for the production of sanitary and safe food.” Other references in this
section speak to “adequate training in proper food handling techniques and food-protection
principles.”

GMP and Recall Report References to Training: The report identified deficient employee
training as the most common of the top ten food safety problems. It is clear that most of the
other nine have some direct or indirect “root cause” connection to training by the food industry.
The Recall Report identified 1146 recalls from 1999-2003 that occurred because of a GMP-
related problem (including labeling problems). The Recall Report further identifies ineffective
employee training as being associated with 32% of the recalls and failure to follow established
SOPs for processing with 26%, likely rooted in training. The ineffective use of sanitation
principles (8% of recalls) could also be the result of improper or inadequate training. Based on
this information, it would appear that appropriate training could reduce the number of recalls.

Of the top ten food safety problems identified by the GMP Report, all are specified by “shall” in
the GMP regulation, except for training which is a “should.” Further, the top five commonly
mentioned preventive controls for these problems list training in seven of the ten (deficient
employee training, poor plant and equipment sanitation, difficult-to-clean equipment, post-
process contamination at manufacturing plant, contamination during processing, poor employee
hygiene, incorrect labeling or packaging). Again, the importance of training in addressing food
safety and sanitation issues is clearly identified.

Dairy Industry Practices: The dairy processing industry already incorporates extensive
training for employees at the production level, as well as supervisory personnel, on GMPs. The
general approach is for all new employees to undergo in-plant GMP training, with required
updates at least annually for all employees. Additional training, based on mandates in the
revised GMP could be helpful as long as the determination of compliance by FDA of industry
GMP training programs was based on performance outcomes, not certificates, frequency, or
other arbitrary determinations.

The existing food GMPs address environmental controls in 21 CFR 110.20 Plant and Grounds,
110.35 Sanitary Operations, and 110.37 Sanitary Facilities and Controls. However, considerable
progress in advancing public health protection has been accomplished in the last two decades
through the adoption of environmental monitoring techniques to eliminate pathogens of concern
from the post-processing environment of ready to eat (RTE) foods. IDFA supports the
implementation of environmental monitoring programs that are designed to meet the individual
characteristics of a manufacturer’s RTE processing facility. These programs must be flexible
enough to be designed to meet the unique properties of a product, process, or plant. The dairy
industry focuses on a number of pathogens of concern such as Salmonella or Listeria
monocytogenes. IDFA believes dairy manufacturers should conduct environmental monitoring
to evaluate the effectiveness of cleaning and sanitation practices, find potential sources of
contamination, and provide data that leads to effective corrective actions. Industry should have
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the flexibility to select the appropriate target organism, sampling frequency and site selection
that is adequate to protect public health.

Recommendations: IDFA therefore recommends that 21 CFR 110.10 (c) have the “should”
references to training be revised to “shall.” In addition, the term “competency” in (c) should be
replaced with “knowledge” since “competency” begs the need to challenge and evaluate,
whereas “knowledge” is a simple measure of “knowing” or “not knowing.” The true measure of
effective training is whether the end food product is safe and unadulterated, not on how many
training sessions an employee has attended or how often an employee has been trained. If there
is any doubt regarding the safety of the food, only then should the adequacy of the training or
knowledge of the employee be evaluated. Conversely, a determination of inadequate training
does not directly indicate a food safety problem.

V1. Allergen Control Program:

FDA Recall Report: The Recall Report identified 1146 GMP-related recalls from 1999-2003,
with 65% of these recalls involving labeling problems and 34% involving undeclared allergenic
ingredients. Although it is not known to what extent inadequate training played a role in these
labeling and allergen-related recalls, it is likely that training in allergen control that included
guidance on proper labeling could reduce such incidents.

Existing GMP Language: Allergens are not specifically mentioned in the food GMPs, but as
contaminants, they are addressed in many sections including 110.40 (food contact surfaces
protected from contamination), 110.80 (b)(5) (protect from contamination), 110.80(b)(1)0
(protect from contamination during processing), 110.80b12 (specific products protect from
contamination), 110.80(b)(12)(iv) (physical protection from contamination), 110.80(b)(13)
(filling, assembling and packaging protection from contamination), and 110.80(b)(13)(iv)
(physical protection from contamination). These sections do not mention allergens but include it
in the context that allergenic substances are contaminants if introduced in the processing of
products that does not identify the allergen on the label.

Allergen Labeling: The Nutritional Labeling and Education Act of 1990 and its subsequent
regulations already require all ingredients to be identified on a food product ingredient statement.
In addition, the recently passed Food Allergen Labeling and Consumer Protection Act of 2004
strengthens allergen labeling requirements to clearly identify in common terms to consumers the
presence of any of the eight primary allergens in all food products.

Industry Practice and Guidance: IDFA has an entire manual that has been distributed to
members on allergen management and good handling practices. The Food Allergy Issues
Alliance guidance was developed by the food industry as a training tool for proper identification
and labeling of allergens in food products. Milk is one of the primary eight allergens and the
main ingredient in all dairy products made by IDFA members. Since dairy plants, particularly
ice cream processors, commonly handle a number of food ingredients, i.e. milk, eggs, tree nuts,
peanuts, etc. that are part of the “big 8 allergens,” they already have extensive allergen control
programs in place that address handling, storage, use, processing schedules and labeling.
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Recommendations: IDFA recommends 110.80 be revised to include a separate section
requiring an allergen control program for those processing plants that handle any of the eight
common allergens. The allergen control plan should address the following:

Training of processing and supervisory personnel,

Separation of allergic ingredients during storage and processing;

Cleaning and Sanitation of processing equipment;

Scheduling of production runs to enhance physical separation and time separation.;
Reworking ingredients and finished products;

Product label review; and

Supplier control program for ingredients and packaging.

The evaluation of an food plant’s allergen control program by FDA investigators must be
performance based by observing ingredient storage, equipment cleaning and sanitizing,
processing runs and asking questions of plant management. It should not be based on review of
plant processing records or the written allergen control program, unless voluntarily supplied by
the food processor.

