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DRAFT  
March   , 2014 
 
 
Division of Dockets Management (HFA–305)  
Food and Drug Administration  
5630 Fishers Lane, Rm. 1061  
Rockville, MD 20852 
 
 
 

Docket No. FDA-2011-N-0922 
Current Good Manufacturing Practice and Hazard Analysis and  

Risk-Based Preventive Controls for Food for Animals 
    
 
Dear Dockets Management Office: 
 
 
Our agency, the Florida Department of Agriculture and Consumer Services (FDACS), is the regulatory agency in 
the State of Florida charged with the regulation of the food and feed industry as well as all other segments of 
agriculture.  The head of our agency, Commissioner Adam Putnam, stated in a letter to Commissioner Hamburg 
that Americans have a right to a safe and abundant food supply.  Furthermore, the right to a safe food supply 
includes all parts of the food and agriculture continuum for humans and animals from production, harvesting, 
packing, processing, transporting, importing, marketing, serving and selling.  
 
The Florida Department of Agriculture and Consumer Services (FDACS), the state agency responsible for 
representing and regulating the human and other animal food industry, submits the following comments 
related to the Food and Drug Administration’s proposed rule Current Good Manufacturing Practice and Hazard 
Analysis and Risk-Based Preventive Controls for Food for Animals (AF). 
 
FDACS supports the need that all rules proposed by authorization of the Food Safety Modernization Act (FSMA) 
be risk-based, science based and preventive in nature. 
 
Background: 
 
Florida’s agriculture industry generates $108 billion in annual economic impact, supports 2 million jobs in 
Florida, produces more than 300 individual specialty crops, represents the majority of domestic winter 
production of fruits and vegetables, maintains a vast livestock and dairy industry, strong poultry industry, 
famous horse industry, burgeoning aquaculture industry, exotic species trade as well as support business to 
provide animal food and resources for agriculture production.  
 
Needed Additional Comment Period  
 
Due to the complexity and breadth of the proposed rule FDACS is requesting an additional comment period to 
examine and comment on the final proposed language.  The proposed rule on Animal Food is closely integrated 
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with the previous four proposed rules and comments and changes must to be coordinated between all 
proposals.  
 
Furthermore, FDA has indicated in public statements that they intend to re insert subjects such as supplier 
verification, product and environmental testing in the final rule even though the Office of Management and 
Budget (OMB) had removed these sections from the rule published for public comment.  The simple request 
that we comment on this area is not sufficient to satisfy the required opportunity for public comments on the 
specific language that FDA is contemplating for these subjects and thus necessitates a further needed time for 
comment after publication of the proposed language. 
 
Foundational Principles and Coverage of Proposed Rule 
 
FDACS has long supported food safety standards for all foods whether fed to humans or animals, that are 
grown, produced, packed, handled, processed or sold in the state of Florida.  FDACS wants to emphasize the 
necessity of consistency in requirements and definitions, to the greatest degree possible, between the previous 
four proposed rules, Produce Safety, Preventive Controls for Human Food, Foreign Supplier Verification 
Program and Third Party Auditor Certification, and the current Animal Food rule.   
 
All of these rules represent a complex, integrally intertwined system of preventive food safety requirements 
and must therefore have consistency of requirements and definitions of terms.  The critical need for clarity and 
feasibility of the rules is mandatory, as these rules will have great impact on both domestic and foreign 
production as well as our individual Florida food and feed production and FDACS, the Florida state regulatory 
agency for food safety both for humans and animals. 
 
Support of NASDA Comments: 
 
The National Association of State Departments of Agriculture (NASDA) is filing detailed comments to which 
FDACS has actively contributed and supports.  FDA should value the comments representing the views of our 
fifty U.S. states and territories.  
 
Core Concerns on the Animal Food Proposed Rule: 
 
FDACS believes that the current proposed AF rule was based on the example of classical feed manufacturers 
and does not include many sectors of animal food sources such as feeding of culls and co-product production 
that these comments will address.   
 
The proposed rule on animal food preventive controls extends the application of good manufacturing practices 
and preventive controls across the entire continuum of animal food manufacturing.  This not only includes raw 
materials, ingredients, and every manner of finished products intended for all types of animals including pets, 
livestock, food animals and exotics; but also extends the rule to what we believe are unintended areas that 
encompass the feeding of Raw Agricultural Commodity (RAC) culls as well as triggering coverage by the rule to 
operations intended to be exempt such as livestock operations. 
 
