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TITLE 61
LEGISLATIVE RULE
DEPARTMENT OF AGRICULTURE

SERIES 19
WV MANUFACTURE-GRADE MILK

§61-19-1.  General.
	
1.1. [bookmark: _GoBack]  Scope.  – This legislative rule establishes operating rules and procedures for WV Dairy Farms and milk facilities that produce, process, transport, store, or distribute manufacture-grade milk or manufacture-grade milk products for human consumption that are not subject to the Grade A requirements. 

1.2.    Authority.  –  W. Va. Code §19-11E-8(2). 

1.3.   Filing Date.  –  April 30, 2020  

1.4.    Effective Date.  –  April 30, 2020  

1.5.   Sunset Date. – This rule shall expire and have no further force or effect April 30, 2025.

§61-19-2.  Definitions.

2.1.  “Commissioner” means the Commissioner of Agriculture of the State of West Virginia or his or her duly authorized agent.

2.2.  “Acceptable milk” means milk, or cream from the milk, which meets the requirements as to sight and odor, sediments, bacterial content, inhibitory substances, and which has been produced in compliance with the provisions set forth in this Rule. 

2.3.  “Barnyard” means an enclosed or unenclosed area adjacent to the milking barn which may include housing areas and feedlots in which the animals may congregate.

2.4.  “Butter” means the food product that is made exclusively from milk or cream, or both, with or without salt, and with or without additional coloring matter, and that contains not less than 80 percent by weight of milk fat.
2.5.  “Cheese” or “cheese related product” means the fresh or matured product that is obtained by draining after coagulation of milk, cream, skimmed or partly skimmed milk, or a combination of some or all of these products, and meets the standards of identity in 21 CFR Part 133. 
2.6.  “CIP” or “cleaned-in-place” means the procedure by which sanitary pipelines or pieces of dairy equipment are mechanically cleaned in place by circulation of wash, rinse, and sanitizer solutions. 

2.7.  “Dairy farm” or “farm” means a place or premises where one or more milking animals are kept, a part or all of the milk produced on the farm being used in the production of milk or dairy products by the incorporation of approved methods. 

2.8.  “Inspection” means the inspection of the dairy farm premises, buildings, animals, equipment, utensils, water supply, and facilities and procedures used in the production of milk and/or dairy products in solely in the state of West Virginia including Certified Industry Inspections. 

2.9.  “Inspector” means a qualified, trained person employed by the West Virginia Department of Agriculture or any person designated by the Commissioner to inspect dairy farms and processing facilities including a Certified Industry Dairy Farm Inspector (CIDFI). 

2.10.  “Inhibitory Substances” means antibiotics and pesticides not registered for use on lactating dairy animals, and other substances as determined by the Commissioner.  

2.11.  “Milk” means the normal lacteal secretion, practically free from colostrum, obtained by the complete milking of one or more healthy hooved lactating mammals. Hooved mammals’ milk is the normal lacteal secretion, practically free of colostrum, obtained by the complete milking of one (1) or more healthy hooved mammals. Hooved mammals for the purpose of this rule, include but are not limited to, the members of the Order Cetartiodactyla, such as: Family Bovidae (cattle, water buffalo, sheep, goats, yaks, etc.), Family Camelidae (llamas, alpacas, camels, etc.), Family Cervidae (deer, reindeer, moose, etc.), and Family Equidae (horses, donkeys, etc.). Milk product shall be produced according to the sanitary standards of this rule.
2.12.  “Manufacture-Grade Milk” means the milk of a hooved mammal that is produced, processed, pasteurized, packaged, or prepared for human consumption in accordance with the standards set forth in this rule, is not subject to Grade A standards and is not used for fluid milk sales. 
2.13.  “Manufacture-Grade Milk Product” means: butter; cheese, natural or processed; condensed skim milk, plain or sweetened; condensed whole milk; cream; dry buttermilk; dry whey; dry whole milk; evaporated milk, whole or skim; nonfat dry milk; or any other product made with manufacture-grade milk that is regulated by the Commissioner. 
2.14.  “Manufacture Milk Plant” means a place, including a governmental operation, where manufacture-grade milk or a manufacture-grade milk product is collected, handled, controlled, manufactured, processed, stored, pasteurized, ultra-pasteurized, repasteurized, commercially sterilized, aseptically processed, bottled, or prepared for distribution, but does not include a place where a manufactured milk product is purchased in packaged form and is stored and handled for the sole purpose of sale to the ultimate consumer.

2.15.  “Manufacture Milk Processor” means any person who operates or controls a manufacture milk plant, transfer station, receiving station, or milk transport cleaning facility that is located in this state or from which manufacture-grade milk or manufacture-grade milk products are sold or offered for sale for human consumption, as applicable in the state of West Virginia. 

2.16.  “Milkhouse” or “milkroom” means a room at the facility for handling and cooling milk and for washing and storing milking equipment and utensils.