VII. Documenting Sanitation Procedures:

Dairy Industry Practices: The U.S. dairy industry primarily uses automated cleaning and
sanitizing (CIP cleaning) of processing equipment with computer controlled and sensor-
monitored addition of cleaning and sanitizing chemicals. In addition, there is extensive use of a
pre-startup checklist to assure the processing equipment has been properly cleaned and sanitized
before use. Since the last revision of the food GMPs, industry has implemented many of the
components of the Grade “A” PMO such as proper equipment design and monitoring of
sanitizing chemical strength. Additionally, the following sanitation practices have also received
emphasis: computerized and electronic monitoring instrumentation for processing and cleanup;
increased attention to processing plant environmental cleaning and sanitizing; use of dedicated
cleaning systems for raw and finished processing equipment, respectively; new monitoring tools
to evaluate the effectiveness of environmental and processing equipment cleaning; employee
traffic control plans; and management of visitors and construction zones. Dairy plants already
have these kinds of programs in place and would describe them to any FDA investigator.

The dairy industry utilizes it expertise as well as that of suppliers of the chemical cleaners and
sanitizers to insure that the automated and manual systems adequately clean and sanitize
processing equipment and environmental surfaces. The protocol, chemical strengths, and
duration of cleaning, sanitizing and rinse cycles are equipment, plant and product specific. There
is little information to demonstrate that this system is the cause for product safety problems

Recommendations: IDFA recommends that Part 110.80 be revised to use the word “should” for
all food manufacturers to develop and maintain “written cleaning and sanitation procedures” for
processing equipment and the processing environment that focuses on food safety. We also
recommend that the terminology, “Sanitation Standard Operating Procedures (SSOPSs)” be
dropped from any part of the food GMPs because of the strong likelihood of confusion with the
eight required SSOPs in the Juice HACCP regulation and all the associated Agency guidance.
Essential to complying with GMP requirements is the need for manufacturers to adequately train
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their employees on cleaning and sanitation practices, documentation of their effectiveness, and
updating procedures as necessary based on process or equipment changes.

The evaluation of written cleaning and sanitation procedures by FDA investigators must be
performance based by observing the cleaning and sanitizing operations in the plant, observing
the cleanliness of the equipment surfaces, and asking questions of plant management. It can not
be based on review of plant processing records, CIP and manual cleaning records, or the written
cleaning and sanitizing procedures, unless voluntarily supplied by the food processor.

IDFA does not support the addition of equipment cleaning validation to the existing food GMPs
since validation is a term linked to HACCP and implies extensive and thorough scientific
studies, when effective equipment cleaning and sanitizing can be easily demonstrated through
chemical supplier experience as well as pre-startup monitoring by the processing plant.

Problems can be rapidly identified and corrected without the need for extensive scientific or
academic studies. More importantly, real time validation test kits for proving equipment
cleaning and sanitizing effectiveness have not received formal FDA evaluation or acceptance.
Validation of equipment cleaning from the standpoint of allergen control is hampered at this time
by rapid detections kits with variable sensitivities, allergens without test Kits, and a lack of FDA
evaluation and acceptance of these kits.

VIII. Environmental Monitoring Control Program

Existing Regulatory Environmental References: The existing food GMPs address
environmental controls in 21 CFR Subpart B, 110.20 Plant and Grounds, 110.35 Sanitary
Operations, and 110.37 Sanitary Facilities and Controls. These sections provide detailed
guidance on processing plant exterior and interior environmental requirements. The PMO also
has significant details on environmental requirements (see attached inspection sheet) that all
Grade “A” dairy plants must meet. The draft guidance on listeria in ready-to-eat (RTE) foods
also contains environmental guidance.

Dairy Industry Practices: Considerable progress has been made in the area of environmental
management in processing plants in the last two decades through the adoption of environmental
monitoring techniques to detect and eliminate pathogens. The design, engineering, construction
and remodeling of dairy plants removes many of the causes for environmental contamination
problems that were common twenty years ago when the GMPs were last revised. The main
focus of concern for dairy processors is managing the post-processing environment since most
dairy products are RTE foods. Dairy plants routinely monitor the post-pasteurization
environment through routine cleaning procedures, microbiological swabbing of surfaces and
through selection of easily cleanable environmental surfaces (walls, floors, ceilings, etc.).
Although construction is not a GMP requirement, the dairy industry has demonstrated
responsibility and expertise in using these tools to maintain environmental hygiene in processing
plants.

Recommendations: IDFA supports the revision of 110.35 so plants “should” have a “written
environmental control program for post-processing/packaging areas in plants processing RTE
foods.” The details of this written program need to be left to the food processor since each
environmental monitoring program must be designed to meet the individual characteristics of a
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manufacturer’s RTE processing facility. These programs must be “adequate” and flexible
enough to be designed to meet the unique properties of a product, process, or plant. It would be
appropriate to identify within the written environmental monitoring program pathogen(s) of
concern such as Salmonella or Listeria monocytogenes or indicator organism. IDFA believes
dairy manufacturers should voluntarily conduct environmental monitoring to evaluate the
effectiveness of cleaning and sanitation practices, identify potential sources of contamination,
and document environmental monitoring activities. Details of environmental monitoring, such
as target organism(s), sampling frequency and location should be left to the industry, based on
familiarity with their facility, process and product.

The evaluation of a sufficient environmental control program by FDA investigators must be
performance based by observing the construction and cleanliness of the post-
processing/packaging areas, cleaning procedures, and asking questions of plant management. It
can not be based on review of plant processing records, environmental monitoring records, or the
written environmental control program, unless voluntarily supplied by the food processor.

