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STATE BOARD OF HEALTH

REGISTRAR’S NOTICE: Due to its length, the proposed regulation filed by the State Board of Health is not being published. However, in accordance with § 9‑6.14:22 of the Code of Virginia, the summary is being published in lieu of the full text. The full text of the regulation is available for public inspection at the office of the Registrar of Regulations and at the Department of Health, Main Street Station, 1500 East Main Street, Richmond, VA 23219, and is accessible at http://legis.state.va.us/codecomm/register/vol17/vol17.htm.

Title of Regulation: 12 VAC 5-420-10 et seq.  Rules and Regulations Governing Restaurants (REPEALING).

Title of Regulation: 12 VAC 5-421-10 et seq.  Regulations Governing Restaurants.

Statutory Authority:  §§ 35.1-11 and 35.1-14 of the Code of Virginia.
Public Hearing Date:  August 20, 2001 - 7 p.m. (Henrico).

August 23, 2001 - 7 p.m. (Roanoke).

August 27, 2001 - 7 p.m. (Prince William).

August 29, 2001 - 7 p.m. (Virginia Beach).
Public comments may be submitted until August 31, 2001.

(See Calendar of Events section

for additional information)

Agency Contact:  Gary L. Hagy, Director, Division of Food and Environmental Services, Department of Health, Main Street Station, 1500 E. Main Street, Room 115, Richmond, VA 23219, telephone (804) 225-4022, FAX (804) 225-4003, e-mail ghagy@vdh.state.va.us.
Basis:  Section 35.1-11 of the Code of Virginia authorizes the board to promulgate regulations necessary to carry out the provisions of Title 32.1 of the Code of Virginia.  Section 35.1-14 of the Code of Virginia authorizes the board to promulgate regulations governing restaurants that provide minimum standards for the following: (i) a procedure for obtaining a license; (ii) the safe and sanitary maintenance, storage, operation, and use of equipment; (iii) the sanitary maintenance and use of a restaurant's physical plant; (iv) the safe preparation, handling, protection, and preservation of food, including necessary refrigeration or heating methods; (v) procedures for vector and pest control; (vi) requirements for toilet and cleansing facilities for employees and customers; (vii) requirements for appropriate lighting and ventilation not otherwise provided for in the Uniform Statewide Building Code; (viii) requirements for an approved water supply and sewage disposal system; (ix) personal hygiene standards for employees, particularly those engaged in food handling; and (x) the appropriate use of precautions to prevent the transmission of communicable diseases.

Purpose:  The purpose of the regulations is to ensure that the dining public is protected by establishing minimum sanitary standards for restaurants.  The regulations provide minimum standards for the source of foods in restaurants, the safe handling, storage, preparation and serving of food, personal hygiene of the employees, precautions to prevent the transmission of diseases communicable through food, and the general sanitation of the facility.  When followed, these minimum standards will protect the public's health, safety and welfare.

Substance:  The proposed regulations will replace the existing regulations that were last revised in 1984.  Since then the emergence of new strains of bacteria and other organisms, such as E. coli O157:H7, cyclospora and Listeria, has greatly affected the food industry.  With the emergence of these new organisms come new control measures that must be instituted to prevent a foodborne outbreak.  The proposed regulations incorporate new control measures for prevention of foodborne disease.  The regulations also incorporate the principles of Hazard Analysis Critical Control Point  (HACCP) in the food service establishment.  HACCP focuses on the flow and handling of food through the establishment, focusing on the hazards encountered rather than structural requirements of the building.  These regulations are based on the FDA 1997 Model Food Code, which is supported by the National Restaurant Association.

Issues:  The primary advantage of the regulations to the public is that they establish modern science-based standards that have broad support in the food service and food regulatory communities.  More emphasis is placed on the flow and handling of the food through the establishment.  Several new standards are the result of new pathogens that have emerged since the regulations were last revised.  The regulations will better protect the public from outbreaks due to E. coli O157:H7, Listeria monocytogenes, and salmonella.  The primary advantage to the agency is the regulations will be based on current food science and several areas that are regulated via recommendations and policy will now be in regulatory form.  The primary advantage to the regulated community, particularly chains that operate in other states, will be better consistency between states as more adopt the FDA Model Food Code.  There will be no disadvantages to the public or the Commonwealth with the adoption of these regulations.

