



















RAW MILK CHEESES: HISTORICAL OVERVIEW, CURRENT REGULATIONS, AND THE BATTLE TO 
PRESERVE ARTISINAL CHEESEMAKING


















Dominique L. Castro
Year of Graduation: 2005
April 25, 2005
Paper for Food & Drug Law
Course Requirement.
ABSTRACT
The current law with regard to raw milk cheese can be summarized as follows: interstate sales cheese made with raw, un-aged milk are prohibited by federal law.  Intra-state sale of raw milk cheese is not prohibited by federal law; each state may choose to permit or ban such sale.  Federal regulations require that all milk used to produce cheese be pasteurized, or if used raw, the cheese must be aged a minimum of 60 days at 35 degrees Fahrenheit before coming to market.  An examination of the historical circumstances under which these regulations were promulgated reveal that these regulations were set at the urging of large cheese producers at a time when demand for cheese began to increase just as there was a decline in the number of producers.  Many manufacturers of raw milk cheese maintain that even if not aged sixty days, raw milk cheese presents less health risk than other legally permissible raw foods such as oysters and sushi.  When the FDA appeared to be leaning towards banning all raw milk cheese regardless of its age, artisinal manufacturers and consumers organized the Cheese for Choice Coalition.  At present the FDA does not appear poised to ban raw milk cheese.  A black market in raw milk cheeses exists in the United States today in which is sold raw milk cheeses that have not been sufficiently or properly aged.  The FDA’s most recent health warnings, however, are directed to cheesemakers targeting Hispanic consumers with soft, queso-fresco style cheeses that can cause illnesses ranging from E. Coli to tuberculosis.  The FDA has not addressed whether it can impose one set of regulations for artisinal cheeses from Vermont and a different more stringent set of rules for the homemade “bathtub” cheeses in San Diego, but this will be one of the agency’s challenges if it should decide to change current regulations. 

Raw Milk Cheese: An Overview of Applicable Law and Regulations 
The Food and Drug Administration (“FDA”) regulates the sale of raw milk cheese by promulgating federal regulations that enforce the provisions of the Food, Drug and Cosmetic Act (FD&C Act). 21 USC 301.   If a raw milk cheese does not comport with the guidelines delineated in applicable federal regulations, then that cheese is considered adulterated within the meaning of section 342(a) of the FD&C Act, which reads, in relevant part as follows: “A food shall be deemed to be adulterated… If it bears or contains any poisonous or deleterious substance which may render it injurious to health.”
	A.	Current State of the Law
	Ultimately, the goal of current regulations is to ensure that food meant for human consumption is manufactured and maintained in sanitary conditions, and preventing contamination from every possible source, thereby protecting the public health. See 21 CFR Part 110.80. The regulations in this part of the code are meant to ensure sanitary conditions in the inspecting, transporting, segregating, preparing, manufacturing, packaging, and storing of human food. “All operations in the receiving, inspecting, transporting, segregating, preparing, manufacturing, packaging, and storing of food shall be conducted in accordance with adequate sanitation principles. Appropriate quality control operations shall be employed to ensure that food is suitable for human consumption and that food-packaging materials are safe and suitable.”  The FDA thus requires that cheese The official definition of cheese can be found at 21 CFR 1240.3(j), under the heading “milk products.”  The relevant language states that cheese is a “food product[] made exclusively or principally from the lacteal secretion obtained from one or more healthy milk-producing animals, e.g., cows, goats, sheep, and water buffalo… by using enzymes, solvents, heat, pressure, cooling, vacuum, genetic engineering, fractionation, or other similar processes...” be produced from pasteurized milk: “Raw materials and other ingredients shall either not contain levels of microorganisms that may produce food poisoning or other disease in humans, or they shall be pasteurized or otherwise treated during manufacturing operations so that they no longer contain levels that would cause the product to be adulterated within the meaning of the [FD&C Act]. 21 CFR 110.80(a)(2).”  The current pasteurization requirement is codified at 21 CFR 1240.61(a): “No person shall cause to be delivered into interstate commerce or shall sell, otherwise distribute, or hold for sale or other distribution after shipment in interstate commerce any milk or milk product in final package form for direct human consumption unless the product has been pasteurized or is made from dairy ingredients (milk or milk products) that have all been pasteurized…”  Pasteurization is defined by federal regulation as “the process of heating every particle of milk and milk product in properly designed and operated equipment” according to the temperatures set forth in tables in the text of the regulations. 21 CFR 1240.61(b).  For further information about pasteurization, visit the following webpages: The Food Safety Research Information Office page on pasteurization, located at http://www.jifsr.gov/topics/tppast.htm; the website of the International Dairy Farmers’ Association, located at http://www.idfa.org/facts/milk/pasteur.cfm, and a paper by researchers at San Diego State University entitled “Health Risks of Drinking Raw (Unpasteurized” Milk,” located on the web at: http://extfcs.sdstate.edu/foodsafety/new%20fs%20website/Producer%20Publications/Milk.htm.  Raw milk may be used to manufacture certain types of hard cheese, such as Cheddar, for example, so long as the cheese is allowed to age for no less sixty days prior to human consumption 21 C.F.R. 133.150, 133.182, 133.187 (setting forth sixty-day aging requirement for different types of raw milk cheese).  133.150(d) states, for example: “If the milk used is not pasteurized, the cheese so made is cured at a temperature of not less than 35° F for not less than 60 days.” .  The FDA maintains that a sixty day curing period is the minimum required to destroy harmful pathogens in raw milk cheese.   Cheeses made from raw milk, if appropriately aged, may be introduced into interstate commerce.  But cheese made from raw milk that have been aged less than sixty days are illegal, and banned from interstate commerce.  When raw milk cheeses are prepared and sold for intrastate commerce, on the other hand, different rules apply.  Currently, there is no nationwide ban on intrastate commerce in raw milk cheese: each state remains free to adopt its own regulatory scheme, and in some states, raw milk cheese is not illegal. “Got Milk? Make Sure It’s Pasteurized.”  The FDA & You: News for Health Educators and Students, Issue Number 5, Winter 2005, page 2.  Available at http://www.fda.gov/cdrh/fdaandyou/issue05.pdf.    Minnesota, for example, allows farmers, on an occasional basis, to sell raw milk from their farms. State Action Information Letter p. 4, dated Fall 2003.  Available at http://www.fda.gov/ora/fed_state/DFSR_Activities/sail/sailfall03.pdf.   In some states that prohibit sales of raw milk, regulators must confront the problem of raw milk producers to circumvent the ban by leasing or sharing their cows. See FDA& You: News for Health Educators and Students. Issue No. 5, Winter 2005, “Got Milk? Make Sure It’s Pasteurized.”  “In states that prohibit intrastate sales of raw milk, some people have tried to get around the law by "cow sharing," or "cow leasing." They pay a fee to a farmer to lease or purchase part of a cow in exchange for raw milk, claiming that they are not actually buying the milk since they are part-owners of the cow. Wisconsin banned cow-leasing programs after 75 people became infected with Campylobacter jejuni bacteria in 2001 from drinking unpasteurized milk obtained through such a program.” Available at http://www.fda.gov/cdrh/fdaandyou/issue05.pdf. 
	B.	The History of FDA Regulation of Raw Milk Cheese