	2.17.  “Pasteurization”, “pasteurized”, or similar terms means the process of heating every particle of milk or milk product, in properly designed and operated equipment, to one (1) of the temperatures given in this rule.  

2.18.  “Person” means any individual, firm, co-partnership, corporation, cooperative association, cooperative corporation or unincorporated association.

2.19.  “Producer” means the person or persons who exercise control over the production of milk on a West Virginia dairy farm, where the milk or the cream from the milk is used to manufacture fluid milk or dairy products. 

2.20.  “Sanitize” or “sanitization” means the application of any effective method or substance to properly cleaned surfaces for the destruction of pathogens, and other microorganisms, as far as is practicable. Such method or substance shall not adversely affect the equipment, the milk and/or milk product, or the health of consumers, and shall be acceptable to the commissioner.

2.21.  “Milk Products” means all milk and milk products with a standard of identity provided for in 21 CFR Part 131, excluding 21 CFR 131.120 Sweetened Condensed Milk, cottage cheese and dry curd cottage cheese, whey and whey products, modified versions of all the preceding products, modified versions of milk products packaged in combination with food(s) not yet included in this definition that are appropriately labeled with a statement of identity to describe the food(s) in final packaged form, e.g., “cottage cheese with pineapple” and “fat free milk with plant sterols”, and all other products deemed a dairy product by the commissioner. 

[bookmark: _Hlk26359121]§61-19-3.  Minimum quality standards.

3.1. No person may produce, provide, manufacture, sell, offer for sale, or store in the State of West Virginia, or bring, send, or receive into the State of West Virginia any milk for manufacturing purposes or dairy products which do not comply with the following standards:

3.1.1. The milk shall be free from visible foreign matter.  It shall not be curdled, ropy, bloody, or mastitic as indicated by sight or odor.  It shall be free from feed odors or other objectionable odors; 

3.1.2. Milk for manufacturing purposes and dairy products shall be produced and processed to conform with the chemical, bacteriological, somatic cell, maximum length of time for milk storage on the farm, and temperature standards as identified in this section, and with the requirements set forth in this rule;
	3.1.3. The temperature of milk for manufacturing purposes shall be cooled to one of the following:
3.1.3.a. In the case of manufacture-grade milk that is stored in a bulk tank on a producer’s farm, cool the milk to and store it at a temperature of fifty degrees Fahrenheit (ten degrees Celsius) or lower within two hours after completion of the milking. 
3.1.3.b. In the case of manufacture-grade milk that is stored in cans on a producer's farm, cool the milk to and store it at a temperature of sixty degrees Fahrenheit (sixteen degrees Celsius) or lower within two hours after completion of the milking. Manufacture-grade milk stored in accordance with this paragraph shall be used exclusively in the manufacture of cheese. 	
3.1.3.c. This rule does not apply to raw milk that is delivered to a manufacture milk plant not later than two hours after completion of milking. 

3.1.4. The bacteria count of milk for manufacturing purposes shall not exceed 500,000 bacteria per milliliter prior to commingling with any other milk, and the bacteria count of milk that is commingled shall not exceed 1,000,000 bacteria per milliliter prior to pasteurization. 
			
3.1.4.a. Milk shipped from the farm in cans shall not have a raw milk bacteria count of more than one million bacteria per mL.

3.2.  Milk for manufacturing purposes shall freeze at or below -0.530° Hortvet. 

3.2.1. Milk for manufacturing purposes shall test negative for animal drug residues by any method evaluated by the FDA and found acceptable for detecting drug residues in raw milk at current safe or tolerance levels.

3.2.2. The somatic cell count of unpasteurized cow's milk, sheep's milk, water buffalo's milk, or the milk from other mammals intended for human consumption, except goat's milk, shall not exceed 750,000 somatic cells per milliliter. The somatic cell count of raw goat's milk shall not exceed 1,000,000 somatic cells per milliliter.
	
3.3.  Milk should not have more than 1.5 mg of sediment as determined by the Standard Methods for the Examination of Dairy Products.

3.4. No inhibitory substances are permitted in milk.

3.5. The maximum length of time any milk for manufacturing purposes may be stored on the farm prior to processing or pickup for delivery to a processing plant shall not exceed 72 hours from the end of the first milking to the time of pickup or the start of processing. Milk for manufacturing purposes that is older than 72 hours shall be deemed to be a public health hazard and shall not be offered for sale or sold.

§61-19-4.  Minimum testing requirements.
		
	4.1. During at least four separate months within any consecutive six-month period, each dairy plant or co-operative association shall collect and submit producer raw milk samples to a laboratory for examination to determine the somatic cell count of the samples. Samples shall be representative of all raw milk shipped from bulk tanks and received in cans.

	4.2. During at least four separate months within any consecutive six-month period, each dairy plant or co-operative association shall collect and submit individual producer raw milk samples to a laboratory for examination to determine the bacterial count of the samples. Samples shall be representative of all raw milk shipped from bulk tanks and all raw milk received in cans. 

