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STATE BOARD OF AGRICULTURE AND CONSUMER SERVICES

REGISTRAR'S NOTICE: Due to its length, the following proposed regulatory action filed by the Department of Agriculture and Consumer Services is not being published. However, in accordance with § 2.2-4031 of the Code of Virginia, the summary is being published in lieu of the full text. The full text of the regulation is available for public inspection at the office of the Registrar of Regulations and at the Department of Agriculture and Consumer Services (see contact information below) and is accessible on the Virginia Register of Regulations website at http://legis.state.va.us/codecomm/register/vol18/welcome.htm.

Title of Regulation: 2 VAC 5-530. Rules and Regulations Governing the Production, Handling and Processing of Milk for Manufacturing Purposes and Establishing Minimum Standards for Certain Dairy Products to be Used for Human Food (REPEALING).

Title of Regulation: 2 VAC 5-531. Regulations Governing Milk for Manufacturing Purposes (adding 2 VAC 5-531-10 through 2 VAC 5-531-130).

Statutory Authority: § 3.1-530.1 and 3.1-530.2 of the Code of Virginia.
Public Hearing Date: March 13, 2003 - 10 a.m.
Public comments may be submitted until 5 p.m. on December 9, 2002.

(See Calendar of Events section

for additional information)

Agency Contact: John A. Beers, Program Manager, Department of Agriculture and Consumer Services, 1100 Bank Street, Room 703, Richmond, VA 23219, telephone (804) 786-1453, FAX (804) 371-7792 or e-mail jbeers@vdacs.state.va.us.

Basis: Sections 3.1-530.1 and 3.1-530.2 of the Code of Virginia provide the discretionary authority for the regulation. Section 3.1-530.1 of the Code of Virginia authorizes the Board of Agriculture and Consumer Services "…to establish definitions, standards of quality and identity, and to adopt and enforce regulations dealing with the issuance of permits, production, importation, processing, grading, labeling, and sanitary standards for milk, milk products, and those products manufactured or sold in semblance to or as substitutes therefor." Section 3.1-530.2 directs the State Board of Agriculture and Consumer Services to be guided "…by those regulations recommended from time to time by the United States Department of Health, Education and Welfare and the United States Department of Agriculture" when adopting regulations for the purpose of sanitation and to prevent deception.

Purpose: The goals of the proposed regulation are to (i) protect the public’s health and welfare with the least possible cost and intrusiveness to the citizens and businesses of the Commonwealth; (ii) ensure the safety of manufactured dairy products through pasteurization and prevention of contamination, and (iii) facilitate the sales of Virginia manufactured dairy products in intrastate and interstate commerce.

The proposed regulation will include the milk of goats, sheep, water buffalo, and other mammals if the milk or dairy products are intended for human consumption. The primary purpose of the regulation is to ensure the safety and wholesomeness of all milk and milk products produced. The existing regulation covers only cow’s milk, but there is significant production of dairy products offered for sale for human consumption made from the milk of goats, sheep, and water buffalo.

All milk and milk products have the same potential to carry pathogenic organisms. Numerous diseases of humans have been documented to be present in the milk of lactating mammals. Brucellosis and tuberculosis are two well-known and documented diseases that are capable of being spread from cows and goats to humans through their milk. Other common pathogens associated with milk and dairy products are: Staphylococcus, noted for its toxin production; Streptococcus, which causes strep-throat; Campylobacter jejuni, which infects the lining of the intestine and causes bloody diarrhea; Escherichia coli, which is responsible for causing bloody diarrhea and Hemolytic Uremic Syndrome; Salmonella, which also causes diarrhea; Yersinia enterocolitica, which causes severe abdominal pain; Listeria monogytogenes, which causes fever, vomiting, and can lead to still-births in pregnant women; and Coxiella burnetii, which causes Q fever. Some of these diseases can be fatal.

Milk is an excellent growth medium for most organisms including many pathogens. The fact that spoilage organisms and pathogens can grow in milk if they are present or introduced later by poor handling practices makes milk and milk products potentially hazardous if they are not properly processed, handled, packaged, and stored.

The requirement of pasteurization or aging at specific temperatures in the case of certain cheeses as effective means of destroying pathogens in manufactured dairy products will reduce the risk of death and illness from consuming contaminated manufactured dairy products. The regulation also requires the plant to employ certain practices that prevent contamination after pasteurization or aging. The regulation is essential to ensure the safety of these products.