Commissioner Putnam has previously expressed FDACS core concerns that: 
 
FDA has inadequate resources to provide monitoring and surveillance for compliance with the proposed rules.   
FDA needs to resolve the partnerships necessary to utilize the regulatory resources of the states.   
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The economic impact on the food, agricultural and regulatory community of these rules is far greater than 
estimates indicate. 
FDA must closely review inconsistencies and ensure clarity of definitions and requirements between the seven 
currently proposed rules.  
FDA must chart a comprehensive path to achieve equitable regulation and scrutiny of imported product versus 
domestic production.   
 
Assessment of Risk: 
 
FDACS supports FDA in applying a risk-based and science-based approach to the management of food safety 
hazards in human and animal food.  FDACS supports FDA’s conclusion in the Qualitative Risk Assessment that 
examines the practices contributing to the greatest risk.  A risk-based approach to food safety management, as 
recommended in the 2010 National Academy of Sciences Report on Enhancing Food Safety, will make our 
nation’s food safety program stronger and more effective. 
 
FDACS is hopeful that additional sharing of information by FDA and with lessons learned through federal 
investigations, completion of many FDA and land grant institutions’ research projects, and future sharing of 
industry data across regions and specific geographies will provide a more predictive manner of determining and 
modeling risk.   
FDA Requested Areas for Comment: 
 
The proposed rule contains many pages in which FDA has requested comment. The lack of FDACS comments at 
this time on all requests does not suggest FDACS agrees or acquiesces to these statements, but that these are 
not substantive issues or NASDA has already covered the issues in detail.   
 
We are concerned that for certain of the areas for which FDA has requested comment relate to language 
omitted by OMB from the document published in the Federal Register for comment.  For certain of these areas 
such as supplier verification, FDA has stated in public meetings that they intend to propose specific language in 
the final rule.  FDACS supports the need a specific comment period for such language, since a specific proposal 
is currently not available. 
 
Definitions:  Needed Clarity, Revisions and Practice Issues: 
 
FDACS continues to have a major concern with the subject of farm definition and the use of the term ownership 
throughout the Animal Food Rule as well as the human Preventive Control rule.  The definition does not 
recognize the current complexity of farming operations where land is often leased, crops or animals are being 
raised under differing ownership yet production and safety practices remaining compliant with food safety 
requirements.  FDACS again points out that “practices” are related to risk and safety, not “ownership”.  
 
FDACS requests redefinition of “farm” for the fundamental need to capture farming practices, as they exist 
including animal production and use of animal food.  The “same ownership” provisions and the complexity of 
today’s food and farming operations lead to most being required to register with FDA since all facets of the 
animal operations, or even ownership of the animals being fed, are not under the same ownership.  In Florida 
many ranchers raise cattle they own as well as cattle owned by other farmers.  The practice of sharing 
resources to raise cattle is not uncommon.   These mixed cattle farms under separate ownership share the 
same feed and land conditions.  Even the land may or may not be owned but leased from another owner.  
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Ownership of the cattle has nothing to do with the safety of the programs and practices on the farm.  The farm 
exemption would not apply to these operations due to the mixed ownership issues involved.   
 
Food safety risks have origin in the conditions, practices, and handling of each commodity, not per se with the 
commodity itself or the status of its ownership. 
  
Economic Impact of the Proposed Rules: 
 
FDACS believes that FDA has greatly underestimated the economic impact of compliance with the rule on 
affected agricultural entities as well as on state regulatory agencies.  In public statements, FDA has 
acknowledged that at present 70% of inspections in the U.S. animal feed industry are done by the states, yet no 
clear proposal on rule implementation or delineation of needed state partnerships have been articulated.   
 
If requirements are expanded to supplier verification, environmental and product testing or coverage of feeding 
Raw Agricultural Commodities (RAC) or food waste, the economic impact of the rule will be multiplied 
significantly. 
 
The proposed AF rule applies to both domestic and foreign supply yet a fundamental lack of resources is 
available to conduct the needed regulatory oversight functions as outlined in the provisions thus adding to 
additional economic impact. 
 