IX. Transportation and Product Distribution GMPs

Current Regulations: The Sanitary Food Transportation Act of 1990 contains important
requirements on directing and controlling transport of foods, food ingredients and food additives.
This Act gives the Secretary of Transportation broad powers to control the construction of
transport vehicles, their use, prior cargos, inspection, enforcement and application of penalties.
In addition, Section 110.8 (“shall” item) of the food GMPs and the Pasteurized Milk Ordinance
already address dairy product transportation requirements including product temperatures,
sanitation, cleaning and construction requirements. In addition, requirements for bills of lading
containing information on origin, identity, volume, temperature, regulatory agency responsible,
seal numbers, etc are addressed.

Recommendations: IDFA does not support the revision of the food GMPS to address
transportation issues since this is already addressed for the dairy industry through a number of
existing regulations. In addition, transportation issues are not a significant problem, based on the
Eastern Research Group (ERG) data and causes of recalls. Transportation issues related to food
security are being addressed in other federal laws and regulations and the food GMPS should not
be expanded beyond its primary goal of food safety.

X. Application to Imported Foods:

The primary purpose for revising the current food GMPs is to improve public health for the U.S.
consumer. Since the effectiveness of the current food GMPs has been proven over time, we
encourage FDA to commit more resources toward food GMP application to foreign food
production and processing plants. The U.S. dairy industry has developed effective internal GMP
programs based on 21 CFR 110 and its enforcement by state and federal regulatory officials. We
do not believe this important food safety guidance has been applied equally to imported dairy
products, which are consumed in increasing amounts by U.S. consumers. It is very important for
FDA to address this application and enforcement imbalance if there is a true commitment to the
importance of food GMPs and their role in safe food and public health.
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We have included in our comments specific responses to FDA questions listed below.

Q. In general, do the current good manufacturing practice regulations (part 110) need to be revised or
otherwise modernized? If yes, please describe generally the shortcomings of the current regulations.

IDFA would support the limited revision of food GMP regulations in 21 CRF Part 110 as detailed in our
comments above, but encourage FDA to work with the food processing industry to conduct a more thorough
evaluation of current food industry standard manufacturing practices, beyond the anecdotal information already
gathered, in order to establish a baseline from which the revision of the food GMPs can proceed.

1. Which practices specified in current part 110 are most effective at preventing each type of food hazard?
Which practices are least effective at such prevention?

The most effective sections of 21 CFR 110 include those parts of B, C and D which are written in general terms,
are broad-based and provide flexibility so they are applicable to the entire food industry. In addition, those
parts of the GMPs that have been validated by recent FDA risk assessments are also of significant value.
Conversely, the areas where the GMP’s are least effective are where they are too prescriptive, such as the
specific temperature requirements (Part 110.80 (b)(3)(i) on maintaining refrigerated foods at 45° F or below,
and Part 110.80 (b)(3)(iii) on keeping hot foods at 140° F or above) or where the GMPs contain requirements
not supported by FDA risk assessments. It would be preferable for the GMPs to contain general statements
about temperature control, such as “adequate” or “scientifically supported” for control of common pathogens
and leave specific temperature recommendations to product-specific guidance documents.

2. In today’s food manufacturing environment, what conditions, practices, or other factors are the principal
contributors to each type of food hazard?

For the dairy industry, the most challenging factors to manage are personnel training, post-pasteurization
contamination, environmental pathogens, and allergen control. Through sound internal training, GMP,
operational and environmental controls, all can be managed to assure a safe food product. Language barriers
are also a contributor to food hazards that did not exist to the same degree twenty years ago versus today in food
processing. The language barrier inhibits training and the ability to read directions, instructions and other
printed operational material. The development by FDA of a universal food processing symbol program would
significantly reduce the language barrier problem.

3. If the CGMP regulations were revised, which type or types of food hazards could be most readily
prevented through CGMP-type controls?

GMP’s can manage hazards and the frequency and likelihood of occurrence, but GMPs cannot control hazards.
GMPs are best suited for managing chemical and physical hazards and have some effect on microbiological
hazard. The dairy industry clearly uses programs in addition to GMPs to adequately control microbiological
hazards.

4. Are there preventive controls, in addition to those set out in part 110, needed to reduce, control, or
eliminate each of the three types of food hazards? If yes, please identify the specific hazard and the
particular controls, that would reduce, control, or eliminate the hazard.

As noted above, microbiological hazards in foods regulated by FDA are difficult to completely manage through
the application of GMPs. It is necessary, particularly in ready-to-eat (RTE) foods, that processing controls such
as pasteurization ultimately control microbiological hazards. See our recommendations above to identify
specific preventative controls that can be used to reduce, control or eliminate physical, biological and chemical
hazards.
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5. What concepts or underlying principles should guide FDA’s adoption of newer preventive controls?

It is important that any additions to the current food GMPs be broad-based, applicable to all foods and allow for
industry flexibility in the details of implementation. Specific details such as time, temperature, pH, water
activity, salt or sugar content, use of bacteriocidal or bacteriostatic ingredients, preservatives, allergen presence
and other measures to assure food safety should be left to guidance documents for specific foods. FDA should
also gather from the food processing industry “best practices” and analyze those prior to advancing any changes
in the current GMPs.

6. How should the effectiveness of preventive controls for each of the three types of hazards be most
accurately measured?

IDFA recommends the development of a universal GMP inspection checklist for FDA field investigators and
standardized GMP training in order to obtain more consistent interpretation of the food GMP regulations. Once
this has been accomplished, then a tracking and measurement system can be developed, knowing that the data
being tracked is “apples to apples” as opposed to tracking information from field reports that originate from
non-standardized field staff.

Another tracking system that FDA can use would measure effectiveness through tracking the classification of
inspections and other adverse action reporting from the FDA field staff and compliance offices. These include
tracking the annual number of investigations falling into the No Action Indicated (NAI), Voluntary Action
Indicated (VAI), or Official Action Indicated (OAI). This can be the primary barometer, with comparisons
made annually to determine the percentage of firms that fall into each category and the change in percentage in
each category. Other information that could be tracked include the number of warning letters issued annually
based on GMP violations and the percentage compared to the total number of inspections conducted annually.

