NCA REGULATORY AND LEGISLATIVE UPDATE

JULY 1, 2003 — DECEMBER 31, 2003
FDA

FOOD LABELING

· The Food and Drug Administration (FDA) issued a final rule on nutrition labeling of trans fatty acids (trans fat).  The final rule provides that the nutrition label of conventional foods and dietary supplements must declare the amount of trans fat in the product on a separate line immediately under the declaration for saturated fat.  The declaration of trans fat is not required for products that contain less than 0.5 g of total fat per serving unless claims are made about fat, fatty acid, or cholesterol content.  Several aspects of the November 17, 1999, proposed rule were omitted in the final rule, including proposed nutrient content claims of “trans fat free” and “reduced trans fat” as well as the proposed requirement that labels include a footnote stating: “Intake of trans fat should be as low as possible.”  
· Final rule published in the Federal Register on July 11, 2003.  

· The rule will become effective January 1, 2006.  

· FDA published an advance notice of proposed rulemaking (ANPR) seeking comments and data regarding nutrient content claims, health claims, and a possible footnote or other disclosure statement regarding trans fat and other cholesterol-raising lipids.  Subsequently, FDA published a notice regarding a planned consumer research study of possible footnotes and cueing schemes to help consumers understand quantitative trans fat information in the Nutrition Facts panel.
· ANPR published in the Federal Register on July 11, 2003.
· Notice of consumer study published in Federal Register on November 10, 2003.
· FDA announced that it is considering developing a combined Daily Value for saturated fat and trans fat, and requiring a combined percent Daily Value (%DV) declaration for saturated fat and trans fat in Nutrition Facts.  This announcement was made in response to a report by the Institute of Medicine (IOM) recommending that FDA establish a combined Daily Value for these two nutrients (see below).

· FDA published a notice in the Federal Register announcing its intention to exercise its enforcement discretion with regard to two new qualified health claims for nuts.  The agency determined that there is a sufficient basis for qualified health claims about peanuts and several kinds of tree nuts—almonds, hazelnuts, pecans, pistachio nuts, and walnuts—and a reduced risk of heart disease.  Because nuts typically exceed the total fat disqualifying level for health claims, the notice provides that an appropriate disclaimer statement (e.g., “See nutrition information for fat content”) must follow any such claim.
· Notice published in the Federal Register on July 14, 2003.
· FDA announced its authorization of a dietary guidance statement for fruits and vegetables.  In cooperation with the National Cancer Institute (NCI), the agency offered a dietary guidance statement for consumers: “Diets rich in fruits and vegetables may reduce the risk of some types of cancer and other chronic diseases.” FDA is encouraging the produce industry to use the statement with all varieties of fruits and vegetables in conjunction with NCI’s 5 A Day for Better Health Program.
· FDA announced the withdrawal of the required label warning statement regarding olestra.  Pursuant to a 1996 final rule, products containing olestra were required to display a label statement that the fat substitute may cause abdominal cramping and loose stools in some individuals, as well as a disclosure statement explaining the presence of added vitamins A, D, E, and K.  Based upon its review of post-market studies and adverse event reports, FDA determined that the claimed side effects were infrequent and mild, and that the statements were actually more confusing than helpful.
· FDA amended its regulations to authorize a health claim on the relationship between soluble dietary fiber from certain foods and reduced risk of coronary heart disease (CHD).  Accordingly, foods containing oat bran or whole oat flour, also known as oatrim, are eligible to bear the health claim on soluble fiber and CHD found in 21 C.F.R. § 101.81.

· Final rule published in the Federal Register on July 28, 2003.

· The rule, which adopts without change the provisions of an October 2002 interim final rule, became effective immediately.