Needed Partnerships, Resources, Implementation Details and Regulatory Oversight: 
 
FDA does not have adequate resources or personnel to ensure compliance and oversight for these rules. FDACS 
believes that FDA must establish close partnerships with those states whose inspection and analytical programs 
are comparable with those of FDA to allow for adequate regulatory oversight.  Formal mechanisms and 
resources for cooperative relationships, delegation of duties and standardization need to be established along 
with a full schedule and proposal for implementation of the rule. 
 
FDACS requests that FDA consider adequate resources to provide oversight and compliance of these human 
and animal food safety requirements for both domestic and foreign supplies. The objective of FSMA is to 
increase the safety and consumer confidence in our nation’s food supply, no matter its origin, and to enhance 
the FDA’s ability to determine the source of food borne illness outbreak.  If the requirements and regulations 
created by the law are enforced on domestic supplies, but not on foreign imports, the nation’s food supply will 
be no safer than before. Furthermore, if the requirements are enforced on domestic supplies, but not on 
foreign imports, it will create an uneven playing field on which the products must compete. Foreign imports will 
not incur the costs to comply; therefore, they will cost less to retailers and consumers and drive domestic 
supplies out of the market.   
 
Education, Research and Training: 
 
To ensure that preventive, science-based practices are followed, an appropriate level of industry education and 
training, as well as resources for regulatory oversight to ensure compliance and appropriate corrective actions, 
will be needed.  Required industry practices must be practical and economically feasible to apply as well as 
based on appropriate scientific studies and validation. 
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A key emphasis of the AF rule, as well as the other proposed rules referenced above, is to be preventive, risk-
based, and science-based.  At this time, continued gaps in applicable science need to be filled with support of 
research studies, economic evaluation of most feasible technologies, and transfer of science into food and 
agricultural practices. 
 
In addition, education and training for state and federal inspectional force in the new rule requirements must 
be provided to allow for adequate enforcement and compliance. 
 
Appropriate personnel qualifications including continuing education and training is necessary in today's ever-
changing world of food safety risk, emerging pathogens, increased foreign supply, and implemented new 
technologies.  FDACS supports continuing adequate education and training for those involved in manufacturing, 
processing, packing, or holding animal food. We commend FDA for their funding of the Produce Safety Alliance 
and the efforts to bring to consensus recommended best education and training programs.  The extension 
services of the land grant institutions in each state will be integrally involved in providing needed education and 
training.  The impact upon this system must be evaluated with a determination of the resources needed.  
 
FDACS would like to see a more active role for FDA in providing needed instructional examples and lessons 
learned from current food and feed investigations and foodborne outbreaks.  Sharing this data will further 
future prevention of foodborne illnesses.   
 
In addition, FDA should establish education and training requirements for those designated as a “qualified 
individual”.  
 
Animal Food Requirements: 
 
FDA has stated that in general, the new provisions would apply to facilities that manufacture, process, pack and 
hold animal food and are required to register as a food facility under section 415 of the FD&C Act.   These 
provisions would create, with a few exceptions, 1) current good manufacturing practice (CGMP) regulations for 
most segments of the animal food industry and 2) add new preventive controls provisions as required by the 
FSMA. The aforementioned problem with the current definitions of farms, mixed facilities and other proposed 
changes would trigger the requirement that a great percentage of Florida’s farms comply with this rule in 
addition to the Produce Safety or Preventive Control Rule.  We do not believe FDA intended an agricultural 
operation to comply with multiple rules. 
 
This rule requires covered facilities to maintain a food safety plan, perform a hazard analysis, and institute 
preventive controls for the mitigation of those hazards including requirements to monitor their controls, verify 
that they were effective, take any appropriate corrective actions, and maintain records documenting these 
actions.   
 
While we are told that most of the classical feed manufacturing operations do indeed have basic compliance 
with such a program; historically many smaller operations in the animal food industry have had little need for 
imposed food safety regulatory oversight/intervention due to infrequent occurrences of foodborne illness 
outbreaks that affect public health arising from animal food.  While many of the classical animal feed 
manufacturers state they are in basic compliance with the exception of need for additional record keeping, 
FDACS believes that the provisions within the proposed rule are ones that many of Florida’s smaller less 
traditional animal food processors have never had before, may be ill equipped to comply with, and may be 
unable to absorb the costs of compliance.  A phased in compliance schedule should be considered for this 
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broadly expanded sector.  Significant time and resources in the training and education of those operations not 
familiar with food safety programs and FDA processes must be considered.   
 
