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DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
and 

U.S. DEPARTMENT OF AGRICULTURE 
Washington, D.C. 

The Honorable William Jefferson Clinton 
The White House 
Washington, DC 20500 

Dear Mr. President: 

FEB 2 4 1998 

Attached is our report, as requested in your October 2, 1997 Directive, on progress made on the 
Initiative to Ensure the Safety of Imported and Domestic Fruits and Vegetables. The report is a · 
synopsis of the progress we have made in providing Good Agricultural Practices and Good 
Manufacturing Practices guidance to domestic and international growers, harvesters, handlers, 
and transporters of fresh fruits and vegetables. 

The report also discusses our plans for extending existing programs in order to improve the 
monitoring of agricultural and manufacturing practices domestically and abroad, to assist 
domestic and foreign producers to improve those practices, where necessary, to prevent the 
distribution and importation of unsafe produce, and to accelerate research to support these 
activities. 

Sincerely, 

Donna E. Shalala 
Secretary of Health and Human Services Secretary of Agriculture 

Enclosure 



Initiative to Ensure the Safety of Imported and Domestic Fresh Fruits 
and Vegetables: Status Report 

Back2round 

American consumers enjoy one of the safest food supplies in the world. However, over the last 
several years there has been an increase in reported outbreaks of foodborne illness associated with 
both domestic and imported fresh fruits and vegetables. In May 1997, as part of the President's 
Food Safety Initiative, the Department of Health and Human Services (DHHS), the Department of 
Agriculture (USDA), and the Environmental Protection Agency (EPA) sent to the President a 
report that identified produce as an area of concern. On October 2, 1997, President Clinton 
announced a new initiative to ensure that our fruits and vegetables, including those imported from 
other countries, meet the highest health and safety standards. 

The President called on Congress to give the Food and Drug Administration (FDA) the authority to 
better assure that food imports meet existing United States food safety laws and regulations. 
Legislation has been introduced in the House of Representatives that would enhance FDA's ability 
to ensure the safety of all foods imported into the U.S. The legislation would enhance FDA's 
ability to protect U.S. consumers while being consistent with U.S. trade rights and obligations. 

In addition, the President directed the Secretary of Health and Human Services and the Secretary of 
Agriculture to work together in close cooperation with the agricultural community to develop the 
first-ever safety guidance for the growing, processing, shipping, and selling of fruits and 
vegetables. This voluntary guidance will address potential food safety problems throughout the 
production and distribution system and help ensure the sanitation and safety practices of all those 
seeking to sell produce in the US. market. This second component of the President's Directive -
voluntary guidance - is an important outreach and education effort, reflecting the Administration's 
commitment to direct resources toward improving food safety and the availability of food safety 
technologies. 

The President's FY 1999 budget includes funds necessary to expand FDA's international 
capabilities; full implementation in FY 1999 will be contingent on receiving adequate 
appropriations. 

This Report 

The President asked the two Secretaries to report back to him with a plan and schedule for 
developing this guidance. This report presents the progress made to develop voluntary guidance 
for the growing, processing, shipping, and selling of fruits and vegetables and the schedule and 
plans to accomplish these and the other elements of the President's produce initiative. To meet the 
President's goal that our produce meet the highest health and safety standards, the Departments 
will develop voluntary Good Agricultural Practices (GAPs) and Good Manufacturing Practices 
(GMPs) guidance for produce (henceforth referred to as guidance). GAPs cover production 
practices including growing, harvesting, handling, and transportation. GMPs primarily address 
harvesting and transportation, but also include aspects of manufacturing such as processing and 
packaging. GAPs and GMPs by necessity, overlap and are interrelated. 
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This report also describes interdependent activities that will help industry successfully apply the 
voluntary guidance. For example, the domestic and foreign industry may require technical 
assistance from U.S. agencies to effectively apply the voluntary guidance. Education and outreach 
efforts will be provided to the domestic and foreign industry and these activities will be based on a 
strong underlying, accelerated research program. In the long-term, research and risk assessment 
on fresh produce will be incorporated in the multi-year Food Safety Initiative research planning 
process. Development of this interagency research planning process is being facilitated by the 
White House Office of Science and Technology Policy. 