· On July 10, 2003, FDA announced the availability of guidance document setting forth interim procedures for qualified health claims in the labeling of conventional human foods and dietary supplements.  The guidance arose from the report of FDA’s Task Force on Consumer Health Information for Better Nutrition, part of FDA’s Consumer Health Information for Better Nutrition Initiative.  The interim procedures permit foods and supplements to bear pre-approved claims, even where those claims are supported by a quantum of evidence that is less than “significant scientific agreement.” The procedures guidance has been applied to all qualified health claim petitions submitted after September 1, 2003.
· On a related note, two consumer groups, the Center for Science in the Public Interest and Public Citizen, filed suit against FDA challenging the agency’s guidance document.  The complaint alleges that the agency violated the Nutrition Labeling and Education Act of 1990 (NLEA) by allowing qualified health claims that do not meet the NLEA standard of “significant scientific agreement” as well as by allowing qualified health claims without notice-and-comment rulemaking.  That case is pending in the U.S. District Court for the District of Columbia.
· FDA published an advance notice of proposed rulemaking (ANPR) requesting comments on possible alternatives for regulating “qualified health claims” for conventional foods and dietary supplements. A qualified health claim is a labeling statement characterizing the relationship of a dietary substance to a disease or health-related condition that is accompanied by any qualifying disclosure or disclaimer necessary to keep the statement from being misleading. This ANPR is another outgrowth of FDA’s Task Force on Consumer Health Information for Better Nutrition, which was charged with facilitating consumer access to accurate, scientifically based nutrition and health information on conventional food and dietary supplement labels to assist in making informed purchasing decisions.
· ANPR published in the Federal Register on November 25, 2003.
· Comments must be submitted to FDA by January 26, 2004.
· FDA has received a petition from the Grocery Manufacturers of America (GMA) requesting that the agency permit certain nutrient content claims for total carbohydrate content (e.g., “low carb,” “good source of carbs”).  We understand that FDA has received at least one other petition requesting that the agency authorize carbohydrate content claims.  FDA is expected to initiate a rulemaking in the near future.  
· An FDA official has stated that the agency is in basic agreement with FSIS’ Statement of Interim Policy on Carbohydrate Labeling Statements (see below). 

FOOD SAFETY/FOOD SECURITY

· FDA issued an interim final rule requiring that facilities that manufacture/process, pack, or hold food intended for human or animal consumption in the United States must register with the agency, unless exempt.  The interim final rule affects most U.S. and foreign entities and applies to covered facilities, rather than companies.  “Food” is defined broadly to include all human and animal food regulated by FDA, including food ingredients, food additives, dietary supplements, fresh produce, and commodities that are reasonably expected to be directed to a food use (e.g., gelatin, non-food grade vegetable oils). In a change from the proposal, the interim final rule definition of food does not include food contact substances such as food packaging that are not intended to have any technical effect in the food.  FDA will reopen the comment period in March 2004 and then issue final regulations.

· Interim final rule published in the Federal Register on October 10, 2003.

· Regulation became effective December 12, 2003.

· FDA issued an interim final rule requiring prior notice of imported foods. The interim final rule defines “food” broadly, using the same definition as the registration interim final rule discussed above.  Prior notice may be submitted using either the Bureau of Customs and Border Protection’s (CBP) Automated Commercial System (ACS) or a new FDA Prior Notice System Interface.  In March 2004, the agency will reopen the comment period for an additional 30 days and then issue final regulations.  FDA has issued a Compliance Policy Guide stating that, during the first three months of implementation (i.e., until March 13, 2004), it will not refuse admission to imported foods that have no or inadequate prior notice unless there is credible evidence the food poses a hazard. 

· Interim final rule published in the Federal Register on October 10, 2003.

· Regulation became effective December 12, 2003.

· Stricter enforcement to begin March 13, 2004.

· FDA announced a delay in the issuance of final rules on recordkeeping and administrative detention, the last two major rulemakings implementing the Bioterrorism Act.  FDA plans to issue these final rules by the end of March 2004.

· FDA announced that it will publish a proposed rule defining the term “serious adverse health consequences.”  This standard is used in the Bioterrorism Act and FDA regulations implementing the Bioterrorism Act.

· President Bush’s budget proposal for fiscal year 2005 includes increased funding for food security, including increased funding for FDA inspections of imported foods and domestic food facilities. 

· In response to a petition from the Center for Science in the Public Interest requesting that FDA set interim acceptable levels for acrylamide in foods, FDA sent a letter to the consumer group in November 2003 stating that it has not reached any decision on its petition yet.

· FDA published a draft guidance document on the agency’s planned “channels of trade” policy for commodities containing residues of pesticides for which the tolerance has been revoked, suspended, or modified. 