	Prior to World War II, most cheese produced in the US was not mass produced and did not move in interstate commerce. Corby Kummer, Craftsman Cheese, Atlantic Monthly, Dec. 1, 2000, at 109.  Rather, cheese was made by small, artisinal manufacturers. Id.  However, as consumer demand for cheese spiked around the time of World War II, there was a simultaneous decline in the number of cheese manufacturers. Id.  The result: mass production of cheese.  One consequence of this mass production was that cheese producers would collect milk from a great number of contributing dairies, creating the increased potential for contamination and health crises.  Thus as cheeses came to be mass produced, and farming processes became increasingly industrialized, the federal government took steps to protect public health by instituting a pasteurization requirement in 1949, not so much out of a concern for raw milk per se, but rather because, with milk from so many dairies being combined in centralized facilities to mass produce cheese, it was considered more administrable to institute a pasteurization requirement rather than to inspect each contributing dairy. Id.  And see Ingram, Martha.  “Raw Deal: Trade Implications of the U.S. Food and Drug Administration’s Pending Review of Unpasteurized Cheeses.”12 Minn. J. Global Trade 461, FN 11(Summer 2003) (noting that the increase in the demand for cheese during this time resulted in a greater number of mass producers of cheese who were ignorant of the safety mechanisms built into traditional cheese manufacturing, thus necessitating intervention by the government to protect public health and safety). 
	The following timeline summarizes briefly the FDA’s regulatory action with respect to raw milk cheese:
Date
Regulatory Activity
Feb. 21, 1947
The first mention in the Federal Register of a possible mandatory pasteurization requirement for milk used to make cheese. See 12 Fed. Reg. 1192, 1192 (Feb. 21, 1947)   
1949
FDA requires that all cheese be made from pasteurized milk.  Exception: raw milk cheese is permissible so long as it has been aged at least sixty days. See Notice of Hearing "for the purpose of receiving evidence upon the basis of which regulations may be promulgated amending the definitions and standards of identity for ... cheese."  Standards of Identity for Cheeses, Processed Cheeses, Cheese Foods, Cheese Spreads, and Related Foods, 12 Fed. Reg. 1192, 1192 (Feb. 21, 1947) (to be codified at 21 C.F.R. pt. 19).
October 10, 1973
FDA promulgates a regulation which revised the existing standards of identity for milk and milk products in interstate commerce, and effectively prohibited the sale of all unpasteurized milk in interstate commerce. 38 Fed.Reg. 27924 (Oct. 10, 1973)  FDA reasoned that pasteurization was the only way to assure the destruction of pathogenic microorganisms that might be present. Raw milk produces objected to this regulation. The Association of Medical Milk Commissions, Inc., and the Certified Milk Producers Association of America, Inc. were just two dairies that lodged formal objections to the regulation.  They argued that certified raw milk was safe, and that the FDA Commissioner did not have authority under the FD&C to establish a standard of identity solely for health reasons.” See Public Citizen v. Heckler, 602 F.Supp. 611 (D.D.C.1985) for a clear explanation of the FDA regulation of certified raw milk.
December 5, 1974
In response to these objections, the FDA began to permit interstate commerce in “certified raw milk” products” Defined as unpasteurized milk produced in accordance with established standards established of the American Association of Medical Milk Commissions. pending a hearing on their safety. 39 Fed.Reg. 42351 (Dec. 5, 1974)  All non-certified raw milk remained subject to the pasteurization requirement.  Effective December 5, 1974 raw milk cheese found in interstate commerce could be deemed misbranded under the FD&C Act. See section 403(g) of the act (21 U.S.C. 343(g)).  At the hearing about the safety of certified raw milk, the FDA concluded there was a cognizable health risk to the public associated with consumption of raw milk products, and that it has authority to require pastuerization pursuant to section 361 of the Public Health Service Act 42 U.S.C. 264 (1982)., and section 401 of the FD&C Act.  However interstate commerce in raw milk cheese was permissible so long as the aging requirement had been met (as opposed to cheeses made with certified milk, which was not subject to an aging requirement).
1974-1982
The FDA, in conjunction with the Centers for Disease Control and the Department of Health and Human Services, studied the dangers presented by consumption of raw milk products, and concluded that all forms of raw milk (i.e., certified and non-certified) presented a serious risk of illness, particularly campylobacteriosis and salmonellosis.  
1982
FDA began drafting a proposed regulation banning the interstate sale of all raw milk and raw milk products.  
April 23, 1983
FDA Commissioner Arthur Hull Hayes sent a memorandum to the Secretary of Health and Human Services proposing that new regulations be issued under the Public Health Service Act.  
May 1983
Director of the Center for Disease Control issues a statement supporting a requirement that milk and dairy products be pasteurized. 
February 1984
A memorandum by HHS's Assistant Secretary for Health Edward Brandt, Jr. supports the FDA’s view that consumption of raw milk is associated with salmonella.
September 19, 1984
A public interest group focusing on public health issues files a federal lawsuit (Public Citizen v. Heckler) in Washington, D.C. to compel the Secretary of the Department of Health and Human Services (“HHS”) to respond to a petition it filed asking for a ban on raw milk due to concerns that it was too dangerous for human consumption. Public Citizen v. Heckler, 602 F.Supp. 611 (D.D.C.1985)