The U.S. produce industry, states, and many countries exporting fresh fruits and vegetables to the 
U.S. have already taken significant steps to develop and-implement improved agricultural practices 
and guidelines. Activities.in this initiative, particularly in developing the voluntary GAP/GMP 
guidance, recognize this effort and build on it. 

I. Good Aa=ricultural Practices/Good Manufacturina= Practices Guidance 

Status: FDA, working with the USDA, is preparing a general GAP/GMP guidance document. 
FDA plans to publish the document as proposed voluntary guidance with opportunity for public 
comments. This guidance, titled "Guide to Minimizing Microbial Food Safety Hazards for Fresh 
Fruits and Vegetables", describes science-based good agricultural practices that farmers and 
producers may use for water quality, manure management, sanitation (both field and facility 
sanitation, as well as worker hygiene), and handling and transportation. The guidance also 
describes use of producer identification and information on the flow of the product through 
distribution channels. This information can facilitate source identification, should a commodity be 
associated with a foodborne illness outbreak. This guidance can be used by both domestic and 
foreign fresh fruit and vegetable producers to help ensure the safety of their produce. The 
guidance, which is a science-based evaluation of risks, will be consistent with World Trade 
Organization obligations and will not impose unnecessary or unequal restrictions or barriers on 
either domestic or foreign producers. The agencies recognize that appropriate use of pesticides and 
related antimicrobial agents-play an important role in-controlling microbial contamination, but 
caution that excessive or inappropriate use of these substances does not take the place of 
GAPs/GMPs. 

FDA and USDA sponsored, with states, a series of public meetings from mid-November to mid­
December, 1997, in which the agricultural community, the international trade community, 
consumers, and the scientific community participated. The purpose of these meetings was to give 
participants the opportunity to offer their perspective on the working draft guidance and provide 
comments, technical information, and suggested modifications to the draft guidance. The National 
Advisory Committee on Microbiological Criteria for Foods' Fresh Produce Subcommittee (a 
USDA/FDA advisory committee) was present at the first public meeting. Based on information 
exchanged at that first public meeting and Subcommittee members' expertise, the Subcommittee 
provided recommendations that were incorporated into the working draft guidance document. This 
revised working draft document was subsequently used as the basis of discussion at a series of 
meetings for the agricultural community. These "grassroots" meetings were held at six regional 
locations around the country during December. The agencies also presented the draft guidance to 
representatives of embassies and individuals associated with importing produce into the U.S. at an 
international meeting in December. Feedback from the agricultural community through the . 
"grassroots" meetings and other fora is essential to be sure that the guidance being developed is 
practical and applicable. Development of the final guidance will draw on scientific data and 
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otherinformation that describes the fresh fruit and vegetable industry domestically and in countries 
exporting products to the U.S. 

FDA, with USDA, will oversee a task force (with representation from other federal agencies and 
states) to assist in developing additional guidance if sound science, risk, or experience with general 
guidance indicate a need. The additional guidance may be tailored to reduce the potential for 
microbial contamination with specific pathogens (e.g., E.coli 0157:H7, Cyclospora) and to 
reduce contamination associated with particular hazards (e.g., microbially-derived toxins) and 
commodities. This type of guidance can also be designed to minimize microbial contamination 
through particular pathways, such as control of water quality, worker sanitation and health, ,field 
and facility sanitation, and transportation and handling of produce. Options are being explored to 
determine the most efficient ways to provide industry with effective guidance that yields the most 
benefit for the resources expended. ·Any additional guidance will be developed through an open 
process involving industry, consumers, academia, states, and public health professionals, 
including the FDA public review and comment process. 

The general guidance may be augmented as information about scientific advances and risks 
associated with fresh produce received from a variety of sources, (e.g., foodborne illness 
outbreaks and research) indicates the need for targeted guidance or refinement of the general 
guidance. 