4.3. Samples shall be analyzed at an approved official or officially designated laboratory.  All sampling procedures and required laboratory examinations shall be in substantial compliance with the rules set by the commissioner.
4.4. Concurrent with all test results made to a producer regarding bacteria counts, sediment, or inhibited substances, the laboratory and/or dairy plant shall send a copy of the results to the designated representative of the Commissioner.
§61-19-5. Bacterial count.
 5.1. Whenever the producer's raw milk bacteria count exceeds the standard as stated in Section 3 of this rule, the producer shall be notified of the excessive bacteria count.
5.2. Whenever at least two of the last four bacteria counts exceed the bacteria standard as stated in Section 3 of this rule, the Commissioner shall send a written warning notice to the producer. The notice shall be in effect so long as two of the last four consecutive samples exceed the bacterial standard. 
5.2.1. An additional sample shall be taken no sooner than three days and no later than twenty-one days after sending of the warning notice required in subsection 5.2. of this rule. If this sample also exceeds the bacteria standard as established in Section 3 of this rule, the producer’s permit shall be suspended until satisfactory compliance is obtained. Shipment may be resumed, and the producer’s permit reinstated by the Commissioner when an additional sample of the producer’s raw milk is tested and found satisfactory. The producer’s permit shall remain in a warning status as long as two of the last four bacteria counts exceed the standard. The Commissioner shall suspend the producer’s permit immediately for at least seven days, whenever three of the last five bacteria counts within any twelve-month period exceed the standard.
5.2.2. The Commissioner shall issue a temporary permit after determining by an inspection of the facilities and the operating methods that the conditions responsible for the violation have been corrected. 
5.2.2.a. Samples shall be taken at the rate of not more than (2) per week on separate days within a 3-week period. 
5.2.2.b. The Commissioner shall reinstate the permit upon compliance with the standards set forth in this rule. 

§61-19-6.  Inhibitory substances.

6.1.  If milk from a dairy farm containing an inhibitory substance, the producer shall not use any more milk produced by such farm for at least two days following the test to ship or manufacture milk products.  The producer shall not use any more milk until the production from the farm has been found to be free of inhibitory substances.  The two-day exclusionary provisions cited shall be increased to three days for a repeat violation within six months and shall be increased to four days for subsequent violations within that period.

§61-19-7.  Abnormal milk.

7.1.  A producer shall not use milk for manufacturing milk which is found to be abnormal by sight or odor, which is from animals that show evidence of the secretion of abnormal milk in one or more quarters, or which is from animals that have consumed chemical, medicinal, or radioactive agents that may be secreted in the milk.  Equipment, containers, and utensils used to handle abnormal milk shall be cleaned and sanitized by the producer before they are used for milk for manufacturing purposes.  The equipment shall meet the construction requirements set forth in this rule.  Milk from animals treated with or exposed to pesticides not approved for use on dairy animals by the United States Environmental Protection Agency shall not be used for manufacturing purposes until the milk has been tested and found acceptable by the Commissioner.  

7.2.  When a confirmatory test on a routine sample indicates a somatic cell count above 750,000 cells per milliliter except for goat milk, which is above 1,000,000 cells per milliliter; the Commissioner shall send written notification of the unsatisfactory cell count to the producer.

7.3.  When two out of the last four routine samples have a somatic cell count above 750,000 cells per milliliter, except for goat milk, which is above 1,000,000 cells per milliliter, the Commissioner shall send a written notice of the counts to the producer and a representative of the Commissioner shall contact the producer to endeavor to determine and eliminate the source of the violative cell count. The notice shall be in effect so long as two of the last four consecutive samples exceed the somatic cell standard. 

7.3.1. An additional sample shall be taken no sooner than three days and no later than twenty-one days after sending of the warning notice. If this sample also exceeds the somatic cell standard, the producer’s permit shall be suspended until satisfactory compliance is obtained. Shipment may be resumed, and the producer’s permit reinstated by the Commissioner when an additional sample of the producer’s raw milk is tested and found satisfactory. The producer’s permit shall remain in a warning status as long as two of the last four somatic cell counts exceed the standard. 

7.3.1.a.  The Commissioner shall suspend the producer’s permit immediately for at least one day whenever three of the last five somatic cell counts within any twelve-month period exceed the standard.

7.3.1.b. The Commissioner shall issue a temporary permit whenever resampling of the herd’s milk supply indicates the milk supply to be within acceptable limits as set forth in this rule.

7.3.1.b.1. Samples shall be taken at the rate of not more than two (2) per week on separate days within a 3-week period. 

7.3.1.b.2. The Commissioner shall reinstate the permit upon compliance with the standards set forth in this rule. 
[bookmark: 901:11-2-05]§61-19-8. Drug residue level.

