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Letter to FDA on Food Safety Modernization Act 

On December 15, 2014 the Alliance filed comments with the FDA on behalf of our members regarding 

the supplemental proposed rule on current good manufacturing practices within the Food Safety 

Modernization Act. The full draft of the letter signed by President Colten is found below. 

Division of Dockets Management (HFA-305) 

Food and Drug Administration 

5630 Fishers Lane, Rm. 1061 

Rockville, MD 20852 

Via Regulations.gov 

Re: Docket No. 2011-N-0922 and RIN 0910-AG10 Current Good Manufacturing Practices and Hazard 

Analysis Risk-Based Preventive Controls for Food for Animals 

The Northeast Agribusiness and Feed Alliance is a trade association representing nearly 300 feed 

manufacturers and distributors in New York and New England. Our members grow, process, import and 

export animal feeds and feed ingredients and range in size from major international corporations to very 

small family businesses. Most of our member businesses are registered with the FDA and therefore will 

need to comply with the requirements being proposed by the adoption of CGMPs and RPCs. 

Our membership is comprised of businesses ranging from sole proprietors operating in a single location 

to international corporations operating across the globe. A quarter of our members have sales in excess 

of $50 million and nearly a quarter have sales of under $5 million. Several of our members most likely 

have sales of less than $2.5 million and therefore qualify as very small businesses. 

We offer the following comments Current Good Manufacturing Practices and Hazard Analysis Risk-Based 

Preventive Controls for Food for Animals on behalf of our membership. 

Timing of implementation 

The magnitude of changes encompassed within the proposed rule includes many new regulatory 

concepts for the animal food industry. The expectation that businesses can evaluate and implement 

changes and be within regulatory compliance within the time lines outlined in the proposed rule is 

unrealistic. We urge the agency to carefully consider our request for changing FDA’s one, two, and three 

year implementation period for regular, small and very 



small businesses, respectively, and consider the two, three, four year approach. Expanding the period to 

achieve regulatory compliance will allow businesses to train staff, install record keeping systems, and 

implement structural changes in an orderly and cost effective manner. 

Cost of implementation 

We note that FDA has not addressed the high cost of the rules in this round of supplementary proposed 

rules. Many of the requirements embedded in the proposed rule will require modifications to buildings 

and installation of additional equipment. Staff will need to be trained and new staff hired to achieve 

FSMA compliance. Due to the lack of technical assistance to support the ability of businesses to comply, 

many of our member businesses will be severely stressed to achieve compliance within the currently 

prescribed period. There is the potential for some businesses to cease milling operations rather than 

bear the expense of compliance, leading to further consolidation of the industry. 

Definition of Very Small Business 

The Alliance urges FDA to maintain the definition of a very small business (§ 507.37, supplier program) 

at the proposed amount of $2,500,000 of sales per year. This dollar amount represents sales of less than 

two truckloads of material per business day (assuming a truck carries 21 tons of animal feed at 

$300/ton). 

It is likely that large firms will require very small businesses to demonstrate responsible practices to 

ensure feed safety but it is preferable for these requirements to follow the normal flow of business 

rather than be mandated through regulatory obligations that are expensive to achieve. 

Definition of food vs feed. 

One of the major concerns the Alliance has with this rule is the subtle differences implied in the 

supplemental proposed rule regarding pet food and feed requirements. It is clear the FDA has 

attempted to address these concerns with the current language, but some proposed CGMPs still seem 

aimed toward human food manufacturing rather than animal food. Because of this, the Alliance is 

concerned with certain language throughout the rule that could affect compliance. For example, phrases 

such as “cleaned as necessary” are not clearly defined. The Alliance strongly suggests that the 

requirements of the rule be clearly connected to the facility’s animal food safety plan, the products 

produced and type of facility (e.g., pet food or animal feed). 

Raw Agricultural Commodities 

The Alliance supports the recommendation from the National Grain and Feed Association to modify 

proposed § 507.5(g) and § 507.5(h) to exempt facilities that pack raw agricultural commodities other 

than fruits and vegetables intended for further distribution or processing from the CGMPs and 

preventive control requirements proposed in this rule. 