The proposed regulation is consistent with the U.S. Department of Agriculture (USDA) recommended requirements for milk for manufacturing purposes and processing plant requirements. In recent years, USDA recommended minimum quality standards applicable for milk used to make manufactured dairy products have changed. In addition, these recommended requirements include milk from goats and sheep and provide that all milk received at processing plants must be screened for animal-drug residues prior to processing.

The proposed regulation facilitates sales of Virginia-manufactured products by providing for the labeling of dairy products to prevent deception, establishing standards of identity, and providing a level playing field on which all persons may compete.

Substance: The proposed regulation requires persons who produce and sell milk from goats, sheep, water buffalo, and other mammals (except humans) for manufacturing purposes or who manufacture and sell cheese, butter, condensed milk, powdered milk, and similar products manufactured from the milk from goats, sheep, water buffalo, and other mammals (except humans) to obtain a permit and comply with the requirements of the regulation for the first time. Persons producing and selling cow’s milk for manufacturing purposes or who manufacture and sell cheese, butter, condensed milk, powdered milk, and similar products manufactured from cow’s milk are currently required to obtain a permit under the existing regulation.

The proposed regulation contains provisions to foster the developing small-scale cheese processing industry in Virginia. The regulation defines "small-scale cheese plant" to establish which persons qualify for the special considerations and includes exemptions to certain requirements contained in the proposed regulation for small-scale plants processing cheese products.

The proposed regulation uses established standards of identity under the Code of Federal Regulations to define numerous standard and nonstandardized cheeses and related products.

The proposed regulation also establishes the following:

1. Administrative procedures for the Virginia Department of Agriculture and Consumer Services to follow when summarily suspending a permit.

2. Requirement that manufactured dairy products in final package form for direct human consumption offered for sale in Virginia must have been: (i) pasteurized; (ii) made from dairy ingredients that have all been pasteurized; or (iii) in the case of cheese, aged above 35°F for a minimum of 60 days.

3. Specific requirements for permit holders manufacturing dairy products to develop and maintain a product recall plan.

4. Specific procedures for the Virginia Department of Agriculture and Consumer Services to follow when impounding adulterated or misbranded milk for manufacturing purposes or dairy products.

5. Specific conditions that allow the Virginia Department of Agriculture and Consumer Services to cancel, suspend, or revoke the permit of any person.

6. Procedures for private individuals to become certified by the Virginia Department of Agriculture and Consumer Services to inspect and test pasteurization equipment.

7. An animal drug-residue monitoring program that requires milk to be screened for beta lactam drug-residues prior to processing into dairy products.

8. A prohibition on the receipt of untreated sewage or septage on a dairy farm and on the feeding of unprocessed poultry litter or unprocessed manure from any animal to lactating dairy animals.

9. New labeling requirements and definitions for product sell-by dates, frozen and previously frozen cheeses, and the use of the term "fresh" when used to describe a dairy product.

10. Standards that apply to milk for manufacturing purposes for chemical residues, bacteriological load, somatic cell count, cryoscope, maximum length of time for milk storage on the farm, and temperature.

11. Standards that apply to dairy products offered for sale for chemical residues, coliform counts, and Staphylococcus aureus counts.

12. Specific requirements that facilities and equipment must meet in order to operate a dairy processing plant.

13. Specific facility and construction requirements for dairy farms producing milk for manufacturing purposes. Principle areas of change include eliminating installation of a milk storage tank in the milking parlor and adding water supply development and testing criteria.

Issues: Public. The proposed regulation will enhance safety and wholesomeness of manufactured dairy products by including milk for manufacturing purposes and manufactured dairy products produced from the milk of goats, sheep, water buffalo, and other mammals (except humans). The existing regulation covers only those dairy products manufactured from cow’s milk.

The proposed regulation will enhance public confidence in manufactured dairy products by requiring all dairy farms producing milk and all dairy plants manufacturing dairy products to obtain a permit prior to offering any products for sale. Currently, persons using the milk from goats, sheep, water buffalo, or other mammals (except humans) are not required to register with the Virginia Department of Agriculture and Consumer Services prior to offering dairy products for sale. Consumers purchasing dairy products at local farmers’ markets generally expect that the food products being offered for sale are safe, wholesome, and approved for sale to the public. This perception on the part of consumers that food products come from approved sources at farmers’ markets is partially based on the market's location (usually on public property), with the market being sanctioned and operated by local government.

There are no disadvantages to the public.

Regulated Entities. The proposed regulation will create a level playing field on which all dairy farmers and dairy processors can compete. Under the existing regulation, only dairy farmers producing milk for manufacturing purposes from cow’s milk and dairy processors manufacturing dairy products from cow’s milk are required to meet specific facility, equipment, inspection, and quality standards established for the production of manufactured milk and dairy products.