8.1. Dairy plant responsibilities.
8.1.1.  Sampling and testing program.
8.1.1.a. All raw milk shipped for processing or intended to be processed on the farm where it was produced shall be sampled and tested, prior to processing, and all individual producer raw milk samples submitted to an approved laboratory for examination to determine bacteria and somatic cell counts shall also be tested for beta lactam drug residue. Collecting, handling and testing of samples shall be done according to procedures approved by the Commissioner, and the laboratory results shall be transmitted to the department as requested by the Commissioner. 
8.1.1.b. When so specified by the Commissioner, all raw milk shipped for processing, or intended to be processed on the farm where such raw milk was produced, shall be sampled and tested, prior to processing, and all individual producer raw milk samples submitted to an approved laboratory for examination to determine bacteria and somatic cell counts shall also be tested for other drug residues. Collecting, handling and testing of samples shall be done according to procedures approved by the Commissioner, and the laboratory results shall be transmitted to the department as requested by the Commissioner. 
8.1.1.c. When the Commissioner determines that a potential problem exists with an animal drug residue or other contaminant in the milk supply, additional sampling and additional testing shall be conducted, as ordered by the Commissioner. The testing shall continue until such time that the Commissioner determines with reasonable assurance that the potential problem has been remedied.  
8.1.1.d. The dairy plant shall analyze samples for beta lactams and other drug residues by any method evaluated by the FDA and found acceptable for detecting drug residues in raw milk at current safe or tolerance levels. The dairy plant may employ on a temporary basis other test methods determined to demonstrate accurate compliance results. These test methods may be used until they are evaluated by the FDA and accepted or rejected by the Commissioner. 
	8.1.2. Individual producer sampling.
8.1.2.a. For bulk milk, a milk sample for beta lactam drug residue testing shall be taken at each farm and shall include milk from each farm bulk tank. 
8.1.2.b. For can milk, a milk sample for beta lactam drug residue testing shall be formed separately at the receiving plant for each can milk producer included in a delivery, and shall be representative of all milk received from the producer.  
8.1.2.c. For producer/processor, a milk sample for beta lactam drug residue testing shall be formed separately according to subdivisions 8.1.2.a. and 8.1.2.b. of this rule for milk produced or received by a producer/processor. 
	8.1.3. Load sampling and testing.
8.1.3.a. For bulk milk, a load sample shall be taken from the bulk milk pickup tanker after its arrival at the plant and prior to further commingling. 
8.1.3.b. For can milk, a load sample representing all of the milk received on a shipment shall be formed at the plant, using a sampling procedure that includes milk from every can on the vehicle.
8.1.3.c. For producer/processor, a load sample shall be formed at the plant using a sampling procedure that includes all milk produced and received. 
	8.1.4. Sample and record retention. A load sample that tests positive for drug residue shall be retained according to guidelines established by the appropriate state regulatory agency. The records of all sample test results shall be retained for a period of not less than twelve months. 
	8.1.5. Dairy plant follow-up.
8.1.5.a. When a load sample tests positive for drug residue, dairy plant personnel shall notify the Commissioner immediately, in accordance with state policy, of the positive test result and of the intended disposition of the shipment of milk containing the drug residue. All milk testing positive for drug residue shall be disposed of in a manner that removes it from the human or animal food chain, except when acceptably reconditioned under United States food and drug administration compliance policy guidelines. 
8.1.5.b. Each individual producer sample represented in the positive-testing load sample shall be individually tested in a laboratory approved by the Commissioner to determine the producer of the milk sample testing positive for drug residue. Identification of the producer responsible for producing the milk testing positive for drug residue, and details of the final disposition of the shipment of milk containing the drug residue, shall be reported immediately to the Commissioner, according to state policy.
8.1.5.c. Milk shipment from the producer identified as the source of milk testing positive for drug residue shall cease immediately and may resume only after a sample from a subsequent milking does not test positive for drug residue. 

8.2. Regulatory agency responsibilities.

8.2.1. Monitoring and surveillance. The Commissioner shall monitor the milk industry's drug residue program by conducting unannounced on-site inspections to observe testing and sampling procedures and to collect samples for comparison drug residue testing. In addition, the Commissioner shall review industry records for compliance with state policy. The review shall seek to determine that:

8.2.1.a. Each producer is included in an effective routine drug residue milk monitoring program utilizing the official methods and federal drug administration approved methods to test samples for the presence of drug residue; 

8.2.1.b. The Commissioner receives prompt notification from industry personnel of each occurrence of a sample testing positive for drug residue, and of the identity of each producer identified as a source of milk testing positive for drug residue; 

8.2.1.c. The Commissioner receives prompt notification from industry personnel of the intended and final disposition of milk testing positive for drug residue, and that disposal of the load is conducted in a manner that removes it from the human or animal food chain, except when acceptably reconditioned under federal drug administration compliance policy guidelines; and

8.2.1.d. Milk shipment from a producer identified as a source of milk testing positive for drug residue completely and immediately ceases until a milk sample taken from the dairy herd does not test positive for drug residue.