Because of the way that FDA classifies recalls in broad terms, it is difficult to build a tracking system that
would provide accurate and meaningful data. If FDA would revamp and standardize the information captured
regarding recalls, then it might be possible to use recalls as not the only tool, but an additional tool for feedback
into the effectiveness of revised GMP controls.

7. In today’s manufacturing environment, what are the principal contributors to the presence of undeclared
allergens in food? For example, do labeling errors or cross-contamination contribute? Which preventive
controls could help reduce, control, or eliminate the presence of undeclared allergens in food?

IDFA believes that in the dairy processing industry, the primary cause of undeclared allergens in dairy products
is the result of improper labeling. For the reasons identified above (V1.), we believe that through the addition of
an allergen control program that includes employee training, this issue will be adequately addressed.
Unfortunately, human error, even in the most rigorously monitored allergen control programs does occur and
added regulations will not eliminate it. Therefore, the processing industry must make every attempt to design
their processing runs to reduce or eliminate human error related allergen problems.

8. Are there existing quality systems or standards (such as international standards) that FDA should consider
as part of the agency’s exploration of food CGMP modernization? Please identify these systems or standards
and explain what their consideration might contribute to this effort?

As described in #1 above, the Codex Code of Practice General Principles of Food Hygiene, last amended in
1999 and the Codex Code of Hygienic Practice for Milk and Milk Products adopted in 2004 provide good
examples of how to incorporate new flexibility into the existing food GMPs. Other quality or standards systems
that the dairy industry is using include 3-A Sanitary Standards and Practice for the Design of Processing
Equipment, World Class Manufacturing, Six Sigma and Lean Manufacturing, which all have some components
related to operational safety and efficiency. Due to the diversity of the food industry and products produced,
GMP revisions to address equipment design and construction should only be addressed in very broad terms, not
in specific “dos” and “do nots.”
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9. There is broad variation within the food manufacturing and processing industry, including variations in
size of establishments, the nature of the food produced, the degree to which the food is processed, and the
vulnerability of a particular operation to physical, chemical, or microbial hazards. How, if at all, should the
CGMP regulations be revised to take into account such variation? For example, should there be different
sets of preventive controls for identifiable segments of the food industry, such as different storage
temperature limits?

IDFA members are generally large dairy processing companies, but range to very small facilities that operate
only on a limited basis. We do not believe that safe food should be dependent on the size of the processing
facility. Food GMPs should apply equally to all parts of the food processing industry and to all size operations.
If FDA feels there is need for more specific direction to a particular segment of the food industry, the agency
should work directly with that industry segment to develop guidance applicable to them.

Additionally, a proposal for reduced lot size volumes for all foods as a solution to reduce recall sizes and
improve product traceability is flawed. Limitations in lot sizes will result in limitations in production runs and
increase the number of product change-overs. It has been documented in the dairy industry that potential food
hazard conditions are magnified and their likelihood of occurrence is increased during product change-overs.
Minimizing lot size for many food industries would significantly increase the potential for product mishandling,
mislabeling, and increased micro contamination during change-over activities.

10. There are a number of measures, procedures, and programs that help to ensure that preventive controls
are carried out adequately. These include the following items:

Training programs for managers and/or workers;

Audit programs;

Written records, e.g., batch records, sanitation records;

Validation of control measures;

Written sanitation standard operating procedures;

Food label review and control programs;

Testing of incoming raw materials, in-process materials, or finished products.

Which (if any) of these should be required practices for food manufacturers and why? Which (if any) of
these should be recommended practices for food manufacturers and processors and why?

As explained in detail in our comments above, IDFA supports some additional language in the existing food
GMPs to address employee training, allergens, written sanitation programs and written environmental control
programs, but all of the other specific items mentioned above are either being already carried out effectively by
the dairy processing industry or add time and cost without any certainty of added assurance of food safety. See
our comment for the rationale for this statement. The flexibility of industry driven preventative controls has
worked well in the dairy industry and is philosophically consistent with the concept that primary responsibility
for food safety lies with the food processor. Additionally, some of the items above are already addressed by
other state and federal regulations so the issue is not one of adding more requirements such as those listed
above, but of utilizing the extensive amount of guidance FDA already has made available along with more
effective enforcement by FDA district investigators and their state counterparts. Also, the effective application
of each varies so much from company to company and from product area to product area that trying to bring
them under a single, prescriptive regulatory scheme is simply not desirable or feasible.

11. Are there preventive controls in addition to those already set out in part 110 for food distributors,
wholesalers, and warehouses that are needed to help ensure the safe and sanitary holding of food. If yes,
please identify the controls by hazard and sector of the industry.

We believe that improved enforcement of the current food GMP’s in these sectors of the industry adequately
covers these areas.

IDFA looks forward to continuing its cooperative working relationship with CFSAN and FDA,
by strongly encouraging additional opportunities for comment on draft language to update the

12



International Dairy Foods Association
Docket No. 2004N-0230
Page 13

food GMPs found in 21 CFR 110. Further, IDFA would like to discuss further the process to
finalize any changes to these important federal regulations that may have a significant
operational and economic impact on the U.S. dairy industry.

Respectfully submitted,

Constance E. Tipton

President & CEO

CcC: D. Zink, CFSAN
C. Hough, IDFA
C. Frye, IDFA
A. Sayler, IDFA
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Cepartment of Haalth and Human Services
Public Hea'th Service
Food and Crug Administration

MILK PLANT INSPECTION REFORT
{Incfudes Receiving Stations, Transfer Statons,
and Bulk Tank Cleaning Faclies)

INSFECTING AGENCY

NAME AMD LOCATION OF PLANT

POUMNDSE S0LD DAILY Mk
Other Mk Products
Total
Fermit Nao.

Irspaction of your plant today showed wiclations exigting in the items checkad balow. You ars further notified that this irepection shest sareee as notification of the intsnt
ta sugpand your parmit if the violations noted ars not in compliance at the time of the nect irepection. |5 sections 3 and § of the Grads A" Pasteunzed Mk Ovdlinance.)