Under the proposed regulation all dairy farmers producing milk for manufacturing purposes must obtain a permit from the Virginia Department of Agriculture and Consumer Services and meet certain facility requirements. Under the existing regulation, dairy farmers currently producing milk from goats, sheep, water buffalo, or other mammals (except humans) are not required to obtain permits from the Virginia Department of Agriculture and Consumer Services or meet certain facility requirements.

Under the existing and proposed regulation dairy plants using cow’s milk to produce dairy products must obtain a permit from the Virginia Department of Agriculture and Consumer Services and construct production facilities that provide separate rooms for receiving milk, pasteurization, packaging, dry storage, equipment, laboratory, employee locker rooms, and conduct quality control and laboratory testing programs. Under the existing regulation, persons using milk from goats, sheep, water buffalo or other mammals (except humans) to process dairy products are not required to obtain a permit from the Virginia Department of Agriculture and Consumer Services and may process their dairy products in their home without complying with any specific facility requirements for separation of processing steps in different rooms.

The proposed regulation will foster development of the small-scale dairy industry in Virginia by establishing a definition of a "small-scale cheese plant" and creating exemptions to certain facility and construction requirements for those persons who qualify. Under the proposed regulation for separate rooms, the requirements : (i) to receive milk; (ii) for employees to change their clothes; (iii) to operate a laboratory; (iv) for paraffining cheese; (v) for rindless block wrapping; (vi) for curing cheese; (vii) for cleaning and preparing bulk cheese; and (viii) for cutting and wrapping cheese are not applicable to a "small-scale cheese plant" if the operators conduct their cheese processing operations one step at a time in a single room. The provisions for separate rooms are based on prevention of cross-contamination of dairy products caused by conducting multiple operations in the same room at the same time. If operations are conducted one step at a time, sanitation and product safety are maintained. Creating exemptions to facility requirements that do not affect the safety or wholesomeness of dairy products significantly reduces the cost of entering the business of cheese production.

Persons wishing to establish a small-scale cheese plant will find it easier to obtain financing and insurance because their operations would be permitted, inspected, and their products would be tested by the Virginia Department of Agriculture and Consumer Services. Financial institutions and insurance companies consistently want assurances that businesses they lend money to or insure are in compliance with regulatory requirements and under inspection.

The proposed regulation will facilitate sales of manufactured dairy products because many retailers require that any person supplying products to their store must be under inspection, have adequate insurance, and are in compliance with regulatory requirements. The proposed regulation makes it easier for a person to prove that he is in compliance with regulatory requirements because he will have a permit and inspection records to use for this purpose. The proposed regulation is also consistent with federal requirements to ship products in interstate commerce, allowing producers of dairy products access to markets inside and outside Virginia.

The existing traditional cow dairy industry will be better protected from economic harm due to public health incidents associated with dairy products made from the milk of goats, sheep, water buffalo, or other mammals (except humans). When consumers learn of public health outbreaks associated with milk and dairy products, they tend to avoid purchasing and consuming all similar dairy products for a period of time. Public health incidents associated with milk or dairy products made from goats, sheep, water buffalo or other mammals (except humans) tend to negatively impact sales of similar products made from cow’s milk.

The primary disadvantage to the regulated entities is that those persons producing milk from goats, sheep, water buffalo, or other mammals (except humans) or producing manufactured grade dairy products from the milk of goats, sheep, water buffalo, or other mammals (except humans) would come under the proposed regulation for the first time. The Virginia Department of Agriculture and Consumer Services is aware of fifteen persons in this category. Five of these operations are considered in compliance with the proposed regulation. Two of these operations have voluntarily ceased sale of all food products to avoid inspection by the Virginia Department of Agriculture and Consumer Services. One of these operations is in litigation with the Virginia Department of Agriculture and Consumer Services. Seven of the remaining operations would have to make facility and equipment improvements to comply with the requirements under the proposed regulation.

Agency. All dairy farms producing milk and all dairy plants processing manufactured dairy products would be regulated under the same laws and regulations. Currently, the Virginia Department of Agriculture and Consumer Services regulates dairy farms producing cow’s milk and dairy plants using cow’s milk under the existing regulations governing milk for manufacturing purposes. Those persons producing milk from goats, sheep, water buffalo, or other mammals (except humans) or producing manufactured grade dairy products from the milk of goats, sheep, water buffalo, or other mammals (except humans) are regulated under the Virginia Food Laws.

The Dairy Inspection Program utilizes administrative processes to regulate permitted cow dairies and dairy processing plants using cow’s milk. Inspectors conducting inspections under the regulations governing milk for manufacturing purposes also conduct inspections under authority of the grade "A" milk regulations and are trained specifically in the production and processing methods used within the dairy industry.