8.2.2. Enforcement.

8.2.2.a. The Commissioner may deny, suspend or revoke the producer's permit for violation of this rule.

8.2.2.b. When there is a positive drug residue test, the Commissioner shall send a written notice of the positive result to the producer and a representative of the Commissioner shall contact the producer to endeavor to determine and eliminate the source of the positive drug residue test. 

8.2.2.c. If a producer ships milk testing positive for drug residue three (3) times within a twelve-month period, the Commissioner may revoke the producer's permit. 

§61-19-9.  Adulteration.

9.1.  Milk is considered to be adulterated if it contains any poisonous or deleterious substances, does not meet the quality standards set forth in this Rule, has been produced, processed, or held under unsanitary conditions, contains added water, or contains bacteria in excess of the standards set forth in this rule.  

9.2.  The producer shall not use milk if it is adulterated.  

§61-19-10.  Milking facility and housing.

10.1. The milking barn, stable, or parlor shall be of a size and arrangement that will promote a sanitary milking operation. It shall be provided with natural or artificial light, well distributed for day or night milking and have sufficient air space and air circulation to prevent condensate and excessive odors. The floors and gutters shall be in good repair and constructed of concrete or other impervious material. Concentrates and feed, when stored in the milking facility, shall be kept in a tightly covered box or bin. The facility shall be kept clean, the manure removed daily, and no swine or fowl shall be permitted in any part of the milking facility. The milking barn or parlor construction must be approved by the commissioner before milking can begin. 

10.2. If milk is exposed in the milking facility, it shall be protected in a manner that prevents any contamination of the milk, equipment, containers, or utensils. No milk shall be strained, poured, transferred, or stored unless it is properly protected from contamination. 

10.3. Milk stools, surcingles and antikickers shall be kept clean and stored off the floor. 

10.4. The cowyard, housing area or loafing area shall be of ample size to prevent overcrowding, shall be kept clean and drained to prevent forming of standing water pools, insofar as practicable. The dairy animals shall be prevented from having any access to stored or accumulated manure. 


§61-19-11.  Milking barn or parlor cleanliness.

11.1.  The interior of the milking barn or parlor facilities shall be kept clean.

11.2. The bedding material, if used, shall not contain more manure than that which has accumulated since the previous milking.

11.3.  The gutter shall be kept reasonably clean, with manure removed daily.

11.4.  All pens and stalls, if not separated from the milking barn or parlor, shall be kept clean.

§61-19-12.  Milkhouse construction and facilities.

12.1. A milkhouse or milkroom shall be provided and be conveniently located and properly constructed, lighted, and ventilated for handling and cooling milk and for washing, handling, and storing the equipment and utensils.  Other products which would be likely to contaminate milk, or otherwise create a public health hazard, shall not be handled in the milkhouse.

	12.2. The milkhouse or milk room should meet the following requirements:
		
	12.2.1. The milkhouse or milkroom that is a part of the barn or other building shall be partitioned and sealed to prevent the entrance of dust, flies, or other contamination. The floor of the milkhouse or milkroom shall be of concrete or other impervious material and graded to drain so that there are no pools of standing water. The walls and ceilings shall be constructed of smooth easily cleaned material. All newly constructed milkhouses shall have walls and ceilings constructed of smooth material kept in good repair and well painted with a light-colored washable paint or finished in an equally suitable manner. All outside doors shall open outward and be self-closing, unless they are provided with tight-fitting, self-closing, screen doors that open outward or unless other effective means are provided to prevent the entrance of flies or insects. A direct opening between the milkhouse or milkroom and the milking barn, stable, or parlor is permitted when the opening has a tight fitting, self-closing, solid door. The milkhouse or milkroom shall have sufficient air space and air circulation to prevent condensate and excessive odors. It shall be provided with natural or artificial light well distributed for day or night milkhouse activities.

	12.2.2.  The milkhouse or milkroom shall be equipped with a two-compartment wash vat, utensil rack, milk cooling facilities and have an adequate supply of hot water available for cleaning milking equipment. If a farm bulk milk tank is used, it shall be situated in the milkhouse or milkroom to allow access to all areas of the milkhouse or milkroom and to the exterior of the bulk milk tank for cleaning and servicing. The farm bulk milk tank shall not be located over a floor drain or under a ventilator.

	12.2.3. Concentrates and feed, if stored in the building, shall be kept in a tightly covered box or bin.

	12.2.4. The liquid wastes shall be disposed of in a sanitary manner.  All floor drains shall be accessible and shall be trapped if connected to a sanitary sewer.

	12.2.5.  Vents and light fixtures shall be installed in a manner to prevent the contamination of milk and clean utensils.

	12.2.6. The milkhouse structure, equipment, and other milkhouse facilities used in its operation shall be kept clean at all times and be free of trash, animals and fowl.