MISCELLANEOUS

· FDA held a public meeting on obesity on October 23, 2003. The purpose of the meeting was to discuss FDA’s role and responsibilities in addressing the public health problem of obesity.  The meeting focused on promoting better consumer dietary and lifestyle choices.  FDA requested stakeholder views on the best way to build a framework for messages about reducing obesity and achieving better nutrition.  The meeting introduced FDA’s Obesity Working Group, which is charged with the task of preparing a report and action plan by February 12, 2004. 
· FDA announced the approval by the Association of Official Analytical Chemists International (AOAC) of several test kit methods for the detection of peanut proteins in various food products. The approval is the result of a joint review and evaluation of the test kit methods by FDA and AOAC. The test kits, which were approved as official "Performance Tested Methods" by the AOAC, are intended to serve as a quick and reliable method for the food industry to detect the presence of peanuts in breakfast cereal, cookies, ice cream, and milk chocolate that are not labeled as containing peanuts.  Importantly, the kits should help companies with limited laboratory resources to rapidly determine whether their products have been cross-contaminated with peanut proteins and better prevent such products from reaching consumers. 
· Joseph Levitt, Director of FDA’s Center for Food Safety and Applied Nutrition (CFSAN), retired from FDA and was replaced by Dr. Robert Brackett, a microbiologist.
OTHER AGENCIES

· The Dietary Guidelines Advisory Committee of the Department of Health and Human Services (HHS) and the Department of Agriculture (USDA) met in Washington, D.C. September 23-24, 2003, and again January 28-29, 2004, to review the 2000 edition of Nutrition and Your Health: Dietary Guidelines for Americans, as well as to advise the agencies whether current scientific and medical knowledge warrants revisions to the guidelines.  

· The Committee is scheduled to meet in March 2004 to prepare a draft report.  

· The Committee is expected to deliver its final report to USDA and HHS by June 30, 2004. 

· The new Dietary Guidelines will be released by 2005.

· USDA began the first phase of its reassessment of the Food Guide Pyramid with a proposal that establishes calorie recommendations based on age, sex, and activity level.  The Pyramid, which has not been updated since its debut in 1992, will be revised to include any changes made by the 2005 Dietary Guidelines committee.  USDA’s Center for Nutrition and Policy Promotion will be working in tandem with the Dietary Guidelines committee.  The proposed changes include updated nutrient requirements from the Institute of Medicine’s Dietary Reference Intake.  

· USDA’s Agricultural Marketing Service (AMS) published a proposed rule to implement a mandatory country-of-origin labeling (COOL) program at retail for peanuts, fruit and vegetable products, and meat and poultry.  The proposed rule excludes from coverage products that are composed of several covered commodities (such as fruit cups or salad mixes) as well as “processed food products.”  The proposal defines “processed food products” in a manner that would expand the scope of products subject to labeling.  However, the exclusion of combination products would preclude the need for COOL of such products as candy bars containing peanuts.  Based upon the moratorium on COOL reached in November 2003 (see below), it is unclear how AMS will proceed with this rulemaking.

· Proposed rule published in Federal Register on October 30, 2003.

· The U.S. Department of Agriculture’s (USDA) Food Safety and Inspection Service (FSIS) issued a Statement of Interim Policy on Carbohydrate Labeling Statements, relaxing its absolute ban on carb claims.  Under the new policy, FSIS will permit the following statements in labeling of meat and poultry products:

· Use of terms such as “low carb,” provided they refer to a diet or lifestyle (not a particular food) and are truthful and not misleading; 

· Use of terms such as “carb conscious” or “carb wise” that do not expressly state or imply a specific level of carbohydrates; and

· Use of terms such as “net carbs,” “effective carbs,” and “net impact carbs,” provided they are truthful and not misleading.  To avoid being misleading, such terms must be accompanied by statements explaining the meaning of the terms and how amounts have been calculated.  

· In December 2003, USDA announced the discovery of the first confirmed case of bovine spongiform encephalopathy (BSE) in a U.S. cow.  It was later learned that the “index cow” had been imported from Canada.  USDA instituted a number of new preventive measures in response to the discovery.  In addition, FDA has announced that it intends to issue two interim final rules, one of which will ban certain bovine materials from human food (including dietary supplements). 

· USDA’s Animal and Plant Health Inspection Service (APHIS) issued an interim final rule requiring that plants genetically engineered to produce industrial compounds may be introduced only with a permit.

· Interim final rule published in Federal Register on August 6, 2003.

· Regulation effective from August 6, 2003 until December 31, 2004.

· The Federal Trade Commission (FTC) published a study of slotting fees entitled “Slotting Allowances in the Retail Grocery Industry: Selected Case Studies in Five Product Categories.”

· The FTC launched an initiative on obesity and began meeting with interested parties.  It is not clear what actions, if any, the agency intends to take regarding obesity.