Timeline: 
Short-term - October - December 1997 

a. FDA drafted proposed voluntary GAP/GMP guidance 
b. FDA and USDA held a public meeting and a meeting of the National 

Advisory Committee on Microbiological Criteria for Foods to solicit 
comments and recommendations on the guidance 

c. FDA and USDA conducted grassroots and international meetings to receive 
comments and information from the public 

Mid-term - January - May 1998 
a. FDA, working with representatives from USDA, EPA, Occupational Safety 

and Health Administration (OSHA), and the State Departments of Agriculture 
and of Health from California, Florida, and Michigan, will analyze comments 
and information from the public, grassroots, and international meetings and 
revise guidance incorporating that information 

b. Publish revised guidance as a proposal in the Federal Register 
c. Comment period of 75 days for public to submit comments and information 

pertaining to the guidance 

Long-term - June 1998 and beyond 

February 20, 1998 

a. Evaluate comments and revise guidance into final guidance 
b. Publish final guidance in the Federal Register by October 2, 1998 
c. Create an interagency committee to evaluate the need for additional guidance 

and, if additional guidance is needed, oversee and direct the development of 
that guidance 

d. Develop a strategy to refine existing guidance, incorporating advances in 
science and knowledge about produce safety and information about new risks 

e. Develop risk assessment techniques to use in evaluating the effectiveness of 
and refining (based on that evaluation) implemented food safety control 
strategies 
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Supporting Information: To complement data and information being developed 
domestically, comparable data and country information, such as epidemiologic data on hum.an 
health and food safety legislation and regulations affecting production, handling, and storage of 
produce for selected countries that export produce to the U.S. will be compiled by mid-July, 1998. 

Timeline: 

Short-term - November 1997 - June, 1998 
a. Identify and compile current data concerning primary sources of fresh fruits 

and vegetables 
b. Identify and compile available data about domestic agricultural practices and 

foreign food safety legislation and regulation for selected countries that export 
produce to the U.S. This information will support the scientific (including 
evaluation of risks) approach. 

c. Identify gaps in current data 

Mid-term-June - August 1998 
Federal and state government agencies will develop a proposal to fill data 
gaps in consultation with industry 

Long-term - September 1998 and beyond 
Using available funding, implement a plan to fill gaps. 

I I. Technical Assistance and Education and Outreach 

Technical Assistance: 

Technical expertise and resources must complement the voluntary guidance to achieve 
improvement in the safety of fresh fruits and vegetables. The guidance will be most effective when 
safety is bolstered at every step in the process, from in-field operations through distribution to the 
consumer. U.S. government agencies, FDA and USDA in particular, will work with appropriate 
U.S. and foreign government public.health and agricultural agencies, as well as with industry 
groups, to provide technical· assistance needed to support appropriate application of the guid~ce 
by the produce industry. If a foreign government is interested in learning more about the U.S. 
guidelines and systems for assuring the safety of domestically produced and imported fresh fruits 
and vegetables, overseas personnel from USDA and State Department will collaborate as necessary 
to facilitate these visits. Likewise, in order to provide technical assistance or followup to 
foodborne illness outbreaks, these overseas personnel will facilitate visits of FDA and/or Centers 
for Disease Control and Prevention (CDC) investigators or scientists to foreign operations to 
ascertain the source of problems that may pose a safety hazard in produce exported to the U.S. 