1. FLODRE:

Areplic eysbem sherilized

Separale roome oo requirsd; odequals size .
Ha dirszl opening o barn or living quartsms.
Slorage lanks propery venled
6. TOILET FACILITIES:
Comphes with lecal ordi
Hao dirsat opening to processing raome; self-chsing

O ||
| T
ol

dears
Glan; welklighted and venlilied, proper fciiliss
Sewage and olher liquid wastes dispossd of in sanifary

Snoothe impenious; no packs good repar; rapped drins . (@l | 13, STORAGE OF CLEANED CONTAINERS AHD EI]UIPHEHT
2. WALLS AND CB LUMES: Siored 1o seoure drainape and probected dromn contaninadion ... (8l ____
Smiolh; waghable; light-colored; gaed repai ... {al____ | 14. STORAGEOF 51 ELESE:MEE ARTICLES:
4. DODRS AHD WINDOWE: Resived, slored and handked in a sanitary mannar,
Al oater openinge effesiivaly proteied againet entry of PIPII‘hNI'\d conbainers nol rsnced exceplas prmitisd
flize and redeniz fal___ by the Ordi fal___
Culer doors eellchosing; screen doore open oabward ....... fbi____ | 1%a. PROTECTION FROM CONTAMIHATION:
4. LIGHTING AMND WEMTILATION: Cperations condusled and bocaked 5o os 1o prechids
Adsguate in al mong fal___ lamination of milk, mik products, ingredients,
Wal ventilated 1o prechids odore and condsasatian; oonlainsms, squpmenl, and ulEneil o [
filkeresd air with preseure spsleme. ..o b | &irard de:muud by procses praducts in complance
5. SEPARATE ROOME: with Ord ik

Approved peslicides, safely used ..
15b. CROSS COMMECTIONS:
Mo dirssl connections betwess pasteunzed and raw mik ar

milk products
D\.'H'II-:-.'.I H:l“!l‘.l and laked produsts or ingredients

di (i
Ha rir\e-:l coanections bebwess mik or mik products and

aleaning and'or saniizing solutions m
16a. PASTELIRIZATION-BATEH:

Locabsd and squipped as raguirsd; clzan and in
repar; mproper Tacilties net o
9. MILK PLANT CLEAMLINESS:
Heal; shearg no evidence of insscte or rodents; Irash
prapery handled
Ho P- squipme
10. SAHITARY PIPIHG
Smaolk; inpersicue, comosion-resistant, nen-kede, easily
deanable makniale; pood repair; acceseible for

-l

lal___
nl i

manner di___ | 1) INDICATING 2D RECORDING THERMOMETERS:
7. WATER SUPPRLY: Gom ply with Ordinanes Specifications ... fal___
Congtracked and operalsd in acoord sncs with Crdinancs ... (4 23 TIME &HD TEMPERATURE CONTROLS -
Hodirsct or indirect connsclion bebwesn sabe and ursale Adsquate agilation Ihml}houl haMing; apitater

waler ib__ .IHitril:’h' al___
C?E.rr:.hg '.-.der.and wacunm waler in complance with Emh padem.'\erb:qllpp-ed with ||dm|||g ard recording .

o 1 fal___ {bi

Gomplies with backeniclegical Standands ... dl___ Flmring Ihlrm-nder reads mo higher than indicaling
8. HAND-WAZHING RACILITES: L]

Praduct h:ld minimam pasksurizalion bEn peraloe
continucusly for 33 minules, plusfiling tine il product
prehealed before enbering val, plis enplying line, il
coaling ie began alter cpening aullst ..

Ha predust added after helding bepun ... .

Birpacs above pmdm mainkained al nok legs than 50" F
higher than minimun rsquired pasteurization
tenperature during hoding .

Epproved aimpace Iﬁerrnornllﬂ.

irs pslion fwl___ above product levsl

Meshanically cleaned Enee maet Ordinance specs. ... (bl | Inktand wllel valvess and connectiors in conplancs

Pastenrized produsts corducted in sonilary piping, eepl with Ord thi___
s permitted by Ordi fgl___ | 16b. PASTEURIZATION-HIGH TEMPERATURE:

11. COMSTRUCTION AND REPAIR OF CONTRIHERS AND 13 INDICATING BND RECORDING THERMOMETERS:
EOUIPHENT: Comply with Ordinanes speciications ... lal___

Smocth, inpsndous, comoeion- rsishnt, nor-lod, sxsily 23 TIME END TEMPERATURE CONTROLS:
chsmable nate riak; goed repain; cccessibls o nepeclion ... (al____ | Flow-diversion devios conplies with Ordinones

Selkdraining; strainers of approved design thi__ i nis al___

Approved single-servios aticles: nol reused ... I-:I_ Resordsr controler complize with Crdinance

12. CLEAMNG AND SLHITIZMG OF CONTRINERS! iremesnts 1 I
EQUIFHENT: Halding tube compliss with Ordinance rsquirements ....... (L]

Gontai uteneils, and equipment effectively cleaned ... (al____ | Flow pronotitg deviese comply with Ordinancs

Messhanical cleaning requinemests of Crdinance in immeants [ K
[T, 1 I srecards plet ibi____ | (33 ADILTERATION CONTRILE: Satishclory meane o

Approved canilization process applied prior b ses of prevent adulteration with added water o..oeoeeceeeee. fal___
product-conbat BUmacEE ..o I-:I 16c. ASEPTIC PROCESSING:

Requirad silicie noy tests in complianae .. 13 INDICATING AND RECORDING THERMOMETERS:

Wultiuss plastic containsms in compliance .. I-e-l Comphy with Ordinancs Specifications ..o [

2} TIME 2ND TEMPERATURE COHTROLS:
Flew-diversion devics conplies with Ordinance

Hmd_erM|l;dllr wompliee with Ordinance

HoMing tube compliss with Ordinance rsquiremenis
Fleew promoting devicze comply with Crdinance

{37 ADILTERATION CORNTROLS:

Satislactory means 1o prevent aduleration with added
wler

16d. REGEMERATR'E HEATIHG:

Pastenrized o aseplic product in regeaenator sulonali-
caly urder graater pressurs than raw prodact in
regensrabar alal fines ...