The Food Safety Program utilizes the criminal justice system to regulate the food industry in Virginia. Violations of the Virginia Food Laws or related regulations must be prosecuted in court. Food safety specialists have broad training in food processing and safety but no specific training related to dairy products or milk production.

Because dairy inspection personnel are not trained in the policies and procedures utilized to conduct inspections, collect samples, and enforce the Virginia Food Laws, a food safety specialist is assigned with a dairy inspector to form a joint inspection team. Likewise, a food safety specialist is not trained in the specifics of milk production and dairy product processing. It takes both staff members together to posses the needed knowledge, skills, and abilities to perform adequate sanitary inspections of dairy facilities operated under the Virginia Food Laws.

This situation is causing the Virginia Department of Agriculture and Consumer Services to send two staff members to perform inspections when personnel resources could be utilized more effectively. The proposed regulation will eliminate the need to send more than one staff member to any dairy farm or dairy plant.

The proposed regulation would allow the Virginia Department of Agriculture and Consumer Services to regulate all dairy farms and dairy plants under an administrative process. Administrative processes are much more efficient and economical to enforce than prosecutions in court.

There are no disadvantages to the agency associated with the proposed regulation.

Department of Planning and Budget's Economic Impact Analysis: The Department of Planning and Budget (DPB) has analyzed the economic impact of this proposed regulation in accordance with § 2.2-4007 G of the Administrative Process Act and Executive Order Number 25 (98). Section 2.2-4007 G requires that such economic impact analyses include, but need not be limited to, the projected number of businesses or other entities to whom the regulation would apply, the identity of any localities and types of businesses or other entities particularly affected, the projected number of persons and employment positions to be affected, the projected costs to affected businesses or entities to implement or comply with the regulation, and the impact on the use and value of private property. The analysis presented below represents DPB’s best estimate of these economic impacts.

Summary of the proposed regulation. The Virginia Department of Agriculture and Consumer Services (VDACS) proposes numerous amendments to these regulations, including several to be consistent with the most recent USDA recommendations on milk for manufacturing purposes. In addition, VDACS proposes that manufactured milk and manufactured milk products from goats, sheep, water buffalo, and other noncow sources be regulated in the interest of public health and safety.

Estimated economic impact. Under the current regulations, persons who produce and sell milk from goats, sheep, and water buffalo for manufacturing purposes or who manufacture and sell cheese, butter, condensed milk, powdered milk, and similar products manufactured from the milk from goats, sheep, and water buffalo are not required to acquire a permit to operate. VDACS proposes to require all persons who produce and sell milk for manufacturing purposes or who manufacture and sell cheese, butter, condensed milk, powdered milk, and similar products manufactured from the milk from any nonhuman mammal to obtain a permit in order to operate. VDACS estimates the costs of complying with the proposed equipment, construction, and production requirements needed in order to receive a permit to be $3,000 to 20,000. The president of the Virginia State Dairy Goat Association estimates the cost to be substantially higher. Some members of the Virginia State Dairy Goat Association have asserted that the costs associated with meeting the equipment, construction, and production requirements needed to obtain a permit would put them out of business.

The primary benefit of requiring these permits concerns reducing public health risks. The equipment, construction, and procedures required to gain the permit to operate are designed to minimize the chance of contamination with harmful bacteria. The U.S. Centers for Disease Control and Prevention (CDC) lists unpasteurized dairy products among the many items or activities to avoid to minimize the chance of contracting bacterial infections such as salmonella,1 listeriosis,2 and diseases associated with Escherichia coli O157:H7 (E. coli).3
Based upon the evidence provided by VDACS, it appears that it is very rare for life-threatening illnesses to occur due to the ingestion of noncow milk products. The agency cites one salmonella-induced fatality in France during 1993 and four brucellosis-induced fatalities in New Mexico and Texas during 1983 due to the ingestion of cheese made from unpasteurized goat’s milk. The agency has provided no evidence of any health problems in Virginia specifically linked to the ingestion of noncow milk products.

Given the available evidence, it appears that the risk of life-threatening illness due to the consumption of noncow milk products in Virginia is small. The risk of non life-threatening illnesses, such as diarrhea, appears to be greater. But the public commonly chooses to take risks of a similar magnitude. For example, people willingly eat raw fish and steak tartare, choose to cook and consume hamburgers less well done than recommended by the CDC, eat raw vegetables without washing thoroughly, etc., despite CDC warnings and common knowledge of the health risks.