USDA and FDA plan to work with a broad spectrum of representatives from the public and private 
sector in foreign countries and in the U.S. to promote appropriate application of the guidance and 
improve production and processing practices. These include officials from the health and , 
agriculture agencies in foreign countries, the Food and Agriculture Organization, the World Health 
Organization, and subsidiary organizations (e.g., Pan American Health Organization), as well as 
exporter associations and multinational banks. In the U.S., the agencies will work with ' 
appropriate land grant colleges and universities, state agencies, and industry associations. In 
working with domestic and foreign groups, it is critical that in addition to technical assistance, we 
provide clear guidance on the legal requirements for offering fresh food for sale in the U.S. With 
this understanding, the foreign and domestic goven.~ment, industry, and academic groups can 
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guide producers' decisions about what, if any, modifications of current practices are appropriate 
for industry to satisfy U.S. legal requirements for foods. As part of this effort, USDA and FDA 
will share new technologies as they are developed to enhance the safety of fresh fruits and 
vegetables, such as improved manure treatment methods, more sensitive analytical methods, and 
post-harvest treatments to reduce levels of or eliminate pathogens on produce. 

Time line: 

Short-term - November 1997 - September 1998 
a. Form an interagency cadre to establish procedures to develop technical 

assistance and education outreach programs, to identify gaps in data to 
understand agricultural practices, and to assess effectiveness of the programs 

b. Identify ongoing programs providing technical assistance to domestic 
producers and selected foreign countries that export to the U.S. related to 
produce safety 

c. Integrate the goals of the President's Directive into ongoing programs where 
appropriate 

d. Identify gaps where technical assistance may not be available 

Long-term-September 1998 and beyond 
a. Develop and implement a strategy to provide technical assistance necessary to 

achieve the goals of the President's Directive 
b. Evaluate effectiveness of GAP/GMP guidance and update the guidance 

accordingly 

Education and Outreach: Education and outreach programs are essential to foster appropriate 
application of the guidance by the domestic and international fresh fruit and vegetable industry. 
These programs are pivotal to industry's understanding of the essential principles of the guidance, 
as well as the scientific and practical reasons for application of the guidance as everyday proµuction 
and processing practice. Others in the distribution chain from the fruit and vegetable producers to 
the final user- the consumer - must be reached by these programs in order to assure that the care 
taken to prevent microbial contamination in growing, harvesting, processing, and transporting is 
not thwarted by later mishandling. 

USDA, through its partnership with State Cooperative Extension Services in the United States, 
will provide leadership for the Directive's producer outreach and educational strategy. USDA, 
FDA and CDC will plan a national food safety scientific and education conference in 1998 
to share current scientific and educational information on food safety risks that can further enhance 
the microbiological safety of fresh fruits and vegetables, to apprise scientific experts and extension 
professionals of the voluntary general guidance document, and to discuss methods for promoting 
appropriate application of the guidance. The guidance will be incorporated into extension 
programs focused on the best management practices in fruit and vegetable production. It will also 
serve as a basis for directing program resources to help assure appropriate application of 
production practices which minimize contamination of fruits and vegetables. State and local 
extension agents can play a vital role in the successful application of the guidance, since they are 
knowledgeable about on-farm production practices and can provide expert advice on how 
producers can incorporate interventions recommended in the guidance to reduce the risk of 
microbial contamination at the farm level. 
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To reach the domestic produce industry workforce, the guidance and associated educational 
materials must be available in native languages and must use terms understood by this diver:se 
community. Multi-lingual materials are also needed for use in foreign countries. To meet these 
needs, FDA and USDA will work with industry and foreign governments to provide translations 
of the guidance documents, as well as associated training and information materials, as the ' 
documents are finalized. 

We anticipate that education and outreach activities will reach beyond the immediate needs of the 
growers, harvesters, processors, and distributors of fresh produce to the wholesale and retail 
segments of the industry and to the consumer. Expanded education efforts will be directed to 
increasing.awareness of how to·enhance the·safety of fresh fruits and vegetables, as well as about 
use of safe practices for handling. and storing fresh produce. 

The information provided at the grassroots and international meetings will help the agencies 
prioritize outreach activities and preparation of materials. FDA and USDA anticipate drawing on 
the resources and expertise of other agencies and industry groups to provide outreach and 
education, particularly targeted to specific regional needs in the U.S. The agencies have met with 
representatives of state agriculture departments and the industry to begin discussions of how best 
to make available needed training and information. We anticipate that industry itself will be a 
primary vehicle for outreach and education activities. 