Avcurake presaurs gangee inshlkd az requirsd; booster
pumnp properly identified and inshled

Regenerator pressures meslOrdinance Requirenents ...

16s. RECORDIMG CHARTS:

Batch pasteurizer charls comply with applicab s Ordirance )

Fequiremeats
HTST & HHET plnelrmr charts comply wilh applicable
Ordi R
Ereplic charts mpl:.- wilh applicable Ordinancs
Remquiremeats
17. COOLING OF MILK:
Raw milk mainbained al 45° F or bes unhil proos s
Pagtearized milk ared mik prodachs, sxcept thoss ko be
anltured, oookd immediately ta 45° F or lezs in approved
squipment; al milk and mik products stored thereat
unli defvered
Approved thermonetsr properly kcabed inal r\:lng:nllm
ronms and shorage tanks
Reairculated conling water from sale sowae and props
protectsd; complies with I:qcltmbgml-'lmdar}'
19. BOTTLUNG AHD PACKAGIHE:
Perlormed in a plant whers contents finaly pasteurized ..
Perlormed in a sanitory manuer by approved mechanical

Aeeptic liling in conphl

19. CAPPING:

Gapping and'or -:hl:mg perbrmd in ganilary manner by
approved

Imperiectly mwld-'dmad pmdlﬂ-’ properly handed

Caps andfor dosures comply with Ordinanice ...

2. PERSONHEL CLEANL

Honds washed clsan before performing plant fundlione;
rewashed when contominabsd

Clean ouler garmenis and hair covering wors

Ho nee of tabaces in processing ares

. VEHICLES:

‘Wahicles ol constructsd o protest nilk

Ho o ontaminating substancess troneporksd

2. SURROUNDIHGE:

Heatand clean; free of pooled waler, harborages, and
bresding areos

Tank ankoading arsas propsry construcisd

Approved pasticides, 1osd propary ..o

1]

REMARKS

DATE

SANITARIAN

1. Arecelving statlon shall comply with ltems 1 to 1
2. Afranster stathon shall comply with Hems 1,4, 6
provislons of Ibems 2 and 2. In every case, overhe

3. Faclilties Tor the cleaning and sankizing of bulk fransport tanks shall oo

3, Inclusive, and 17, 20, and 22. Separation
7,8.8,10, 11, 12,13, 14,1

ad protection shall be requirsd

requiraments of lkem S @0 not apply.
5, 20, 22 and as climallc and operating Conditions require

applicable

mply whh the same requirements Tor ransfer stations.

WOTE - ltem numbers comrespond o required sanltation Rems for Grade “A" pastewrized milk In the Grace "4 Fasfeurzed MK Orffnance

FORM FDA 2259 (6/00)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERWICE
FOOD AND DRUG ADMIKISTRATION

MANUFACTURING PLANT
INSPECTION REPORT

(Single-Service Milk Confainers)

MSPECTING AGENCY

HAKME AND LOCATION OF PLANT

1. FLOORS:

Smooth; Imperdious; in good repalr
Joints between walls and Noars tight
Flzar drains progerly trapped

2. WALLS AND CEILINGS:

In praduction areas—-smaoath,

cleanable, light calorad (3}
In producton areas—
good repair 1)

3. DOODRS AND WINDIDWS:

All outslde openings protected

against entrance of Ne2cis, dust

ang alrbore contamination ()
Outer doors tght, s2if-closing )

4. LIGHTING AND VENTILATION:
Adequate light In all rooms—20-foot
candles In production areas and

S-fiool candies In slorage arzas ia}
Wentliation suriclent o prewent

excessive odors and condensation (o}
Pressure ventiation systems

Titerad (]

5. SEPARATE ROOME:
Fabrication rooms separate from

nan-processing areas (al
Regrinding conducted In
segarated room(s) (b}

E. TOILET FACILITIES/ISEWAGE DISPOSAL:
Dispasal of waste In compllance )

with local requiations 13}
All plumbing compilies with State

Plant Interor free of evidencs of
neacts, rogents and birds {123

Machines and appurtenances ci2an ic)
10. LOCKERS AND LUNCHROOMS:
Separated from plant operation;
sel*-clasing doars ial
Saling/starage af food pronlbited )
n faoficating an storage rooms

{123
Locker and lunchrooms clkean iz
Covered, Impenvious trash contalners
provided i)
Hangwashing faclities provided &)

Employes handwashing signs posted [
11. DISPOSAL OF WASTES:
Rigfusa In plant propeny stored

n covered contalners [a
Refuse contalners prapery

dentfed m)
Refuse stored outslde plant (E)
12. PERSOMNMEL CLEANLINESS:

Clean hangs (3}
Clean garmenis; halr restraints (@)

Mo person wih Inadeguately treated
Wounds or lzlsans waorking in

processing areas (g}
Tonatoo UEE In autharized aress _
anly [dj

13, PROTECTION FROM CONTAMINATION:
Product contact surtaces

protecten e
Alr directed at proguct contact .
surfaces In compllance 2

Peslicldes approved; safely us2d

ang local plumbing codes (e}
Sell-closing doors on todst rcoms iz
Ciean; In good repalr [
Adeguate lignt and wentilation (]
Froper handwashing faciites in
Windows efaciively BCreensen (g}

Emploves handwashing signs postes  jhy
Ealing'food storage prohisizzd I
T.WATER SUPPLY:

Safe; sanltary qualty; complies with
pacterioioglcal and constnicton

raquirements (&)
W direct or Indirect connectian

oebween sale and unsale water ]
Walter supply sampled annually i

B. HANDWASHING FACILITIES:

02 and cold or warm running water
scap, individual towels or alr dryers

proviged (&}
Clean; convenlent to fabricating )
areas (]