October 11 and 12, 1984
The HHS conducted a hearing on two issues At this hearing, all of the following organizations all expressed support for a pastuerization requirement: The American Academy of Pediatrics, the National Association of State Departments of Agriculture, the Association of State and Territorial Health Officials, the United States Conference of Local Officials, National Conference for Food Protection, American Veterinarians Medical Association, National Milk Producers Associations, the National Conference on Interstate Milk Shipments, the Association of Food and Drug Officials, the National Dairy Counsel, the American Society for Microbiology, the Milk Industry Foundation, and the Mid-American Dairymen's Association.  These witnesses argued that the risks associated with the consumption of raw milk, even certified raw milk, heavily outweighed any benefits from its consumption.  Heckler, 602 F.Supp at 1234.  : (1) whether the consumption of raw milk was a public health concern; and (2) if so, whether requiring pasteurization of all raw milk was the most reasonable course. See the Notice of Hearing at 49 Fed.Reg. 31066 (August 3, 1984).  The hearing resulted in a 330-page transcript, more than 300 comments, and totaled about 4,000 pages. 21 CFR Part 1240, (August 10, 1987) [Docket No. 81N-204C]; “Requirements Affecting Raw Milk for Human Consumption in Interstate Commerce.”
January 14, 1985
Public Citizen v. Heckler 602 F.Supp. 611 (D.C.C.1985) was decided.  The District Court judge held that the federal government had failed to promulgate a regulation to protect the public from the dangers of raw milk consumption, even though it had long ago become aware of the associated risk.  The Court ordered HHS to respond to the plaintiff’s petition asking for a ban on all raw milk and raw milk products.  The judge stated that HHS "has both the authority and the heavy responsibility to act to protect the nation's health in situations such as this one.” Id.   
January 29, 1985
The FDA urged the Secretary of HHS to require the pasteurization of all milk products in interstate commerce because such a requirement "is supported by the administrative record compiled as a result of the [October 1984] hearing.” Id., citing plaintiff’s exhibit N at p.2. 
March 15, 1985
The FDA denied a petition by the Public Citizen organization asking for a ban on the interstate sale of raw milk.  FDA maintained that it would not ban either interstate or intrastate sales of raw milk. Id.  Reasons given:
(1) most unpasteurized milk products marketed exclusively in intrastate commerce;
(2) most illnesses associated with unpasteurized milk products are caused by products that were sold in intrastate commerce;
(3) no reason to believe that unpasteurized milk marketed in interstate commerce represents a greater source of risk than unpasteurized milk marketed intrastate;
(4) FDA believed it lacked the legal authority to prohibit the intrastate marketing of unpasteurized milk;
(5) FDA believed that the problems created by unpasteurized milk were most appropriately dealt with at the state and local level; and
(6) banning certified raw milk from interstate commerce would, because interstate sales of that product constitute a very small proportion of all raw milk sales, have a minimal effect on the public health problem attributable to unpasteurized milk.
December 31, 1986
The District Court acted once more in the case of Public Citizen et al. v. Heckler, 653 F. Supp. 1229 (D.D.C. 1986) finding that raw milk products posed serious health risks to the public, particularly to vulnerable populations such as children, the elderly and pregnant women.  The Court held that the HHS and FDA’s denial of plaintiff’s request for a rule banning raw milk products was impermissibly capricious and arbitrary in light of evidence illuminating the objective dangerousness of raw milk products and found the fact that the government had known about these dangers for at least 12 years.  The Court ordered the FDA to propose a rule "banning the interstate sale of all raw milk and raw milk products, both certified and noncertified...” 653 F.Supp at 1242  Rather than remand the case, the judge ordered the federal government to issue a rule to protect the public from the perceived dangers of raw milk, noting that “these agencies essentially refused to promulgate a rule to protect the public health even though they possessed seemingly clear evidence about the risks associated with raw milk products.”  The Court pointed out that there are clear statutory mandates set forth in both the Food, Drug and Cosmetic Act and the Public Health Act to guide the judicial inquiry into whether the agency abused its discretion. Heckler, 653 F. Supp. 1236.
February 10, 1987
District Court of District of Columbia amends its Order in Public Citizen v. Heckler to require that the FDA and the HHS Secretary publish a proposed rule in the Federal Register banning the interstate sale of all raw milk and raw milk products, both certified and non-certified, and to complete all rulemaking proceedings within 90 days.
March 11, 1987
The District Court of the District of Columbia amended its Order in Public Citizen v. Heckler to give defendants (HHS and FDA) a total of 180 days from February 10, 1987 to promulgate a final rule regarding a ban on interstate sale of raw milk products.
June 18, 1987
The FDA proposes to ban interstate sale of all raw milk cheese. http://www.fda.gov/bbs/topics/ANSWERS/ANS00308.html
August 10, 1987
The FDA published a final regulation 21 CFR Part 1240.61 requiring pasteurization of all milk and milk products in final package form for direct human consumption.  This regulation addressed milk shipped in interstate commerce, and became effective September 9, 1987. 