In the international arena, USDA will be instrumental in facilitating the development of education 
and training programs. The USDA's International Cooperation and Development staff can 
facilitate development of cooperative training programs on the guidance, in collaboration with other 
agencies capable of providing funding for these activities. The State Department will facilitate FDA 
and USDA contacts with foreign governments and industry groups to inform them of the guidance 
and provide technical assistance. USDA will also explore mechanisms to obtain the resources and 
expertise from other international organizations, such as the Food and Agriculture Organization and 
the Inter-American Institute for Cooperation on Agriculture, in order to facilitate discussions on 
produce safety issues. FDA and USDA will evaluate the scope of GAP/GMP education programs 
and materials needed to educate·foreign governments and organizations, factoring in information 
provided at the international.meeting. ' 

Timeline: 

Short-term - March - May 1998 
a. Working with industry, develop a program to provide growers, harvesters, 

distributors, and other aspects of the industry with background and 
information about the hazards, particularly microbial, associated with fresh 
produce 

b. FDA and USDA will convene a National food safety and education 
conference on fruits and vegetables to discuss the draft guidance 

c. Pending finalization of the guidance, take preliminary steps to determine 
mechanisms for providing information and assistance to the domestic 
industry in applying guidance. Likewise, preliminary steps will be taken to 
develop a program targeted to foreign producers. 

Mid-term - July - September 1998 

February 20, 1998 

a. FDA and USDA will develop a strategy to educate producers and pro~ote the 
appropriate application of the final voluntary general guidance which involves 
federal agencies, states, and the industry. 
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b. Work with other groups (foreign governments, foreign industry groups) to 
develop a strategy for promoting the appropriate application of voluntary 
guidance 

Long-term - October 1998 and beyond 
a. Develop a strategy for refining outreach efforts to meet needs identified by 

specific producer and industry sectors. 

III. Focused Inspections· and Yerifyin& Application of Guidance 

Inspection and Testing: Inspections of fresh fruit and vegetable operations in combination 
with sampling and testing provides FDA and USDA with scientific information about the microbial 
quality of both domestic and imported products. Identification of microbiological problems allows 
implementation of prevention or intervention measures before illness occurs. It also aids in 
targeting educational outreach and technical assistance. 

FDA will expand its fresh fruit and vegetable inspection and testing program for domestic and 
imported produce. Additional resources will be focused particularly on sampling products from 
areas, in the U.S. and abroad, where there is evidence that a potential hazard exists and preventive 
measures are lacking. 

Verification: Verifying the application of the guidance, particularly in segments of the industry 
where microbial foodborne illnesses have occurred, is integral to determining its effectiveness in 
reducing the risk associated with fresh fruits and vegetables. The USDA and FDA will use 
evaluation of risks and survey techniques, such as USDA's Fruit Survey and Vegetable Survey 
and FDA field surveys of processors, to determine the extent of application of the guidance by both 
the domestic and foreign industry and the effectiveness of the GAP/GMP program in reducing the 
occurrence of pathogenic microorganisms and the incidence of produce-associated illnesses. The 
first survey will be conducted to determine current practices, specifically those practices that have 
the most impact on public health .and those .that are covered in the general guidance. This baseline 
information will be augmented with information from other sources, such as foreign governments 
and state agencies, on current practices .. A second, more extensive, survey on practices will be 
conducted at a later date. This information - from the surveys and other sources - will be used 
to evaluate application of the guidance and to make necessary adjustments in the GAP/GMP 
program, including refinements of the guidance. 

Timeline: FDA's inspection and sample collection and analysis activities will be 
expanded. Increased inspection and testing efforts are budget dependent and 
would be desirable to help evaluate the effectiveness of the general and 
additional guidance. The verifying activity will begin in FY 1999. 