	12.2.7.  Pesticides or unapproved antibiotics shall not be stored in this room and when they are used, they shall be used in accordance with label instructions so as to prevent contamination of the milk.

§61-19-13. Milking utensils and equipment.

13.1.  Construction of utensils and equipment shall meet the following requirements:

13.1.1.  All multiuse utensils, equipment, and containers which are exposed to milk or milk products shall be made of smooth, impervious, nonabsorbent, safe materials of the following types:

13.1.1.a.  Stainless steel of the AISI (American Iron and Steel Institute) 300 series; 

13.1.1.b.  Equally corrosion resistant nontoxic metal; 

13.1.1.c.  Heat resistant glass; or

13.1.1.d.  Plastic or rubber and rubber like materials which are relatively inert, resistant to scratching, scoring, decomposition crazing, chipping, and distortion under normal use conditions. The materials shall be nontoxic, fat resistant, relatively nonabsorbent, relatively insoluble, and may not release component chemicals or impart flavor or odor to the product.  The materials shall maintain their original properties under repeated use conditions. 

13.1.2.  Single-service articles shall be manufactured, packaged, transported, and handled in a sanitary manner. 

13.1.3.  Articles intended for single-service use shall not be reused.

13.1.4.  All containers, equipment, and utensils shall be free of breaks and corrosion.

13.1.5. All joints in the containers, equipment, and utensils shall be smooth and free from pits, cracks, and inclusions.

	13.1.6. Strainers shall be of perforated metal design or constructed to utilize single-service strainer media.

13.1.7.  All milking machines, including heads, milk claws, milk tubing, and other milk contact surfaces, shall be easily cleaned and inspected.

13.2.  Utensils and equipment shall meet the following cleanliness requirements:

13.2.1.  The contact surfaces of all multiuse containers, equipment, and utensils used in the handling, storage, or transportation of milk or milk products shall be cleaned after each use. 

13.2.2.  The contact surfaces of all multiuse containers, equipment, and utensils shall be sanitized immediately prior to use for the handling, storage, or transportation of milk or milk products. 

13.3.  Utensils and equipment shall be stored in the following manner:

13.3.1.  All milk containers, utensils, and equipment, including milking machine vacuum hoses, shall be stored in a sanitizing solution or on racks until used.

13.3.2.  All milk containers, utensils and equipment shall be stored in a clean and properly ventilated area.

13.3.3.  Equipment shall be stored to drain completely.

13.3.4.  Strainer pads, gaskets, and similar single-service articles shall be stored in a suitable container or cabinet and protected against contamination.

	13.4.  Utensils and equipment handling shall meet the following requirements:

13.4.1.  After sanitation, all containers, utensils and equipment shall be handled in such a manner as to prevent contamination of any product contact surface.

13.4.2.  Sanitized product contact surfaces shall be protected against contact with unsanitized equipment and utensils, hands, clothing, splash, condensation, and other sources of contamination.

13.4.3.  Any sanitized product contact surface, which has been exposed to contamination, shall be cleaned and sanitized again prior to being used.
 
§61-19-14.  Milking procedure.

14.1. The milk producer shall ensure that milking is done only in an approved milking barn or parlor. 

	14.2.  The animals’ hair on flanks, bellies, tails, and udders shall be shortened as often as necessary to facilitate cleaning of those areas and shall be free from dirt.  The hair on the udders shall be of such length that it is not incorporated with the teat in the inflation during milking, or as to adulterate the milk in any manner.

	14.3.  Udders and teats of all milking animals shall be cleaned and dry before milking. The animals’ teats shall be treated with a sanitizing solution and shall be dry just prior to milking; and

	14.4.  Wet hand milking is prohibited. 

§61-19-15.  Protection from contamination. 

	15.1.  Equipment and operations shall be located within the milking barn and milkhouse to prevent overcrowding and contamination of cleaned and sanitized containers, equipment, and utensils by splash, condensation, or manual contact.

	15.2.  All milk which has overflowed, leaked, spilled, or been improperly handled shall be discarded.

	15.3.  All product contact surfaces of containers, equipment, and utensils shall be covered or otherwise protected to prevent the access of insects, dust, condensation, and other contamination.

	15.4.  When milk is poured or strained in the milking barn, the receiving receptacle shall be raised above the floor (as on a dolly or cart) or placed at a distance from the animals to protect it from manure or splash.  The receptacle shall have a tight-fitting cover which shall be closed except when milk is being poured.

	15.5.  Each pail or container of milk shall be transferred immediately from the milking barn to the refrigerated storage facility.

	15.6.  Pails, cans, and other equipment containing milk shall be properly covered during transfer and storage.

	15.7.  Antibiotics and medicines shall be stored in such a manner that they cannot contaminate the milk or milk product contact surfaces of the equipment, containers, or utensils.

§61-19-16.  Hand washing facilities.