1995
 Researchers in South Dakota conducted an influential study concluding that the E.Coli bacteria could sometimes survive the sixty-day aging period required for all raw milk cheeses, and that current regulations in place by the FDA did not adequately protect public health and safety. Christine J. Reitsman & David R. Henning, Escherichia coli 0157:H7 in Experimental Cheddar Cheese, 59 J. Food Prot. 460 (1995).   
1998
A trade group representing the large scale, industrialized American cheesemakers proposed that all U.S. cheese, fresh and aged, be defined by law as beginning with pasteurized milk. Corby Kummer, Atlantic Monthly, Craftsman Cheese, December 1, 2000.  2000 WLNR 5139723. 
October 1998 to September 2002
The FDA was advised by the National Advisory Committee on Microbiological Criteria for Food that it should review current regulations on raw milk cheese. Cimons, Marlene.  Cheese Lovers Poke Holes in Possible Rules on Aged Products; Thousands Oppose the FDA’s Tentative Steps to Study Whether Raw Milk Foods Pose Hazards.”  October 31, 2000.  In response, the FDA sponsored its own research, funded by President Clinton's food safety initiative. Government scientists at the National Center of Food Safety and Technology in Chicago studied samples of raw milk cheddar cheese injected with samples of E. coli to see if sixty days of aging was sufficient to neutralize the health threat.
Subsequent to FDA’s research, F.D.A., Three Year Research Plan: Project No. 13: Survival of Food Pathogens During the 60-Day Aging Period of Hard Cheeses Made from Unpasteurized Milk, available at http://vm.cfsan.fda.gov/~dms/3fs3re13.html.  See also Los Angeles Times October 31, 2000; Part A; Part 1; Page 5, for news coverage of the FDA study.     the South Dakota study was deemed not to be reliable, and the issue of the safety of raw milk cheese lost its priority status within FDA. Mark Bushnell, “The Cheese Has an Ally: UVM Researcher Fights Possible Ban on Unpasteurized Cheese by FDA”, Rutland Herald, Feb. 23, 2002, available at http://rutlandherald.nybor.com/Archive/Articles/42913
March 14, 2005
The FDA issued a health advisory as to soft cheeses made from raw milk, specifically identifying cheese from Mexico, Nicaragua and Honduras as being particularly worthy of concern, and stating that the agency has confirmed a tuberculosis infection in New York City resulting from the consumption of contaminated “queso fresco” style cheese. FDA Statement, March 2005, available at http://www.fda.gov/bbs/topics/news/2005/NEW01165.html
March-April 2005 
The FDA Office of Women’s Heath Update issues a public warning noting that some soft cheeses made with raw milk are a health risk, particularly to high-risk groups (i.e., pregnant women, infants, the elderly, and those with weakened immune systems). The warning states that the cheeses can cause infectious diseases including listeriosis, brucellosis, salmonellosis and tuberculosis.  The update specifically warns of Mexican queso-fresco style cheeses but ends by noting that raw milk cheese from any source presents a health risk. http://www.fda.gov/womens/update.html.  Office of Women’s Health, update dated March/April 2005