Concern for Expansion of AF Rule for Other Animal Food Sectors and Unintended Consequences: 
 
FDACS is concerned that the current proposed AF rule does not recognize many sectors of animal food sources, 
animal food needs and practices.  For animal food needs, Florida has a major livestock and dairy industry with 
herd size over 1.66 million cows.  Florida is a major cow/calf operation state 12th in the nation in beef cattle and 
17th overall.  In addition, Florida has a large poultry (broilers) and laying industry valued at $362 million.  
Florida’s horse industry rivals that of Kentucky.  Florida is the major aquaculture producer of tropical fish and 
many exotic animal operations with varying needs are located in the state.  FDACS does not have a record of 
pet numbers or pet breeders within the state but with over 19 million residents the number of pets as well as 
breeders is significant. 
 
Currently in Florida we have multiple categories involved in feeding animals: 1) classical animal food 
manufacturers, 2) operations providing or using culls of Raw Agricultural Commodities (RACs) for animal food 3) 
feed manufacturers producing animal food /co-products from RAC residues, and 4) retail or human food 
processors diverting food waste/rejects into animal food.  Other sectors are present in Florida including feed for 
aquaculture species including tropical fish and exotic species such as a large reptile import trade and 
overwintering as well as other exotic animal facilities. 
 
FDACS will provide comments and statistics for each category and believes that RAC or human food rejected 
materials being produced under the requirements of the Produce Safety or Preventive Control rules should be 
exempt from further provisions of the Animal Feed Rule.   
 
Classical Feed Manufacturers: 
 
As of December 20, 2013, Florida had 837 registered feed manufacturers and distributors of which 253 firms 
had facilities or Florida based addresses.  Florida has 48 feed mills with mixed feed tonnage.   There is an 
additional 23 registrants with ingredient tonnage including corn, cottonseed, molasses, fats and oils.  An 
example of this category would be molasses coming from a sugar cane plant.   
 
Total tonnage of animal feed sold or distributed in the state of Florida was 3.92 million tons of which 2.73 
million tons was reported by Florida based companies and 1.19 million tons reported by out-of-state 
companies.  Florida had 43 registrants reporting pet food tonnage.  One of the growing categories for cottage 
industries is the manufacture of pet treats.  Florida law prohibits the sale of unpasteurized milk for human food 
and some firms circumvent this law by labeling the raw milk as animal feed.  Currently 27 registrants report 
limited tonnage of raw milk. 
 
Feeding of Culls of RACs: 
  
The feeding of culls from the packing of raw agricultural commodities (RAC) is a common practice in Florida for 
fresh citrus, tomatoes, melons, peppers and other fruits and vegetables.  Although many fruits and vegetables 
such as tomatoes are 95-98% water, the cull materials represent a welcome source of food for cattlemen 
located close to the packinghouses.   FDACS is providing a brief summary for the poundage and tons of citrus 
and tomato culls provided for cattle feed as examples of this industry.  Statistics for the other commodities is 
not presently available. 
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For citrus, in addition to the feeding of culls from fresh fruit packinghouses, the citrus juice processors have 
collocated citrus pulp pellet feed mills producing this co-product which will be discussed in a separate section 
below. 
 
FDACS points out that all of the citrus and tomato culls and other RACs have gone through packinghouses 
currently under GAPs and BMPs for food safety practices.  The cull materials transported for cattle feed are 
those pieces of citrus or tomatoes that do not meet quality standards such as a blemish or odd shape but have 
gone through the same packing requirements. 
  
FDACS believes that the feeding of such RAC cull material should be exempt from the Animal Food rule since 
these operations will be under either the Produce Safety or the Preventive Control for Human Foods rule. 
FDACS does not believe FDA intended agriculture operations to be under multiple rules. 
 