	16.1.  Hand washing facilities shall be located convenient to the milking barn, parlor, or flush toilet.

	16.2.  Hand washing facilities shall include soap or detergent, water, and single use towels.

	16.3.  Hand washing facilities shall be kept in good repair, clean, and shall not be used for storage.

§61-19-17.  Cleanliness and health.

	17.1.  Hands shall be washed clean and dried with a sanitary towel immediately before milking, before performing any milkhouse function, and immediately after the interruption of any of these activities. 

	17.2.  Any person milking an animal shall wear clean outer garments while milking or handling milk, milk products, milk containers, equipment or utensils.
	
	17.3.  No person affected with any disease in a communicable form, or while a carrier of such disease, shall work at any dairy farm or milk products facility in any capacity which brings him or her into contact with the production, handling, storage, or transportation of milk or milk products, containers, equipment, or utensils.  No dairy farm operator or milk products producer shall employ in any capacity any person having or suspected of having a disease in a communicable form or being a carrier of such disease.  Any producer who suspects that any employee or family member has contracted any disease in a communicable form, or has become a carrier of the disease, shall notify the Commissioner immediately. 

	17.4.  When reasonable cause exists to suspect the possibility of transmission of infection from any person handling milk or milk products, the Commissioner may require any or all of the following measures:

		17.4.1.  The immediate exclusion of the affected person from milk or milk products handling;

17.4.2.  The immediate exclusion of the milk or cheese supply concerned from distribution and use; and/or

17.4.3. Adequate medical and bacteriological examination of the person, and of his or her associates.

§61-19-18.  Insect and rodent control.

18.1.  Effective measures shall be taken to prevent the contamination of milk and milk products, containers, equipment, and utensils by insects or rodents, and by chemicals used to control the vermin.

	18.2.  Manure packs in loafing areas, stables without stanchions, pen stables, resting barns, wandering sheds and free stall housing shall be properly bedded and managed to prevent fly breeding.

	18.3.  Milkhouses and all buildings shall be kept free of insects and rodents.

	18.4.  Milkhouses and all buildings shall be effectively protected against the entrance of vermin.

	18.5.  Insecticides not approved for use in a milkhouse or dairy facility shall not be stored in such facilities.

	18.6.  Only insecticides and rodenticides approved for use by the Commissioner and registered with the United States Environmental Protection Agency shall be used for insect and rodent control.

	18.7.  Insecticides and rodenticides shall be used only in accordance with the manufacturers label directions so as to prevent the contamination of milk and milk products, containers, equipment, utensils, feed and water.

§61-19-19.  Farm inspection.

	19.1. Each dairy farm that produces manufacture-grade milk or manufacture-grade milk products that are intended for consumption shall be inspected an inspector prior to issuance of a permit.

	19.2. Each dairy farm will be inspected by an inspector at least once every six (6) months. 

	19.2.1. The inspector will use dairy farm inspection forms that are prescribed and furnished by the Commissioner. 

	19.2.2. The inspector will leave a copy of the inspection form with the producer, keep one copy for his/her records and file a copy with the Commissioner in a timely fashion. 

	19.2.3. Should a violation of any requirements set forth in this rule be found to exist during an inspection, a second inspection may be required after the time deemed necessary to remedy the violation. Such second inspection may be used to determine compliance with requirements of this rule. 

	19.2.4. Any violation of the same requirement, marked as a repeat violation, may call for permit suspension. Permit suspension is at the discretion of the Commissioner. 


§61-19-20.  Animal health.

20.1. All animals in the herd shall be maintained in a healthy condition.

20.2.  All animals’ milk for processing milk or milk products shall be from herds under a brucellosis eradication program which meets one of the following conditions, or eradication program for animals’ health:

20.2.1.  The herd is located in a Certified Brucellosis-Free Area as defined by the United States Department of Agriculture and enrolled in the testing program for the areas; 

20.2.2.  The herd is located in a Modified Certified Brucellosis Area as defined by the United States Department of Agriculture and enrolled in the testing program for the areas; 

20.2.3.  The herd meets United States Department of Agriculture requirements for an individually certified herd;

20.2.4.  The herd is participating in a milk ring testing program which is conducted on a continuing basis at intervals of not less than every three (3) months or more than every six (6) months with individual blood tests on all animals in herds showing suspicious reactions to the milk ring test; or

20.2.5.  The herd has an individual blood agglutination test annually with an allowable maximum grace period not exceeding two (2) months.

20.3. All animals’ milk for manufacturing milk products shall be from herds which are located in a Modified Accredited Tuberculosis Area as determined by the United States Department of Agriculture.  A Modified Accredited Tuberculosis Area requires all dairy herds to be tested every six (6) years with an allowable maximum grace period of two (2) months.  Herds located in an area that fails to maintain accredited status shall be accredited by the United States Department of Agriculture as tuberculosis free or shall pass an annual tuberculosis test.   