· President Bush issued an executive order directing relevant federal departments and agencies to develop a national food security plan to protect the U.S. agriculture and food systems in the event of a bioterrorist attack, major disease outbreak, or other disaster.

· The National Academy of Sciences’ Institute of Medicine (IOM) issued a report entitled “Dietary Reference Intakes: Guiding Principles for Nutrition Labeling and Fortification,” in which the IOM recommended that FDA establish a combined Daily Value for saturated fat and trans fat and require a combine %DV declaration for saturated fat and trans fat in Nutrition Facts.  The report also recommended that all the Daily Values used in the Nutrition Facts panel be updated to reflect the new Dietary Reference Intakes (DRIs) set by the IOM.  Finally, the report offers six guiding principles that should govern discretionary fortification of foods.  

· California’s Office of Environmental Health Hazard Assessment (OEHHA) issued a proposed work plan regarding how it intends to address acrylamide in foods.  The proposed work plan indicates that California intends to require warning statements for some foods containing acrylamide.  California has already listed acrylamide as a known carcinogen under Proposition 65, but has not yet required that foods containing acrylamide bear a Prop 65 warning. 

LEGISLATION

· Congressional negotiators agreed to a two-year moratorium for most products subject to the 2002 Farm Bill’s country-of-origin labeling (COOL) requirements.  The House Conference Committee agreed to extend the implementation date to September 30, 2006, for all products except wild-caught fish, which will be subject to COOL labeling requirements in September 2004.  The Senate was scheduled to begin debate on this bill on January 20, 2004.
· The Senate Health, Education, Labor, and Pensions Committee has ordered reported a bill entitled the “Food Allergen Labeling and Consumer Protection Act of 2003” (Title II of S. 741).  The bill contains amendments to the Federal Food, Drug, and Cosmetic Act that would require “plain language” labeling of major food allergens.  The bill defines “major food allergens” to include (a) milk, egg, fish, Crustacean shellfish, tree nuts, wheat, peanuts, and soybeans; and (b) a proteinaceous substance derived from any of the above foods unless FDA otherwise determines.  The bill also provides petition and notification procedures by which manufacturers may demonstrate that a food does not contain allergenic proteins.  The bill has bipartisan support and is expected to move quickly through the Senate.  A similar bill introduced by Rep. Nita Lowey (D-NY) has been referred to the House Subcommittee on Health.

· Rep. Honda (D-CA) introduced the Food Choking Prevention Act of 2003 (H.R. 2773), a bill which would direct FDA to create an Office of Choking Hazard Evaluation with the authority to order mandatory recalls and require label statements on foods that pose a choking hazard. 

FOREIGN GOVERNMENTS AND INTERNATIONAL ORGANIZATIONS

· In August, the Australian and New Zealand Ministerial Council ordered a comprehensive review of the labeling of genetically modified food.  Food Standards Australia New Zealand will review proposed and existing GM food labeling legislation and regulations internationally and compare them withAustralian and New Zealand regulations and consumer attitudes.

· The World Health Organization (WHO) released a draft of its global diet strategy.  The strategy is based upon a controversial report issued by WHO last April that recommended a restricted intake of added sugars.  The draft WHO document recommends to its member states national strategies that are intended to promote healthy diets and regular physical activity, noting the global increase of chronic non-communicable diseases.  The WHO report also recommends that companies limit the amount of fats in products, provide adequate product and nutrition information, and adhere to responsible marketing practices that support the diet strategy. The document will be presented to the World Health Assembly in May.

· The Codex Committee on Food Import and Export Inspection and Certification Systems decided to continue its work on traceability/product tracing.  The secretariat was directed to prepare a preliminary set of principles that will be the basis for future discussions on the topic.  The United States Codex delegation continues to make the case for traceability only in situations involving public health and safety.  However, as the European Union’s (EU) new biotech labeling law is based upon mandatory traceability rules, it remains to be seen how expansive the principles will be.

· In October, the European Union finalized its rules on labeling and traceability of food products. Pursuant to the new law, products containing 0.9% or more of transgenic materials must be labeled.  The legislation was adopted at a council meeting in September and became effective 20 days later.  The food industry has six months to comply with the new rules.  In spite of the new law, the EU has not yet lifted the five-year moratorium on new biotech product approvals. The formal World Trade Organization complaint filed by United States, Argentina and Canada because of the moratorium is still pending.

· The EU’s high court has ruled that individual member states may temporarily ban genetically engineered foods based on a suspected threat to public health or the environment.