The Alliance also supports the recommendations by the Grocery Manufacturers Association to provide 

an exemption in this section related to the coverage of meat and poultry products already regulated 

under separate federal food safety regulations. 

The Alliance appreciates FDA providing language here to delineate when Part 507 applies to the holding 

and distribution of human food by-products intended for use in animal food. Progress has been made to 

lend clarity to this topic and we support the FDA’s continued discussion of when and how these 

products should be regulated under the human food or animal food CGMPs and PCs. 

We support FDA listing the requirements for holding and distribution of these products in both § 507.28 

and § 117.95, so the requirements are clear for both the animal food and human food facilities that may 

not otherwise check the other corresponding regulation for other potential requirements regarding such 

by-products. 

Steps to Achieve Regulatory Compliance 

It is important that the FSMA rule provide flexibility given the range of operations in animal food 

production facilities. The Alliance suggests language such as “…may” in order to maintain this flexibility. 

Furthermore, terms such as “housekeeping” and/or “cleaning” are more appropriate to the animal food 

industry than “sanitizing.” The American Feed Industry Association has submitted suggested edits in 

several additional areas throughout the supplemental proposed CGMPs for the same reason and we 

support these edits. 

The animal feed industry is constantly evolving and developing new approaches and technology to 

provide wholesome nutrition to livestock. These rules and their enforcement will need to be fluid, in 

that changing industry practices, innovative technology and ingredients and better understanding of 

safe practices can be accommodated by reasonable compliance measures. 

Water Supply and Plumbing 

Compliance with regulatory oversight of water supply and plumbing is often the most limiting factor in 

development of agricultural businesses. Updating of sewer systems can be cost prohibitive. The Alliance 

supports the language found in § 507.20 a and § 507.20 b. These provisions address any issues that may 

result from an inadequate sewer system servicing a plant. We propose deletion of § 507.20 c: 

“(c) Sewage must be disposed of through an adequate sewerage system or through other adequate 

means.” 

We also propose the following language changes to § 507.20: 

(d) As appropriate, each Each plant must provide its employees with adequate, readily accessible toilet 

facilities. Toilet facilities… 

(e) As appropriate, each Each plant must provide hand-washing facilities designed to ensure that an 

employee’s hands are not a source of potentially hazardous contamination of animal food… 



Product Testing and Environmental Monitoring 

The Alliance recognizes that wholesome ingredients are the basis for safe animal feed and safe human 

food. The significance of pathogens to public health is dependent on the organism’s severity and 

exposure nature and the definition within § 507.49 should be modified to reflect this. We encourage 

FDA to consider language requiring product testing for a pathogen or appropriate indicator organism 

that represents significant hazards. FSMA language should provide flexibility for a facility to make risk-

based decisions on when product testing would be appropriate. Manufacturing of products intended for 

animal feed, to be fed in barns is significantly different from pet foods prepared and served in home 

kitchens. 

Similarly, environmental monitoring for an environmental pathogen or appropriate indicator organism 

should provide flexibility for facilities to tailor their environmental monitoring programs based on risk. 

Supplier Verification 

Grain commodities are transported and stored in bulk. Animal feed often flows through storage and 

processing steps and co-mingles with ingredients from many farms or suppliers. It is difficult to maintain 

adequate or helpful supportive information for many foods transferred and stored in bulk, such as grain 

commodities. Because commodities are co-mingled, a business could have limited ability to trace grain 

to a specific supplier. For bulk storage of commodity grains such as corn and soy, a single elevator could 

easily be linked to over 100 suppliers, particularly when a storage bin is not completely emptied before 

being filled again, or when grain from several farms is comingled during transport. In this situation, the 

ability to trace grain to between 50 and 200 suppliers would provide limited, if any public health benefit. 

The additional documentation requirements for supplier verification will be an undue burden to the 

animal feed receiving facilities and increase their costs without significant public health benefits. 

The Northeast Agribusiness and Feed Alliance views the FDA as a valued partner with our member 

businesses as they provide nourishing diets to the nation’s livestock. Thank you for consideration of our 

concerns regarding the FSMA. 

Sincerely, 

William J. Colten, President 

### 

 