14, 3TORAGE OF MATERIALS AMD
FINISHED PRODUCTS:

Elevated of the fioar and away

from wal [a
Sirgle service aricles In process

protected fram cortamination )
Stared In clean, dry place, pratecied

from splash, Insecis, ang gust [c)

Contalners ang closuras starad in
arliginal cartons and sealed untl
usd; parllaly wsed cartons resealas

during siorage | I
Contalners for reuse materials are

COVErSD, clean and lgentfisd (&)

15. FABRICATING, PROCESSING

AND

Contact surfaces clean [A—

Materlals In procass protectad from
contaminaticn; owerhead shields 2]

Conlainer contact surfaces propesly

constructed; in good repalr ()
Wax coating applied properly;
wax temperature malntained )

Grinders, shredders and similar
equipment propeny Instalad;
profected from contamination L]
Regin storage faclities propeny

nReran; alr ibes coversd iq)

1€. EGUIFMENT AND MATERIALS
FOR CONSTRUCTION OF CONTAINERS
AMD CLOSURES:
Equipmient thoroughly cleaned atter
us= af nar-feod-grace materals (@)
Plastic sheeling. lamnates pager
matal, and paper board blanks
from approven sounce b}
Sanitary lubricants used on contact
surface
Proper geparation of raw and

non-foog-grade materials i
Containers or materials for
contalrers not used If on foar =]

17. WAXES, ADHESIVES, AND INKS:
Properly sioned In coverag

contalners El
Materlals not In use propery stored o)
Mardoxle; Impart no favar ar odar (e}
Trarsfer cartainers cean

dentifed (dj

18 HANDLING OF CONTAINER S
AND EQUIPMENT:
Hanaling of product contact
surfaces minimal ial
13 WRAPPING AND SHIPPING:
Single service aricles protecied

from contamination prior 1o use Ell
Packaged contents proctectss 1]
Transportation wehicles clean; n

good repalr ic)
Paper board confainers, wrappers

and gividers not reused (i
Packaging materials in complliancs =

20, IDENTIFICATION AND RECORDS:
Plant lzentification on cuter

WTapping El]
Requires bacteriolzglcal t2sts

on file )
All materials and companents In
compliancs; racarss on flle ich

21, BURROUNDINGS
Swroundings neat and clean ano

3. PLANT CLEANLINESS: - e 3 frze of oreeding areas (@)
Floars, walls, calling, averhead a:?g;ﬁ{;%,f!.,“;:.;.‘3,:'-,':,’.11'1?_,:1"'5%:":'"5 Driveways graded; no standing

peams, flxtures of all rooms clean {al makashilt ceviees nat used (e watar )
REMARKS

DATE SANITARIAN

HOTE: This form has been developed for ugse with the Grads & Pastaurized Milk OrdinanceRecommendationg of the U.S. Public Health Sarvice

FORM FDA 2352c (352)