II.	The FDA Perspective on the Dangers of Raw Milk Cheese

	The United States produces more cheese than any other country, having produced over eight billion pounds of cheese in 2001 alone. Bilger, Burkhard.  “Raw Faith”  The New Yorker, August 19, 2002.  WLNR 10483855  The FDA is charged with regulating both the large scale, billion dollar cheese producers and the smallest artisinal enterprises, so long as their cheeses are sold in interstate commerce.  Large scale producers have argued that the FDA should require pasteurization of all milk used to make cheese. See E. Koohan Paik, Homogenized Planet: Standards in the Cheese Industry, World Watch, Mar./Apr. 2001.  See also International Dairy Association August 2004 letter to FDA: “…CFSAN resources are needed to support the regulatory enforcement and surveillance on high- risk foods, the review of current regulatory policies related to eliminating the production, sale and importation of unlawful raw milk cheese, and to target inspections of dairy product manufacturers that produce raw milk. IDFA supports work to develop Listeria guidance specifically for the dairy industry and welcomes the opportunity to work with FDA to provide industry assistance and view points on this matter.” http://www.fda.gov/ohrms/dockets/dailys/04/aug04/082304/98N-0359-emc00019-01.pdf
http://www.progress.org/2003/fold304.htm  Indeed a bright line rule such as this would be much easier to enforce, particularly given the high number of cheese producers. 12 Minn. J. Global Trade 461, 485 (Summer 2003).   But a rule requiring pasteurization would in effect result in the homogenization of cheese, and regional differences in the flavor of cheese produced by small artisinal enterprises would be lost.  The growing consumer demand for raw milk cheese is based in large part on these regionally specific flavors and qualities.  A pasteurization requirement would thus drive many small artisinal cheesemakers out of business, since their products would lose the distinctive flavors that make them valuable to consumers. Mark Bushnell, The Cheese Has an Ally: UVM Researcher Fights Possible Ban on Unpasteurized Cheese by FDA, Rutland Herald, Feb. 23, 2002, available at http://rutlandherald.nybor.com/Archive/Articles/42913 (quoting a Vermont cheese-maker as saying, "We are dependent on making and marketing a special product .... If that operation is regulated out of existence, then so is our business.").
	Whereas a pasteurization requirement makes sense in the case of quality control for large scale producers because it would be inefficient and impossible to check the facilities of every dairy contributing milk to a cheese manufacturer, the same concerns are not present in the case of small farms making raw milk cheeses.  Unlike mass producers, these small producers have no realistic opportunity to capture large, nationally significant market shares; their local sales, based on their reputation in the community, are the cornerstone of their success.  That said, these small dairies have every incentive to ensure the sanitation and hygiene of their operation.  However, the FDA is not likely to adopt a policy that allows small artisinal cheesemakers to self-police.  The agency is widely known to have a “no tolerance policy” when it comes to ensuring the safety of the nation’s food supply. Bilger, supra.   
	Raw milk cheese contains living organisms, which, if not neutralized or killed during aging or pasteurization, can cause illness and possibly death if ingested.  
The raw milk in many artisinal cheeses, unlike the pasteurized milk used by Kraft or Borden, is alive with billions of bacteria. These cultures transform the cheese as it ages, breaking down fats and proteins and giving off esters and other compounds that are the building blocks of flavor and aroma. Of course, bacteria can have less salubrious effects, too: well into the last century, raw milk was a prime breeding ground for tuberculosis and typhoid. Bilger, supra.

To understand the basis for the FDA’s concern regarding the dangers of raw milk cheese, consider the following description of the cheese-making process used by a nun who specializes in raw milk cheese, a fairly typical example of the process:
[The cheese is made in a wooden] sawed-off whiskey barrel...Built from a few oak boards bound by a crude iron hoop, the barrel violates any number of food-safety principles and F.D.A. regulations, but [the] local dairy inspector has learned to let it slide. It's more than a matter of tradition, Noella says; it's a triumph of rustic microbiology… Earlier that morning, before Mass, two sisters had filled the barrel with fresh milk-still warm from the cows and butter-yellow from the spring grasses they had eaten. A few millilitres of rennet had gone in, and its enzymes, distilled from the lining of a calf's fourth stomach, had done their work: the milk's proteins, once as long and loose as a skein of wool, were knitted into an elegant matrix, riddled with pockets of watery whey…I reached down and fished out a hunk of curd. At this stage, it tasted as bland as poached egg white. But beneath the surface bacteria were furiously consuming lactose and converting it into lactic acid. As the pH plummeted, the acid would fend off E. coli and other pathogens that can't tolerate an acid environment.  Most cheesemakers-even artisinal ones-add commercial cultures to their milk, just to help the process along. But Noella relies only on what's already in the barrel.  Like everyone at the abbey, she starts out with next to nothing and builds a rich existence from it. Id.