Department of Planning and Budget's Economic Impact Analysis:  The Department of Planning and Budget (DPB) has analyzed the economic impact of this proposed regulation in accordance with § 9-6.14:7.1 G of the Administrative Process Act and Executive Order Number 25 (98).  Section 9-6.14:7.1 G requires that such economic impact analyses include, but need not be limited to, the projected number of businesses or other entities to whom the regulation would apply, the identity of any localities and types of businesses or other entities particularly affected, the projected number of persons and employment positions to be affected, the projected costs to affected businesses or entities to implement or comply with the regulation, and the impact on the use and value of private property.  The analysis presented below represents DPB’s best estimate of these economic impacts.

Summary of the proposed regulation.  The proposed regulations will replace the existing regulations that govern restaurants operating in Virginia, which were last revised in 1988.  The regulations have been updated to address the emergence of new strains of bacteria and other organisms and to incorporate new control measures for the prevention of foodborne disease.

Estimated economic impact.  The proposed regulations establish minimum sanitary standards for restaurants by addressing the safe handling, storage, preparation, and serving of food; personal hygiene of the employees; precautions to prevent the transmission of diseases communicable through food; and the general sanitation of the facility. The proposed regulations are based on the 1997 Food and Drug Administration (FDA) Model Food Code.  According to the Virginia Department of Health (VDH) and the FDA these standards are based on the latest science for preventing foodborne illness.  When followed, such rules protect the dining public from food illnesses and increase confidence in dining out, and therefore can be good for the economy.

Many of the proposed changes are technical in nature and involve rewording and restructuring the regulation to make it easier to understand.  Some changes place into the regulation what has been the practice in the restaurant industry for many years and as such should have no economic impact.  According to VDH and the Virginia Restaurant Association (VRA)1, the most significant changes include incorporating the principles of Hazard Analysis Critical Control Point (HACCP) in the food service establishment and reducing the cold holding temperature from 45°F to 41°F.

HACCP requirements.  HACCP controls focus on the hazards encountered during the flow and handling of food through the establishment, rather than structural requirements of the building.  The principal health risk currently associated with food consumption concerns pathogen contamination of food products.  In principle, the ideal method for food safety regulation would be to use microbiological methods to test for the presence of pathogens; one could simply specify standards for pathogen incidence in products, and leave it to the producers to find the most cost-effective means of getting there.  However, at present, there is no reliable indicator organism that could be used as the basis of a testing strategy.  The lack of such a reliable indicator means that testing would have to be extensive and, hence, expensive.

HACCP systems have been proposed precisely because of the expense of testing and the recurrent nature of the pathogen hazard.  HACCP systems establish means by which individual establishments identify and evaluate the hazards that can affect the safety of their products, institute controls necessary to keep those hazards from occurring, monitor the performance of those controls, and routinely maintain records of that monitoring.  In this framework, the regulator’s role is to ensure that the firm has established a HACCP system and that it is maintaining the system.

HACCP principles have been applied to other segments of the food service industry and studies indicate they have resulted in a net economic benefit.2 While data on the cost effectiveness of HACCP requirements applied specifically to restaurants is not readily available, this method appears likely to be a cost-effective way to control foodborne pathogens.

Cold holding temperature requirements. The proposed regulation requires that all refrigerated, potentially hazardous foods be maintained at a temperature below 41°F instead of the current 45°F requirement.  The new regulation also specifies that refrigerated, ready-to-eat, potentially hazardous foods must be discarded if not consumed within seven calendar days from the date of preparation when held at 41°F.