20.4.  For diseases other than brucellosis and tuberculosis the Commissioner may require any physical, bacteriological, or chemical tests he or she determines necessary.  The diagnosis of other diseases in dairy animals shall be based upon the findings of a licensed veterinarian or a veterinarian in the employ of the Commissioner.  Any producer owning a diseased animal disclosed by the test shall dispose of the animal as the Commissioner directs.   
20.5. Regardless of location or other herd status, a milk producer whose herd:
20.5.1.  Has a suspicious milk ring test result shall have the entire herd blood tested within thirty days after the date of the laboratory test. 
20.5.2. Is identified as the origin of a brucellosis reactor animal shall have the entire herd blood tested within thirty days after the laboratory tests, unless the test requirement has been waived by an epidemiological investigation conducted by the director. 
20.5.3. Is identified as the origin of a tuberculosis reactor or suspect, shall follow all statutes, rules, and recommendations of the Commissioner concerning the testing and disposition of animals in the herd.
§61-19-21.  Farm exclusion.

21.1.  No farm shall process milk or milk products using raw milk from a dairy farm that is not in compliance with the provisions of this rule.

21.2.  In the event of noncompliance with this rule or in the event of a refusal by a producer to allow an inspection of the dairy farm by an inspector of the West Virginia Department of Agriculture or designee, the milk from the dairy farm shall not be used to process milk or milk products until such time as the farm is found to be in compliance and/or access to inspect the dairy farm is permitted.

§61-19-22.  Water supply.

22.1.  The dairy farm and milk and milk products processing facility water supply shall be properly located, protected, and operated. It shall be easily accessible, ample, and of safe sanitary quality for the cleaning of dairy utensils and equipment.  The water supply shall come from an approved public source or from a spring, dug well, driven well, bored well, or drilled well, that complies with the standards of the West Virginia Department of Health and Human Resources.  

22.2.  The water supply will be tested to meet standards set by the Commissioner.
	
[bookmark: _Hlk22713592][bookmark: _Hlk22498658]§61-19-23.  Pasteurization of milk and milk products.

	23.1.  All milk and milk products, except eggnog, shall be pasteurized to one (1) of the temperatures given in the following chart and held continuously at or above that temperature for at least the corresponding specified time:
[image: ]

*If the fat content of the milk product is ten percent (10%) or greater, or a total solids of 18% or greater, or if it contains added sweeteners, the specified temperature shall be increased by 3ºC (5ºF).  

[image:  Continueing  Pasteurization Temperature vs. Time Chart.]	23.2.  Eggnog shall be heated to at least the following temperature and time specifications:

	 
	
	23.3.  There shall be no physical connection between unpasteurized products, dairy, non-dairy, or water, and pasteurized milk or milk products. Pasteurized non-dairy products not completely separated from pasteurized milk and milk products shall be pasteurized in properly designed and operated equipment at times and temperatures which meet at least the minimum times and temperatures provided for in the definition of Pasteurization.

	23.4.	Water that comes in contact with pasteurized milk and/or milk products shall:

	23.4.1. Meet at least the minimum times and temperatures provided for in the definition of Pasteurization in equipment; or

	23.4.2. Have undergone an equivalent process found acceptable by the WVDA.

	23.5.	a producer must provide means to prevent contamination of milk and/or milk products, containers, utensils and equipment by drippings, spillage and splash from overhead piping, platforms or mezzanines.

	23.6.	In no case shall pasteurized milk or milk products be standardized with unpasteurized milk or milk products, unless the standardized milk or milk product is subsequently pasteurized.

	23.7.  Reconstituted or recombined milk and milk products shall be pasteurized after reconstitution or recombining of all ingredients.

§61-19-24.  Permit to operate.

24.1.  It is unlawful for any person who does not possess a permit from the Department of Agriculture to operate a dairy farm or a manufacture-grade milk and manufacture-grade milk products processing facility which produces and offers for sale manufacture-grade milk or manufacture-grade milk products as covered under the provisions of this Rule. 


24.2.  The producer and the manufacture-grade milk or manufacture-grade milk products processing facility shall apply for a permit on forms prescribed and furnished by the Commissioner.   All permits expire December 31 of each year.



2

image1.png
Batch (Vat) Pasteurization

Temperature Time
63°C (145°F)* 30 minutes
Continuous Flow (HTST and HHST)
Pasteurization

Temperature Time

72°C (161°F)* 15 seconds
89°C (191°F) 1.0 second
90°C (194°F) 0.5 seconds
94°C (201°F) 0.1 seconds
96°C (204°F) 0.05 seconds
100°C (212°F) 0.01 seconds
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Table 3. Pasteurization Temperature vs. Time
Batch (Vat) Pasteurization

Temperature Time
69°C (155°F) 30 minutes
Continuous Flow (HTST) Pasteurization

Temperature Time
80°C (175°F) 25 seconds
83°C (180°F) 15 seconds