Given the apparent knowledge and high level of care required to ensure that dangerous levels of microorganisms do not remain in raw milk cheese in its final form, the FDA is rightly concerned about the possibility that dangerous cheese may find its way to consumers.
Notwithstanding the agency’s “no tolerance” approach to problems of food safety, the FDA has given indications that it recognizes the arguments raised by artisinal cheesemakers that raw milk cheese has cultural or historical significance that might militate in favor of regulations stopping short of an outright ban.  For example, when the FDA was conducting its own independent research into the effectiveness of sixty day aging as a way of killing harmful bacteria, an FDA policy analyst said the agency would consider implementing regulatory options short of requiring pasteurization (i.e., an outright ban on raw milk cheese). These comments were made by Jack Mowbray, a policy analyst in the FDA’s division of food safety, and were quoted in the Los Angeles Times, October 31, 2000, in an article by Marlene Cimons entitled “Cheese Lovers Poke Holes in Possible Rules on Aged Products.”  One possibility would be sub-pasteurization, which refers to the process of heating the milk particles to lower temperatures than are used in the regular pasteurization process. Id.  Another option that FDA officials considered was to mandate particular methods of care for animals used in milking, in an attempt to diminish the amount of pathogens in the raw milk. Id. “There may be ways to keep pathogens out of the raw milk, through special care of farm animals.” Statement by Jack Mowbray.  
Artisinal cheeses are just one end of the spectrum of FDA concern with raw milk products.  The government agency has also expressed particular concern with so-called bathtub cheeses So-called because it is made in bathtubs.  “County Issues Illegal Cheese Warning.” July 15, 2004. http://www.nctimes.com/articles/2004/07/16/news/top_stories/18_51_467_15_04.txt popular among Hispanic populations in California, New York, and other states with large Hispanic enclaves. FDA Statement, March 2005, available at http://www.fda.gov/bbs/topics/news/2005/NEW01165.html, and http://www.fda.gov/womens/update.html.  Office of Women’s Health, update dated March/April 2005.  Both these statement on the FDA website specifically identify “queso-fresco” style cheeses that are popular in Hispanic communities and that tend to be imported from Latin America as being particularly dangerous to human health.  See also local news coverage regarding the health risks associated with bathtub cheese: http://www.sdcounty.ca.gov/deh/fhd/pdf/cheese1.pdf (San Diego County press release dated February. 2005 warning county residents of the dangers of raw milk cheese, noting that vendors are targeting Latino consumers).   http://www.nctimes.com/articles/2004/07/16/news/top_stories/18_51_467_15_04.txt, and http://www.salmonellablog.com/Archives/000891.html.  http://www.mercurynews.com/mld/mercurynews/2993940.htm?template=contentModules/printstory.jsp   These cheese present particular concerns of listeria and tuberculosis infections; the FDA’s most recent warning statements, available on their website in both English and Spanish, warn of the dangers of homemade “queso fresco” style cheeses.  In areas such as San Diego, which is home to a large Hispanic community, city officials have issued similar warnings to residents, advising them to purchase their cheese only from supermarkets, not from private individuals selling it from their trucks, from flea markets or from door to door salesmen. http://www.sdcounty.ca.gov/deh/fhd/pdf/cheese1.pdf (San Diego County press release dated February. 2005 warning county residents of the dangers of raw milk cheese, noting that vendors are targeting Latino consumers).   
	With both types of cheeses, the FDA is concerned primarily with dangerous levels of bacteria in the cheeses, particularly campylobacter, escherichia, listeria, salmonella, yersinia, and brucella. “Got Milk? Make Sure It’s Pasteurized.” FDA & You: News for Educators And Students, Winter 2005, available at http://www.fda.gov/cdrh/fdaandyou/issue05.pdf.    The agency warns that listeria monocytogenes can cause miscarriage, fetal death, or the illness or death of a newborn, and that escherichia coli (e-coli) infection can cause kidney failure and even death. Id.  The FDA maintains that pasteurization can help to prevent are tuberculosis, diphtheria, polio, salmonellosis, strep throat, scarlet fever, and typhoid fever. Id.  And for an excellent summarization of the various dangerous bacteria that can be found in raw milk, see “Health Risks of Drinking Raw (Unpasteurized) Milk” by San Diego State University researcher Kelly Namminga, available at http://extfcs.sdstate.edu/foodsafety/new%20fs%20website/Producer%20Publications/Milk.htm.    Raw milk can become contaminated from pathogens which are normally shed by milk-producing animals, or by coming into contact with unclean surfaces: 
…pathogens that are shed from animals aren’t the only means of contamination, says Tom Szalkucki, assistant director of the Wisconsin Center for Dairy Research at the University of Wisconsin-Madison.  Cows can pick up pathogens from the environment just by lying down – giving germs the opportunity to collect on the udder.  “Think about how many times a cow lays down in a field or the barn,” says Szalkucki.  “Even if the barn is cleaned thoroughly and regularly, it’s not steamed.  Contamination can take place because it’s not a sterile environment.” “Got Milk? Make Sure It’s Pasteurized.”  FDA & You: News for Educators and Students, Winter 2005, available at http://www.fda.gov/cdrh/fdaandyou/issue05.pdf.   

  Though at present the FDA appears satisfied that its 60-day aging requirement is sufficient to prevent serious bacterial infections leading to illness, should the agency once again become concerned that raw milk cheese presents an untenable health risk, the law may be changed so as to ban the use of raw milk in any cheese manufacture. 2002 Food Institute Report, 2002 WLNR 10483855.  The report notes that if the FDA bans interstate commerce in all raw milk cheese regardless of aging, international trade would be affected.  Because the FDA at present does not appear poised to ban the raw milk cheeses that have been sufficiently aged, this paper does not discuss the international trade implications of such a ban.  For an excellent review of the issues that such a ban would raise, see “Raw Deal: Trade Implications of the U.S. Food and Drug Administration’s Pending Review of Unpasteurized Cheeses,” by Martha Ingram, 12 Minn. J. Global Trade 461 (Summer 2003).  See also Mellgren, James “Specialty Cheese Series I – White Heat: Raw Milk vs. Pasteurization.” 1 March 2005. (stating that for the time being a ban on raw milk cheese appears unlikely).  Available at http://www.gourmetretailer.com/gourmetretailer/magazine/article_display.jsp?vnu_content_id=1000827757.   