FREVIOUS EDITION IS OBS0LETE
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DEPARTMENT OF HEALTH AND HUMAN SERVICES | CONDENSED and DRY - MILK & WHEY | msPECTING AGENCY
PUBLIC HEALTH SERVICE PLANT INSPECTION REPORT
FOOD AND DRUG ADMINISTRTION {including Bulk Tank Ci=aning Fa ciyes)
NAME AND LOCATION OF PLANT PRODUCTION PER DAY
FOUMDE OF GRADE & RGN
FRODUCT RECEVED
FOUMDS OF GRADE A CONDENSED
AMNDIOR ORY FRODLUCTS FRODUCED
MAXIMLM CAFADTY OF
DRIERS &ND PAMNS
FERMIT NUMBER
2ir: Inspeclion of your plant locay showed violatlons existng in the Iberms checked below. You are Turter notMed that tis Inspecion skest serves as noiffication of e Inkemt
suspend your pemEH the dolafons nofed are nof In complamcos ai the iime of the next Insoecion. (Bee Seclions 3 and § of the Grade A Condensed and Dry MIk Products and
Condensed and Dry Whey, Supplement 1 to e Grade A pasieurzed Mk Oronance - 1973 Recommendations of the U2, Public Health ServicesFood and Drug Ad ministation .}
1. FLOORE: Clzans dHn-Placs Ines mest Srdnance Flow promain g devices camply wiln Ordinance
Smoali; Impardous; no pool 5; gocd repalr, specifications o P— reguirements; no Improper marual swhches;
trapped drains T — maximum speed azsunes 15-second hakd;
Lo Fa:tu'_lz:d products conducted In seking ieal:rl as regquirsd; oroper kacation [T
2. WALLE AND CERLMNGE saritary pping S T - i
amoots; washable; Ight-colored; good repall (a-—--— | 1. CON2TRUCTION AND REFAIR OF fEb. PASTELURIZATION ~ REGENERATIVE
- CONTAINE RS AND EGUFMENT HEATHNE:
3. DO0RE AND WINDD WS Sm-::-arh m el -o'r;;:n-": sistans, non- Pastesrtzed producs Inne genera or
Al EUt?'r?H"llﬂ:l‘I! efecively probecied against bomic '_5'":'. & -:rablz- atetials goos r;.:palr automatically und er gresier pressune han raw
amiry of fies and rodents {al-—— | arcessiie to Inspecion - —— prodwcis Inthe regenarator at all imes (R
Guter doors se®-dosing; screen doors open Seltdralning; strainers and sifers of "“:':”m'-!_ DresIure gauges r"“! ed a5
ortward (e | 2EErowE d2zign - —— reguired; boosEr pump property Indentified o) —
4. LIGHTING AND VENTILATION: Approved single-service article; not rzused fgpmmen | TEE EASTELRIZATION - TEMPERATURE
Ade quate lkght in all moms g | 12 CLEANING AND ZARNITIZING OF HTE T pasteurtzer charts comply wkh
. I—— . COMTAINE RS AND EQUIFMENT applicabie Ordnance requirsments 0 e
Wel veniliated D preclud e odors and Containers, ukrsis, 3nd equlpmens il
conden saton; fihered alrwith pressune sysems o | sSachey cleansd . - —— 47, COOLING
R Raw and pasteurized prodiscts and condensed
Z. BEEPARATE ROCMS: Mechankcal cleaning requiremens of Ordinanoe md aF
Separaie rooms a5 requirsd; adeguaie sie (e | IN Complance; records compiete ) — Ee'f.':‘n":r:._lf,u:,ﬂ e et e a——
Mo direct opening o Iking quarsrs Approved sanlization process apples prior " - - . 5
b use of produci-contad surlces T Approved ferme me e pru:h:rl:._l::ﬁ.::l In all
Btorage tanks property venied refrigeradon rocmys and somage 2nks
Requined =ficlently tests In compliarce [l —
&. TOILET FACILITIES: Reckoulaied cooling water from safe source
-'.l:m:-l_:: with local ordinances . 13. STORAGE OF CLEANED CONTAMNERE and propery prokcied compll es wit
- - A AND EQ UIPMENT: bacteroiogical standards [ —
Mo direct openings & processing rooms; Stored 10 assure dralnape and proteched fom [ [p—
sef-go sing doors e | Contaminaticn 18. CONTAINER FILLNG
=l e E RN Dy prociuc’s packaged Innew containers [ —
e . 4 1 - J1C
;.I:::'r; r."é:'“ i e ARTICLEE: N Perforeed In sanitary marner by mechanical
) o Recalved, siored, and Fandes im 8 saniany eaulzment B——
;e“nm:u:angé'hr:anw:rk wasies disposed [ r|1:nn= - paperooand shlpping cxnalners naot Transpartation In s=aled comtalners for further
reused ap— processing andior packaging [ frmememem
WATER SUPPLY: 15. PROTECTION FROM CONTAMBATION: Stored I santary marner e
Constecied and operaied In accondance Operadons conducied and looated soasto o}
wits O Inance (a}-—m— | PrEChsde contaminason of products, ingredienss, 15, CONTAINER CLOSURE, SEALING AND
o “air e £, STORAGE
Mo direct or kdirect connecion Dewesn contaimers, equipment, and uien sis &)= == Cizsing and sealing perormed in sankarg
sate am o opeate waber t-——— | Owerficw, spiliec and e aked products or manneroy mechankal squpeent [ —
- s — o Ingredients discraced [ memeemem - - =
Sonoemun g water and vacuuT waler n Imparis oily ciosad products propeny handed
compliance wh Ondinance requimemenis [ e— Alr and sk=am used o process prod ucts in il P pEry B}—-——
o compilance wil Cndinance [}mmmn | Sankary dosune =) I—
Reclalmied =5 whh Crd (] e
e — A Approved pesticide s sately usee P 0. PERZONNEL CLEANLINEZE:
Complles with bactks rologlcal standands . i i - = Hands wasked cl=an betore pardorming plant
B N B BT e funcions; regashed when contaminated [ —
2. HAND-WASHING FACIL TIEE: SHORT-TIME CONTINUOUE FLOW:
Lacaied and eoulpped a3 recured: cwan (1} Indicating arc Recording Thermoreters: Ko ase of bacoo In processing arsa o) —
and In good repalr, ngroper dlibes Comply with Ondinance specflcatlons (A== | ciean auter garments wom =) m—
mot wsed [y m— - - . :
o (Fh':ﬂ::'- anlu T'm.“r’:""m:f:' h:lf’ﬁ ord Clean bootoowvers, caps, and coveralls wom
2. MILE PLAN CLEANLINE 53 i v o [ M o Wil [l Eaa s Wnen artenng cryer
Meat: Clean: no Evdence of INsecis of requirsments; dhierted fow line seH-draining = - [
i . e L sioppape precluded; proper ass=mbly and H. VEHICLES:
; irash prope riy hardied S
@r ocperadan; prodsct Reld minkmum pasizurizadon Yehlcies chean; constructad io protect milk (a—
Mo unmeCESsary equlpment [y — T T R
=l Ko con@aminatng substances tanspored [ —
Mo esesshe product dust Reconder-conma ler complles wih Oralnance .
: requir=ments; recorder temperazune no Righer Dy procuc’s transporisd In saritary manner  (gj——--
10. BANITARY FIFING: than Indicating themmaometer temperature; cut-in
5 22, BURROUNDINGS:
Amoote, Imeerdous, Comason-re Estan, ard cut-out temperawne at oraoove requied Neat and ciean; fres of pooled water,
raom-iowic, saslly deanable materials; good temperature; seting saled; no kypass arsund harborages, and breeding areas N
repak; accessibie for nspaction [y — ] - ' -
Holdng tubs complles whh Srdmance ank urnicacing areas propery constructed i —
requir=ments; proper cesign and assembly; no rowes pesfcids s ussd Droper e e
skort clcuting; proper siope and supparks [y — Hpp e B % pemy ek
REMARKS
DATE SANTARIAN
! Faciles for fe clk=aring and saritizing of bulk fransport tanks skal | comply wkh Hems 1, 4,8, 7, 8, 8,10, 11, 12, 1£,415, 30, 32, and as cimaik and operfing oxndlilons require,
applicabiz provisions of Hems 2 and 2. In ewery case, overnead protecton shall be reguired.
WOTE: Hem nurmbers correspand to required sankation Hems for Grade A Condensed Mk, Dry Milk Froducts and Dry Whey In the Grade & Condensed and Dry Mk Frodecs and Ory
Whey, Bupplement 1 o the Grace A Fastzurzed MIK Crdinance - 1978 Recommendations of the ULE. Fublic Healmh Service/Food and Drug Administration
FORM FDA 23390 (4/86) Crmme by PSC Mdln s (100 42454 W
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