Culls of RACS are good sources of animal feed.  Other economic, environmentally sound options for disposal of 
such large quantities of cull material do not exist.  Many local landfills are not willing to accept such large 
volumes due to potential environmental and space constraints on landfill disposal.  Furthermore, the cost of 
transport of the culls and landfill tipping/disposal fees add additional costs. Culls are not transported over long 
distances due to costs versus value of product.  The product is generally donated. 
 
The feeding of cull materials also reduces pest problems around the packinghouses as it removes the materials 
and does not let this source of animal/insect attractant accumulate.  Large accumulations of disposed product 
would constitute an environmental problem.  
 
Tomato Culls: 
In 2013, Florida packed approximately 60 million 25-pound boxes or 1.5 billion pounds of which the normally 
encountered cull rate is 10-12%.  This results in 150 - 180 million pounds going to local cattle operations close 
to the packinghouses. 
 
Fresh Citrus Culls:   
According to Florida citrus packers, Florida will pack approximately 22.5 million cartons of fresh citrus this year 
with approximately 65 % pack out.  Most of the eliminations of fresh fruit go on into processed product; 
however, approximately 1.5% or 519,000 cartons go to cattle operations and pastures.  At an average of 40 
pounds for each carton, these citrus culls would be 20.76 million pounds, or 10.38 tons of culled fruit 
representing approximately 520 truckloads. 
 
Just between two commodities, fresh citrus and tomatoes, a most conservative estimate is the feeding of 175 
million pounds of RACs going to animal feeding.  Quantities of RAC product requiring disposal or animal feeding 
rise dramatically after extreme weather events such as freezes or hurricanes when historically up to 25% or 
greater of a crop can be lost.  While FDACS does not have total statistics on the feeding of other RACs, a report 
of just one watermelon grower cites feeding of one million pounds of culls to cattle each year. 
 
Production of Co-Product from Citrus Pulp from Citrus Processing (RAC Residue): 
 
Florida produces 63% of all U.S. citrus according to USDA statistics for 2012-13.  Florida used to have 
approximately 950,000 acres of citrus but this has dramatically declined due to devastating disease particularly 
citrus greening or Huanlongbing, which can produce 20-30% fruit drop.  According to USDA in 2012-13 Florida 
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produced 133,600,000 boxes of oranges of which 95% went into processing.  Florida packed 18, 350,000 boxes 
of grapefruit of which 56.2% went into processed product. 
 
In Florida there are ten citrus processing plants that account for the processing of the majority of citrus fruit in 
the state into juice and other products.  All of these citrus processing plants have collocated feed mill 
operations that produce citrus pelletized cattle feed and other incidental by-products.   Approximately 120 
million boxes of oranges, mandarins and grapefruits will be processed this year in Florida, yielding residual 
waste or co-product of over 2.27 million tons.  Much of this co-product consists of liquids that will be further 
processed by evaporation into citrus molasses that is added later to animal feed and/or sold as a separate by-
product for other uses.  The remaining solid material after pressing and evaporation is pelletized and used in 
the production of animal feed.   
 
Substantial costs were incurred to build the feed mill operations originally, and disposing of the large amounts 
of citrus co-product into animal feed provides an economic and historically safe means of producing feed in the 
form of pellets for an industry that needs and utilizes it.  Pelletized citrus is used both domestically and 
exported primarily to the EU.  The mills used in the production of the animal feed were not designed with 
consideration of current food manufacturing standards because the need for equivalency with animal feed has 
generally not been the same.  Compliance by the citrus industry to the proposed AF rule would require 
substantial capital expenditure by each of Florida’s juice processors in order to comply with the CGMP 
requirements.  
 
FDACS believes that these large citrus processing facilities that manufacture human food and have resulting co-
product channeled for use in animal feed, should be exempt from this AF rule since they will comply with the 
Preventive Control Rule.  The citrus juices and products processed in these facilities are already manufactured 
using good manufacturing practices.  FDACS recognizes that the adjacent co-product feed plants producing 
pelletized citrus co-product for use in animal food both domestically and for export would be covered by the 
newly proposed Animal Food Rule. 
 