III.		Pushing Back: The Choice Movement

	The FDA maintains that drinking raw milk or eating cheese made from raw milk is “like playing Russian roulette with your health,” Statement by John Sheehan, director of the FDA’s Division of Dairy and Egg Safety, quoted in FDA & You: News for Health Educators and Students, Winter 2005, Issue 5, page 1.   and that pasteurization does not significantly change the flavor of cheese. Id.  But consumers and producers of raw milk cheeses could not disagree more.  “Cheese lovers and food snobs the world over vow that the taste of pasteurized processed cheeses simply cannot compare to that of cheeses made from raw (unpasteurized) milk.” Marlene Cimons, Cheese Lovers Poke Holes in Possible Rules on Aged Products, L.A. Times, Oct. 31, 2000, at A5, cited in Raw Deal: Trade Implications of the U.S. Food and Drug Administration’s Pending Review of Unpasteurized Cheeses,” by Martha Ingram, 12 Minn. J. Global Trade 461 (Summer 2003).  The flavors of various types of artisinal raw milk cheeses are considered unique to particular regions.  Pasteurization, it is contended, would destroy prized local variations in taste and flavor, resulting in a homogenized product. According to one of the past presidents of the American Cheese Society, raw milk cheese “brings you a sense of what winemakers call terroir, which means a ‘sense of place,’ of the land…If you were forced to pasteurize, you’re going to lose that flavor that tells you where the cheese comes from.” Quoted in Marlene Cimons article, “Cheese Lovers Poke Holes in Possible Rules on Aged Products,” Los Angeles Times, October 21, 2000.  
	A veritable opposition movement has emerged in response to the threat that the government might institute a ban on raw milk cheese.  Following the FDA’s announcement it was considering a ban on all raw milk cheese, notwithstanding any aging, the Cheese of Choice Coalition was formed. Mellgren, James.  “Specialty Cheese Series I: White Heat: Pasteurization vs Raw Milk Cheese.”  March 1, 2005.  Available at http://www.gourmetretailer.com/gourmetretailer/magazine/article_display.jsp?vnu_content_id=1000827757   This coalition is organized by the Oldways Preservation & Exchange Trust, Oldways is a nonprofit "food issues think tank" that combines science, a strong social conscience, and commitment to culinary excellence in its efforts to impact government policy relating to food, food executives, and individual consumers.  See their webpage at http://www.oldwayspt.org/about/about.html.   the Cheese Importers Association of America, and the American Cheese Society.  The Coalition espouses three guiding principles:
(1) Support safe hygiene in cheese-making through procedures…which are established and monitored by national governments.
(2) Encourage all efforts to promote artisinal, farmstead, traditional and other locally-made cheeses crafted by skilled cheesemakers.
(3) Oppose all efforts to require mandatory pasteurization of milks used in cheese making.  Cheeses have been made from fresh unpasteurized milks for all of recorded human history, and there are no scientific reasons or health needs to compel the sacrifice of these cheese[s] on the altars of mass production and worldwide standardization. Cheese of Choice Coalition website, http://www.oldwayspt.org/ed_init/coc/cheeseofchoice.html. 