IV. Accelerated Food Safety Research 

Successful implementation of this initiative relies on scientific research and characterization of the 
risks to public health posed by microbial contamination. The overall research goal identified in this 
initiative is development of cost-effective intervention and prevention strategies to reduce the 
incidence of foodborne illness. Research will also support development of improved detection 
methods useful in a variety of environments and targeted to sources of contamination. These 
methods will be used to support long-term surveillance and monitoring of both domestic and 
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imported produce at the point of production and harvest (e.g., methods for detection of Cyclospora 
and Hepatitis A on produce) and to support development of control and prevention strategies that 
augment use of general and additional GAP/GMP guidance. 

FDA and USDA both have vigorous research programs in areas related to development of 
pathogen detection and quantification methodology, as well as development of control and 
prevention interventions. EPA and USDA research would be conducted to assess the significance 
of pathogen concentrations in natural (free-flowing) and agricultural water supplies and potential 
subsequent contamination of fruits and vegetables through irrigation practices. 

FDA and USDA are individually. and.collectively reviewing their respective FY 1998 research 
projects related to fresh fruits and vegetables to identify specific research that can be accelerated. 
USDA and FDA have held research planning meetings with other agencies conducting food safety 
related research, including the. CDC, EPA, Department of Defense, Department of Energy, 
National Science Foundation, and National Institutes of Health (NIH). In addition, the agencies 
have met with industry and consumer representatives to determine what food safety research is 
currently ongoing or in the developmental stages outside the government and to identify research 
needs from this outside perspective. 

The agencies are developing a coordinated research plan for reducing microbial risk in produce. 
The research plan is scheduled to be available in early 1998. Four specific areas for research focus 
have been identified as: improved detection methods, resistance to traditional preservation 
techniques, antibiotic resistance, and development of intervention strategies. Research is currently 
underway in all these areas. Among the areas to be further investigated are: packaging, storage, 
and preservation technologies; production practices; and use of post-harvest treatments to reduce 
levels of unavoidable microbial contamination. NIH research on pathogenicity and clinical human· 
disease will support both development of detection methods and the risk assessments necessary to 
evaluate control strategies for the target pathogens. 

Research and characterization of risks js a high priority. Research on preventive technologies and 
intervention strategies to reduce.or eliminate microbial contamination is a specific priority. Work 
will be conducted on manure:treatment or composting techniques to assure that the manure is 
acceptable for application to a specific commodity. Post-harvestchemical (such as use of 
antimicrobial agents in wash water) and physical treatments will be investigated for fruits and 
vegetables, as will methods of preventing the persistence and growth of pathogens on both whole 
and minimally processed produce during storage and transportation. Another area of research that 
will be accelerated is methods development, specifically methods to detect Cyclospora and 
Hepatitis A on produce. Studies of chemical pattern recognition (trace-element fingerprints) to 
identify where specific foods were grown or processed will also aid in tracebacks to determine 
both the source of foods and the pathogens implicated in foodborne illness outbreaks. 

Timeline: 

Short-term - September 1997 - March 1998 

February 20, 1998 

a. Initiated interagency review of research related to safety of fresh fruits and 
vegetables · 

b. Research plan will be available in early 1998 that will identify fresh fruit and 
vegetable-related research 
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Long-tenn - April 1998 and beyond 
a. Develop an ongoing process for interagency review of research progress and 

identification of new research needed 
b. Develop schedule for making the updated research plan available periodically 