Estimated compliance costs. VDH is following the recommendation in the FDA Model Food Code to allow existing restaurants with refrigeration equipment capable of maintaining foods at 45°F five years from the effective date of the regulations to upgrade or replace their equipment to meet the 41°F requirement.  During the five-year implementation phase, ready-to-eat, potentially hazardous foods must be discarded if not consumed within four calendar days from the date of preparation if held at 45°F.  Cost implications will vary across restaurants.  Experience in other localities indicates that approximately 70% of the 22,000 restaurants in Virginia can be expected to currently have refrigeration equipment that can meet the 41°F requirement.3
DPB and VDH independently contacted several local commercial refrigeration contractors and found that, of the restaurants whose equipment could not meet the 41°F requirement, almost all of those units could be upgraded to meet the requirement at a substantially lower cost than replacing the unit.  According to the refrigeration specialists contacted, units that would have to be replaced would likely be those that are currently operating inefficiently and would likely have been replaced regardless of the new requirement.4  Based upon surveys of similar affected populations in other localities and cost estimates provided by refrigeration technicians, the cost imposed by this requirement could range from an estimated $7 million to $34 million dollars in current dollars.

Estimated VA Restaurant Industry Compliance Cost with Proposed 41° Refrigeration Requirement



Average Cost per Refrigerator
Estimated Total Cost

Low                 High

Restaurants in VA
22,000




Refrigerators affected - assuming an average of 3 per restaurant
66,000




Estimated number of refrigerators that wouldn't meet 41° req. (30%)
19,800




Estimated number of non-compliant refrigerators that could be easily upgraded (80%)
15,840
$60 - $100
$950,400
$1,584,000

Estimated number of non-compliant refrigerators that would have to be significantly upgraded or replaced (20%)
3,960
$2,000 -$10,000
$7,920,000
$39,600,000

Estimated Undiscounted Compliance Cost
$8,870,400
$41,184,000

Estimated Compliance Cost in Current Dollars

*Assumes costs are spread out evenly over the five years and a discount rate of 7%
$7,274,078
$33,772,506

The Virginia Restaurant Association conducted an informal survey of its members to determine the impact this proposed change would have on their establishments.  Of the 21 restaurants that responded, 86% indicated that they had existing equipment that could comply with the reduced main holding temperature.  Concerning the financial impact this change would have on their establishments, 43% of the respondents indicated that the cost would be insignificant, 29% estimated a moderately significant impact (less than $1,000) and 29% estimated an extremely significant impact (more than $1,000).

Benefits.  There are two types of potentially hazardous foods: ready-to-eat and raw or nonready-to-eat.  Ready-to-eat foods are ready to eat without further cooking or processing.  Experience indicates that the bacterial count in such foods is generally low to start with and proper refrigeration is required to keep it low.  Raw or nonready-to-eat foods (such as raw chicken, raw hamburger, etc.) start off with significantly higher bacteria loads.  Normally, cooking will kill any pathogenic bacteria but some bacteria, for example Bacillus cereus, produce toxins that are heat stable and are not destroyed by cooking.  This means that if inadequate refrigeration allows this toxin to develop, the food toxin remains even if subjected to further cooking.

The Office of Epidemiology at the Virginia Department of Health reports that heat stable toxins in nonready-to-eat food account for a small percentage of foodborne illnesses.  According to VDH, recent scientific research indicates that the growth rate for toxin producing bacteria at 41(F is considerably slower than at slightly higher temperatures.  The lower refrigeration temperature also provides an additional safety factor if foods are improperly cooked.  Therefore, the proposed lower temperature requirement can be expected to enhance food safety for nonready-to-eat foods and reduce foodborne illnesses.

The benefits of the lower refrigeration temperature for ready-to-eat foods are not as easily demonstrated.  Based on a predictive growth curve modeling program for Listeria monocytogenes, the FDA has determined that ready-to-eat, potentially hazardous food may be safely kept at 41°F a total of seven days or at 45°F a total of four days.5  The proposed rule allows ready-to-eat foods to be held longer under refrigeration.  However, after the five-year implementation period, restaurants with units capable of maintaining only 45°F will no longer have the option of rotating ready-to-eat food more quickly as a means of preventing contamination.  Thus, this rule could impose somewhat higher costs than would be necessary to achieve the given level of food safety for ready-to-eat foods.

VDH acknowledges this concern but feels that, rather than try to adjust the regulation to accommodate every circumstance, it is preferable to establish minimum requirements for everyone to follow and then handle special situations on a case by case basis using the variance process  and a Hazard Analysis and Critical Control Point (HACCP) plan.  For example, in the event that a refrigeration unit cannot achieve a 41(F temperature, the owner may submit a variance request that includes a HACCP plan that describes how he will use the time temperature relationship to control the hazard of temperatures higher than 41(F. If the HACCP plan is scientifically based and provides a level of public health protection equal to the 41(F requirement, a variance will be issued contingent upon the owner following the HACCP plan.