The Coalition has a broad membership, which includes not only private individuals and small cheese makers but also Whole Foods Markets See the Whole Foods Market web page regarding raw milk cheese at http://www.wholefoodsmarket.com/winecheese/che_questions.htm, in which Whole Foods asserts that while it follows the law and does not sell raw milk cheeses unless they have been aged at least sixty days, “There has never been a documented death caused by raw milk cheese in the history of cheese.”   , Fairway Market in New York City, Steve Jenkins (author of The Cheese Primer), Neal’s Yard Dairy, the Parmigiana Reggiano Consortium (an organization that exports all Parmigiana Reggiano to the United States), the general manager of Dean & DeLuca New York City, and food columnist Corby Kummer. Cimons, Marlene.  “Cheese Lovers Poke Holes in Possible Rules on Aged Products.”  Los Angeles Times, October 31, 2000.  Part a; Part 1. Page 5. National Desk.  Thus although at present a ban on all raw milk cheese appears unlikely, at least in the imminent future, the formation of the Cheese for Choice Coalition is testament to profound commitment of cheese enthusiasts to protect what they consider to be not merely a food product, but an important cultural tradition and a connection to the earth.  The Founder and President of Oldways Preservation & Exchange Trust observed that raw milk cheeses “have been with us for thousands of years.  They are like great literature and dance and architecture – and every bit as worth fighting for.” Id., quoting K. Dun Gifford. See also the article “Milk and Cheese in the Diet,” appearing on the igourmet website, available at http://www.karlloren.com/diet/milk/p9htm, stating that “Cheese has been made with raw milk for 3000 years. It sustained our ancestors and shaped our Western diet.” 
	One of the principle arguments levied by advocates of raw milk cheeses is that consumers ought to be permitted to choose for themselves whether, in light of available information, the cheese is safe enough to eat.  Consumers are regularly given this choice with other raw foods, such as oysters and sushi. Foldvary, Fred. E., senior editor, The Progress Report.  “Liberty Cheese – Banned in the USA!” Available at http://www.progress.org/2003/fold304.htm. See also   Cheese enthusiasts accuse the government of “trying to turn us into a nation of Velveeta eaters,” and FDA policymakers, on the other hand, counter that “our business is not to limit consumer choice but to protect the public health.  We would rather prevent an outbreak [of disease] from occurring than respond to one after the fact.” Id.   The argument that consumers ought to be entrusted with the choice of what to eat has some initial appeal.  If such were the case, eventually consumers would “come to trust certain farmsteads, whether their cheeses are aged or not, and when in doubt choose pasteurized cheese.” Bilger, Burkhart.  “Raw Faith: The Nun and the Cheese Underground.” New Yorker, August 19, 2002, p.157.  But the issue is deceptive.  If consumers were left to their own devices in deciphering the safety of raw milk cheeses, certainly it could be assumed that more producers would enter this un-regulated market.  If FDA policymakers tried to carve out a limited exception to the aging requirement applicable only to artisinal cheesemakers, there would likely be debate over what types of cheesemakers could qualify and the FDA would have to define the term “artisinal.”  Query whether the makers of the queso fresco style cheese, of the types that have been the subject of the most recent FDA warnings, and which are consumed almost exclusively in Hispanic communities, could ever qualify for a hypothetical artisinal exemption from pasteurization or a 60-day aging requirement, or whether the exemption would apply only to the more high end cheeses favored by so-called “food snobs.”  The problem with labeling a cheese “artisinal” and invoking a historical tradition is that many cheesemakers who manufacture a cheese that has a cultural appeal or that is associated with a specific territory can claim to be engaged in an artisinal enterprise.  Thus it remains much simpler for the FDA to promulgate simple rules such as the ones in place today: cheese must be made from pasteurized milk and if not, the cheese must be aged for sixty days at 35 degrees Fahrenheit.  The point is that just as artisinal cheese makers in Vermont for example have likely been making raw milk cheese for generations, so too have Hispanic cheesemakers been making their queso fresco “bathtub cheeses.”  If the FDA considers lifting the 60-day aging requirement, how will the agency distinguish which cheesemakers’ cultural tradition is worth protecting and which cheesemakers will be subject to further regulation or prohibition?   
	In addition to consumer choice, the following arguments have also been used by raw milk cheese enthusiasts in an effort to prevent further government regulation: the fact that other foods also contain harmful microorganisms and are not subject to federal regulation, that the studies upon which the government relies are faulty, that raw milk offers nutritional benefits not present in pasteurized form, that the taste of raw milk is superior to that of pasteurized milk, and that improperly pasteurized milk is a far greater concern than raw milk. For more discussion of these arguments, see Public Citizen v. Heckler, supra, at 1234.    
	At least for the time being, it does not appear that the FDA will take the drastic step of banning all raw milk cheeses.  With the sixty-day aging requirements in place and recent scientific studies suggesting that current regulations are in fact adequate to protect public health, the FDA at present appears more concerned with tuberculosis and listeria outbreaks associated with the bathtub cheeses in San Diego and New York City than with scouring Dean and DeLuca to find illegal French Camembert.  But some raw milk cheese consumers remain unsatisfied with the legally permissible selections of raw milk cheese and seek to find ways of procuring illicit cheeses notwithstanding current regulations.  Mont d’Or cheese, for example, cannot be sold in the United States because by the time it has aged the requisite sixty days, “it has dissolved into a puddle.” Bilger, supra.  Thus a black market in raw cheeses has emerged in the United States.  The issue of procuring illegal cheeses has come to be characterized with a sort of comic irreverence, perhaps because of the image of sophisticated, well-heeled urbanites meeting in back alleys to engage in illicit transactions, not for drugs but for cheese.  And increasingly, the ability to acquire illegal cheeses has become part of mainstream cultural commentary:
The existence of a raw-milk underground has long been an open secret to certain epicures.  The oozing Pont l’Eveque or Livarot, sold with a nudge and a wink at gourmet cheese shops; the reeking Epoisses, triple-wrapped and stashed in a Prada bag on the way through customs – these are emblems of devil-may-care sophistication nearly as cliched as the flask of hooch in a Southern judge’s chambers….[for example] at Murray’s Cheese shop, in Greenwich Village, a raw-milk Camembert was perched on a mound of its pasteurized cousins, with a small sign stuck into it: “Get this before the F.D.A. does.” Id. 

The premiere issue of a new food magazine, for example, carried a cover story entitled, “97 Great Illegal Cheeses,” By Brendan Vaughan, Chow Magazine,  telling consumers how and where to obtain banned cheeses. A simple internet search reveals that raw milk cheeses may be illegal, but not unavailable. See, e.g., McLaughlin, Katy “Psst, Wanna Score Some Cheese?” Wall Street Journal, 13 Jun 2003, available at http://www.siliconvalley.com/mld/cctimes/business/6080262.htm.      The fromages.com website, for example, will ship raw milk cheeses around the world, and gives only a gentle suggestion, not a requirement, that US visitors use a special portion of its website set up for US customers.  To be clear, however, the law as written is aimed at preventing the sale of adulterated cheeses; it remains legal for consumers to buy these cheeses. McLaughlin, supra.    

Conclusion
The history and current state of FDA regulation of raw milk cheese is a long and elaborate subject.  On one side of the issue is the government’s duty to safeguard the nation’s food supply and to protect consumers, even (or particularly) those who do not want such protection and who believe they know best.  On the other side are enthusiasts of raw milk cheese, including cheese makers whose entire livelihoods rest on the continuing legality of their product.  There is a juxtaposition of a historical and cultural tradition, indeed a very identity with the notion of a contemporary era characterized by mass produced cheeses found in every large chain grocery in America.  The fight over raw milk cheese can be cast in several dialectics: safety vs. choice, technology vs. tradition, big business vs. small business, government vs. the people.  Where this debate is likely to go depends in large part on chance.  For though at present the law appears relatively stable, the FDA may be one health scare away from taking more drastic measures with regard to raw milk cheeses.  What is apparent is that the agency does not appear likely to relax its regulations anytime soon.  