V . Participants in this Initiative 

The following agencies are contributing to this initiative: the Food and Drug Administration, the 
National Institutes of Health, and the Centers for Disease Control and Prevention in the Department 
of Health and Human Services; the Agricultural Marketing Service, the Agricultural Research 
Service, the Animal and·Plant.Health Inspection Service, the Cooperative State Research, 
Education, and Extension Service,. the Economic Research Service, the Foreign Agricultural 
Service, the Food Safety and Inspection Service, the National Agricultural Statistics Service, the 
Natural Resources Conservation Service, and the Office of Risk Assessment and Cost Benefit 
Analysis in the U.S. Department of Agriculture; the Environmental Protection Agency; the 
Department of Labor's Occupational Safety and Health Administration; and the Department 0f 
Defense's U.S. Anny-Natick Research Development and Engineering Center are also working on 
segments of the initiative. 
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American consumers enjoy among the safest and most plentiful food supplies in the world. 
However, over the last several years there have been increasing incidents of reported outbreaks of 
serious foodborne illness caused by domestic and imported fresh fruits and vegetables. In May 
1997 ,. as part of the President's Food Safety Initiative, the Department of Health and Human and 
Services, the Department of Agriculture, and the Environmental Protection Agency sent to the 
President a report that identified produce and imported foods as areas of concern. On October 2, 
1997, President Clinton announced a new initiative to ensure that our fruits and vegetables, 
including those imported from other countries, meet the highest health and safety standards. 
Specifically, the President called on Congress to give the Food and Drug Administration th~ 
authority to stop the importation of fruits, vegetables, and other foods from countries whose 
safety precautions do not meet American standards. This new law would provide FDA authority 
similar to the authority already provided USDA to keep unsafe, imported meat and poultry out of 
our stores. The President also announced that his next budget will provide enough funds to 
ensure that FDA can fully implement this new law by dramatically expanding its international 
food inspection force. 

The President also directed the Secretary of Health and Human Services and the Secretary of 
Agriculture to work together in close cooperation with the agricultural community to develop the 
first-ever specific safety standards for the growing, processing, shipping, and selling of fruits and 
vegetables. These standards will address potential food safety problems throughout the · 
production and distribution system, and they will improve the sanitation and safety practices of 
all those seeking to sell produce in the United States market. Finally the President asked the two 
Secretaries to report back to him within 90 days with a plan and schedule for developing th~se 
standards within a year. 1 

Status of the Legislation: On the Administration sent to the Congress legislation to 
amend the Federal Food, Drug, and Cosmetic Act to expand FDA's authority to ensure the safety 
of imported fruits, vegetables, and other foods by providing FDA with authority comparable' to 
that already provided USDA. On November 13, 1997, Representatives Eshoo and Pallone 
introduced the "Safety of Imported Foods Act of 1997 (H.R. 3052), incorporating the 
Administration's proposal. The bill was referred to the House Committee on Commerce. A, 
comparable bill has not yet been introduced in the Senate. 

This Report 

This report presents the progress made to develop specific safety standards for the growing, 
processing, shipping, and selling of fruits and vegetables, and presents the schedule and plans to 
accomplish these and the other elements of the President's produce initiative. To meet the , 
President's goal that our produce meet the highest health and safety standards, the Departments 
will develop Good Agricultural Practices (GAPs) and Good Manufacturing Practices (GMPs) for 
produce. GAPs will address production practices including growing, harvesting, handling, and 
transportation. GMPs will primarily address harvesting and transportation, but will also include 
other parts of manufacturing such as processing and packaging. GAPs and GMPs by necessity 



overlap and are interrelated. 

This report also describes interdependent activities that will help industry successfully adopt 
GAP/GMP guidance. For example, the domestic and foreign industry will depend on technical 
assistance from U.S. agencies to effectively adopt GAP/GMP guidance. Education and outreach 
efforts will be provided to the domestic and foreign industry and these activities will be based on 
a strong underlying, accelerated research program. The White House Office of Science and 
Technology Policy will help coordinate the needed research planning. 

The U.S. produce industry and many countries exporting fresh fruits and vegetables to the U.S. 
have already taken significant steps to develop and implement improved agricultural practices 
and guidelines. Activities in this 'initiative, particularly developing GAP/GMP guidance, 
recognize this effort and build on it. 