Human Food Waste: 
 
FDACS wishes to also call FDA’s attention to this category of animal food.   Waste is an inappropriate term for 
which we have no synonym or suggestion.  The human food discussed in the example below is the residue, culls 
or unacceptable quality human food that can be diverted as good nutrition for animals.  In an example, Florida 
is the home of Publix Supermarkets, one of the 10 largest supermarket firms in the US with 1077 stores of 
which 756 are in Florida.  Last year Publix generated over 40 million pounds of edible waste food generated 
through their Publix manufacturing facilities.   These manufacturing facilities were under food safety provisions 
and as such FDACS believes this category of animal food firms should comply with the Preventive Control rule 
and not both rules concurrently.   We are only speaking of the manufacturing facilities associated with the food 
retailing industry.  The leftover food products from retail food stores generally go to feeding programs for the 
hungry such as Feeding Tomorrow. 
 
Requested Separation of Pet Food from Other Animal Food Categories: 
The FDA proposal does not separate requirements or distinguish between food for pets versus food for other 
animals such as livestock and animals raised for human food use.  FDACS believes there should be a distinction 
on requirements between food destined to be placed on the ground for livestock consumption and food for 
pets handled in a home situation.  The feeding of hay or forage on a farm is already exempt under the rule yet 
the complex definition of “farm” and “ownership” complicates clear interpretation of intent even with those 
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operations that should be exempt from this rule.   FDACS is not suggesting that pet foods be dealt with in a 
separate rule, but perhaps in a different section.  Certainly, we have the current requirement that ruminant 
animal tissue cannot be fed to ruminants, and many other distinctions can be discussed or detailed if necessary. 
 
FDACS agrees with the intent of the September 2007 Food and Drug Administration Amendments Act signed 
into law requiring Health and Human Services (HHS) and consulting groups such as the Association of American 
Feed Control Officials (AAFCO) to issue processing standards for pet foods for the purpose of food safety.  
FDACS disagrees however that ‘in many instances the same ingredients and manufacturing processes are used 
to produce animal food for both non-food-producing animals, including pets, and food-producing animals’.  The 
separation of pets and food-producing animals is not a proper distinction since horses and other species are not 
categorized as pets but are not raised for food.  Other terminology must be contemplated.   The Federal 
Register notice preamble II Background B, FDA determined “it would not be feasible to implement or enforce 
processing standards that only apply to one segment of the industry (i.e., pet food)”.  FDACS believes 
production of animal feed products for pets and livestock are fundamentally similar, however due to many 
complexities described below, they should be covered in different sections within the rule. 
FDACS believes pet food manufacturing establishments are often already accustomed to the rigor around 
production of food using CGMPs and because animal food for pets is handled more frequently by consumers.  
We believe that food for livestock if either produced under the Preventive Control Rule or the Produce Safety 
rule should be exempt from the Animal Food rule and that other classical feed production for feeding in outside 
troughs or on the ground feeding may not require the same level of food safety protection as that for pet food 
production.   
Exemptions Requested: 
FDACS believes animal food production for livestock is quite different from pet food, including such elements as 
the food is transported in bulk directly from the fields, the finished animal feed is not directly handled by many 
consumers and livestock feed is not managed inside a home and therefore animal feed for livestock should be 
exempt or have less restrictive requirements.   There should be a clear exemption for farms and ranches 
feeding hay, forage, cottonseed and other feed materials to livestock.   
FDACS believes there should be a clear exemption for the feeding of unaltered RAC culls of citrus, tomatoes, 
melons or other fruits and vegetables or the feeding of human food wastes if produced under the Produce 
Safety or Preventive Control rule requirements. 
From the FR notice preamble, “As another example, a crop farm that grows, harvests, and stores agronomic 
crops such as alfalfa hay, corn, and other feed grains for distribution into commerce as animal food would be 
exempt from the proposed rule.” 
Forage is also referenced in the on farm mixed type facility exemptions provided under 507.5(e) for packing or 
holding of others and (f) for manufacturing activities on own or other’s RACs.  Forage (hay or ensiled material) is 
referenced under the low risk activity food combinations identified for a subpart C exemption.    
 
Regrettably, at the present time, the lack of clarity in the definition of farm and ownership does not make the 
intent expressed in the FR preamble clear. 
If a broker or jobber is handling the hay, it is our understanding that would be considered a facility that would 
have to register under the BT Act and subject to all or parts of the rule.   
 