The proposed regulations do not ban the production and sale of noncow milk products, including cheese made from unpasteurized milk, in Virginia. But the proposal to require permits does significantly increase the cost of production. Holding other factors constant, significantly raising the cost of production will reduce the quantity produced of noncow milk products and raise the price of the products that are sold. It is not clear that the benefits of an unspecified likely reduction in risk of disease outweighs the costs to consumers of higher prices and lower product availability, as well as the higher production costs for the producers.

Perhaps rather than require the producers to incur significant increases in production costs, the noncow dairy products could be required to be labeled with information accurately reflecting the relative risk of ingesting the product. The public would then be able to make an informed decision as to whether the benefits of consumption are worth the potential risk of disease. A producer who has met all the proposed requirements for the permit could perhaps be permitted to use a label indicating a reduced probability of contagion.

Businesses and entities affected. The proposed amendments potentially affect 59 farmers and dairy product manufacturers.4
Localities particularly affected. The proposed changes potentially affect all localities in the Commonwealth, but areas with dairy farms and plants in particular.

Projected impact on employment. Some small producers of goat cheese may choose to cease production rather than incur the costs associated with the requirements for obtaining an operating permit.

Effects on the use and value of private property. The proposal to require all persons who produce and sell milk for manufacturing purposes or who manufacture and sell cheese, butter, condensed milk, powdered milk, and similar products manufactured from the milk from any nonhuman mammal to obtain a permit in order to operate will increase production costs and reduce the value of these individual’s dairy farms and plants.

Agency's Response to the Department of Planning and Budget's Economic Impact Analysis: The agency concurs with the economic impact analysis submitted by the Department of Planning and Budget.
Summary:

Due to the extensive amendments to this regulation, 2 VAC 5-530, Rules and Regulations Governing the Production, Handling and Processing of Milk for Manufacturing Purposes and Establishing Minimum Standards for Certain Dairy Products to be Used for Human Food, is proposed to be repealed and 2 VAC 5-531, Regulations Governing Milk for Manufacturing Purposes, adopted concurrently. The proposed amendments (i) make the regulations applicable to the milk of goats, sheep, water buffalo, and other mammals if the milk or dairy products are intended for human consumption; (ii) make the regulations consistent with the USDA recommended requirements for milk for manufacturing purposes and processing plant purposes; and (iii) develop alternative requirements to foster the developing goats, sheep and water buffalo industries in Virginia.

VA.R. Doc. No. R01-64; Filed August 16, 2002, 11:57 a.m.

1 In order to avoid salmonella, CDC recommends that "people should not eat raw or undercooked eggs, poultry, or meat. Raw eggs may be unrecognized in some foods such as homemade hollandaise sauce, caesar and other salad dressings, tiramisu, homemade ice cream, homemade mayonnaise, cookie dough, and frostings. Poultry and meat, including hamburgers, should be well cooked, not pink in the middle. Persons also should not consume raw or unpasteurized milk or other dairy products. Produce should be thoroughly washed before consuming. Cross-contamination of foods should be avoided. Uncooked meats should be kept separate from produce, cooked foods, and ready-to-eat foods. Hands, cutting boards, counters, knives, and other utensils should be washed thoroughly after handling uncooked foods. Hands should be washed handling any food, and between handling different food items."


2 In order to reduce the risk for listeriosis, CDC recommends that consumers: (i) thoroughly cook raw food from animal sources, such as beef, pork, or poultry, (ii) wash raw vegetables thoroughly before eating, (iii) keep uncooked meats separate from vegetables and from cooked foods and ready-to-eat foods, (iv) avoid raw (unpasteurized) milk or foods made from raw milk, and (v) wash hands, knives, and cutting boards after handling uncooked foods.


3 In order to prevent E. coli infection, CDC recommends that consumers "cook all ground beef and hamburger thoroughly." "Ground beef should be cooked until a thermometer inserted into several parts of the patty reads at least 160 degrees." "Avoid spreading bacteria in your kitchen. Keep raw meat separate from ready-to-eat foods. Wash hands, counters, and utensils with hot soapy water after they touch raw meat. Never place cooked hamburgers or ground beef on the unwashed plate that held raw patties. Wash meat thermometers in between tests of patties that require further cooking." "Drink only pasteurized milk, juice, or cider." "Wash fruits and vegetables thoroughly, especially those that will not be cooked. Children under 5 years of age, immunocompromised persons, and the elderly should avoid eating alfalfa sprouts until their safety can be assured." "Drink municipal water that has been treated with chlorine or other effective disinfectants. Avoid swallowing lake or pool water while swimming."


4 Source: VDACS.
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