Conclusion. The proposed regulations revise the existing regulations that govern restaurants operating in Virginia. The most significant change is the reduction in the refrigeration temperature requirement from 45(F to 41(F.  This change will impose costs on the restaurant industry, estimated to range from $7 to $34 million over the next five years.  However, this change can also be expected to increase the safety of nonready-to-eat foods, by limiting growth of toxin producing bacteria and providing additional protection against improper cooking which may not kill all harmful bacteria.  The proposed regulation has the potential to increase protection for the public against foodborne illnesses.  However, given the lack of reliable cost data, it cannot be known for certain whether the costs will outweigh the benefits that result from these proposed changes.

Businesses and entities affected.  There are approximately 22,000 restaurants in Virginia.

Localities particularly affected.  No localities are particularly affected by the proposed regulation.  Arlington County, Fairfax County, and the City of Alexandria have already adopted the FDA Model Food Code as local ordinance.

Projected impact on employment.  The proposed regulations will involve significant investment in the upgrading or purchasing of commercial refrigeration equipment and may marginally increase employment in the refrigeration industry. Increased costs experienced by the restaurant industry may lead to some reduction in employment in that industry.  Given the current expectations of a strong labor market, most of these jobs will not involve a net change in the level of employment in Virginia, but rather a substitution of jobs between sectors of the economy.  The magnitude of these effects is difficult to estimate with the data available, but is almost certainly quite modest.

Effects on the use and value of private property.  While the restaurant industry will bear the direct costs of the proposed regulation, they will also benefit from increased public perception of food safety in restaurants.  Therefore, no significant effect on the market value of restaurant businesses in Virginia is expected.

Agency's Response to the Department of Planning and Budget's Economic Impact Analysis:  The Department of Health agrees substantially with the observations made and conclusions drawn in the Department of Planning and Budget’s economic impact assessment of these regulations (12 VAC 5-421-10 et seq.).

Summary:

The proposed regulations will replace the existing regulations governing restaurants, which were last revised in 1988. The proposed regulation establishes minimum sanitary standards for operating restaurants. Included are standards for the safe and sanitary maintenance, storage, operation, and use of, the safe preparation, handling, protection, and preservation of food, including necessary refrigeration or heating methods; procedures for vector and pest control; requirements for appropriate lighting and ventilation not otherwise provided for in the Uniform Statewide Building Code; requirements for an approved water supply and sewage disposal system; personal hygiene standards for employees, particularly those engaged in food handling; and the appropriate use of precautions to prevent the transmission of communicable diseases. The regulations also inform potential restaurant owners or operators how to obtain a permit to operate a restaurant from the department. This proposal addresses the emergence of new strains of bacteria and other organisms and incorporates new control measures for the prevention of foodborne disease. These regulations are based on the FDA 1997 Model Food Code, which is supported by the National Restaurant Association.

VA.R. Doc. Nos. R98-216 and R98-217; Filed May 29, 2001, 1:50 p.m.

1 Comments from the Virginia Restaurant Association were obtained from Rhoda Elliott, Vice Chair of the Association and President of Bill’s Barbecue and David Grimm, past VRA president.


2 Roberts, Tanya, Jean C. Buzby, Michael Ollinger, “Using benefit and cost information to evaluate a food safety regulation: HACCP for meat and poultry,” American Journal of Agricultural Economics, Dec 1996, v78, n5 pp1297-1302.


3 This information was provided by VDH based on surveys conducted by Wisconsin and Arlington County, Virginia prior to adoption of the 41°F requirement as state regulation and local ordinance, respectively.


4 Sources: Nelson Foster, Foster Refrigeration, Richmond, Virginia; RB’s Refrigeration, Richmond, Virginia; Richard Gill, Gill Refrigeration, Hampton, Virginia; and Climate Masters, Hampton, Virginia.


5 1999 FDA Model Food Code, Annex 3, Public Health Reasons/Administrative Guidelines 3-501.19.
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