As FDACS requested in the Human Food PC rule, FDACS requests FDA consider removing the facilities solely 
engaged in the harvesting, packing, storage, and distribution of RACs from coverage by the proposed AF rule 
since these operations will already be covered by either the Produce Safety or Preventive Control rules.   
 
Hazard Analysis: 
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FDACS agrees with the need to examine hazards associated with the production, processing, packing, 
transporting or selling food.  However, for animal food the hazards associated will often depend upon the 
species to which the food is directed, and very often this information is not available.  Furthermore, FDACS 
believes the term “nutritional imbalance” should be removed as a potential hazard.  Owners of animals for pets, 
food or livestock all desire appropriate nutrition for the animals they own and raise.  However, a large quantity 
of the food fed to these animals may be for purposes of bulk or having sufficient feed and not for specific 
nutritional deficiencies or imbalance.  FDACS believes current statutory language allows FDA to take action 
against any adulteration of animal feed. 
The prevention of potential hazards is addressed through the development and requirement of CGMPs.  FDACS 
believes that there should be one clearly articulated set of good manufacturing practices with appropriate 
language that would distinguish where these would be applied. 
 
Evaluation of Existing Programs: 
FDACS encourages FDA to evaluate existing feed regulatory and control programs such as the GMP+, Feed, and 
Safe Feed/Safe Food Certification Program or other similar programs in domestic and international use to 
determine if these programs are equitable with the proposed Animal Food rule requirements.    To illustrate 
how the animal food industry is addressing safe practices in the growing and production of feeds, FDACS is 
providing a copy of the GMP+ International GMP+ B2 (2010) Feed Safety Assurance Module and the American 
Feed Industry Association’s Safe Feed/Safe Food certification program.  If any of these programs are judged 
equitable with the AF rule requirements, then FDACS believes they should be recognized as such. 
 
 These programs have been established and recognized by FDA and USDA in the assurance of safe and 
wholesome animal feed supply for all animals both food-producing and non-food producing animals. Other 
programs representing similar requirements may also need to be examined and evaluated.  U.S. Food and Drug 
Administration officials have expressed support of the American Feed Industry Association's voluntary Safe 
Feed/Safe Food Certification Program, and the Safe Feed/Safe Food program has earned FDA recognition from 
the agency's Third-Party Certification Program.  FDA officials cite Safe Feed/Safe Food as a model program for 
feed and food professionals to rely on to achieve their goal of providing safe, healthy feed and food to their 
customers and consumers. Officials also say that those facilities participating in such programs will have fewer 
and shorter inspections as FDA expects these programs to be used in their risk ranking of facilities.  The Safe 
Feed/Safe Food Certification Program exceeds industry regulatory requirements and complements the FDA's 
new risk-assessment approach. 
 
Product and Environmental Testing:  
 
FDACS agrees prevention of hazards in animal food is much more effective than trying to differentiate safe from 
unsafe animal food using testing.  Finished product and environmental testing should not be part of the 
requirements of this rule; However FDACS fully supports the use of testing to verify control of any potential 
hazard as a critical part of an effective food safety program for humans and other animals.  FDACS supports the 
strong encouragement of environmental testing to evaluate the effectiveness of cleaning and sanitizing 
procedures. If environmental monitoring is encouraged, FDA should not take regulatory action on the basis of 
that internal preventive monitoring. 
 
FDACS agrees that pathogen surveillance alone in the environment or in the product does not indicate the risk 
that a commodity will be involved with a foodborne outbreak.  While Salmonella species have been found in pet 
food manufacturing facilities, proper identification and institution of preventive controls, monitoring of those 
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controls, verification activities to ensure the controls were effective should mitigate any potential food borne 
illness outbreak. 
 
Industry data has shown a sporadic and limited finding of pathogens in finished product and statistical sampling 
profiles do not provide sufficient estimates that such finished product testing is an effective use of time and 
money. Investment in preventive measures up front is a more effective measure. 
 
Summary: 
 
FDA has currently proposed seven rules to address the food safety requirements in the Food Safety 
Modernization Act and these must be carefully integrated with clarity and consistency for both domestic and 
foreign food sources.  Animal food is part of this food chain continuum and FDACS is pleased to offer these 
comments for FDA’s consideration in drafting the final rules to ensure we have a preventive, risk- based and 
science based system for the safety of food for humans and other animals. 
 