(Wendy -- For now I have left out the part on budget -- identifying the funds and the need fqr 
adequate funds in FY99 -- for the reasons we discussed. But if it can be explained clearly I 
would add it to the end of the last paragraph. Thanks.) 
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Initiative to Ensure the Safety of Imported and Domestic Fruits and 
Veceta bles: Status Report 
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While American c.onaumcra enjoy th~d supply in 1he world, in the lut several years v 
there have been in.creasing incid~s of'foodbom; illness outbroaka associated with both domertic 
and imported fresh ftuits and vegetables. On Ociober 2, 1997, President Clinton DMounced an 
"Initiative to Ensure the Safety oflmponed and Domestic Fresh Pruits and Vegetables••. The 
initiati"e apeclfiod thnt FDA Beek legislation to CJctend its exlstifta authority·to provide increased 
coverage of imported foods. that tutu re budgot requests inelude activitios in this initiative, and 
.that FDA and USDA develop a series of activttie& focused on usisting the dom~atic and foreign 
produce industrios to improve the aat'ety otfi'esb bits and vegetables. 

FDA and USDA have idontif:ied the funding necenary to CIUT)' out the domestic and international 
acthiltJos aasoclatcd with the fteeh fru.iu and vogctabloa lnitiative. Full implementation ir, FY99 is 
contingent upon receiving adequate ftlnds. As part of tbo ovc:ell f'ood &afety lnitiative, the 
agencies are makina plans for the most efficient use of funds, for example, by partlclpatlng in a 
research coord!nation working group organized by Dr. John Gl"bbons, Science Adviser to the 
President. under the auspioee oflhe "National Scieru:e and Technology Council. 

Slatlls of tlu: Ltgi1lution: A bill, the Safety of Imported Food Act of 1997 (H.R.. 30S2), was 
introduced in the House of'Represeritatives on November 13, 1997. No comparable bill has yet 
been introd~ in the Senate. II enacted~ this proposed leaislation would amend the Federal ' 
Food. Drug. &nd Cosmetic M to expand FDA's authority to assure the safety of imported foods 
by providblg FDA with authorities more comparable to those of USDA. 

·n1s Report 

The Preaidmt dir~ted the Seoretarics of HHS and Agriculture to submit' a report on progress 
made in development of Good Agricultural Pratti~s (GAPs) and Oood Manufacturing Practic~s 
(GMPs). u well as othel' elements of the injtiative. GAPs and OMPs guidance are interrelated in 
that some procedures may overlap. GAPs/OMPs primanl).· focus on production pra.ctices 
includins growine. harvesting, handling. and tranaportation. GMPs can include harvesting and 
transport&tion, but alao include other practices such u proces~ and packaging. Because of this: 
overlap, the terms "GAP/GMP" and "CtAPalOMPs", DS appropriace, will be used throughout the 
dowment. 
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The United States produ~ induatry, as well as some countrie1 C1'J)Otting lte:1h ftuiu and 
vagetablea to the U.S., have already taken 11ignificant steps to develop and hnplemt11t improved 
qrimltwal pr&Qticea and suidelinea. Activities in this initiative, particularly development of 
GAPIOMP guidanoo, recopir.c Lhi1 efbt and build on it. 

Thi& report dil0\l11ses the progress ma.de on development of GAPalGMPe and plan& to ac:complish 
the other elements of the initiative. This report also delcrlbea interdepandent activities that will 

· onhanoc the •~eut\&l adoption afOAP/GMP auidanoc by the industry. For example. ~tive 
adoption a!OAP/GMP pld111ctwill depend on U.S. '8tneie1 providing technical assistance to 
the domestic industry and to coun\rlea exporting produoe to abe U.S. Bdueation and outreach 
eft'ort1 will be; provided to botb the domestic and forcip indu1uy and all of these activities will be 
based on a atro.ng. underlying, accelerated research 13rogram. The cooperative effort& describcd1in 
\lii1 report rcpR!lent a comprehensive approach to imprOYina the aaf'oty of fresh fruits and 
vegetables. Current resources have bocn redirected to these tflhrtl, howcWer, dlil overall levet of 
dort will be determined by the resources provided in the FY 99 budget and thereafter. 

I. ~Pd A&tiSYltural Prncticesl<!pod Manyf'1c:turin1 Practicg Culdaau 

.Statw1: FDA. working with USDA. is preparing & general GAPIGMP guidance document. FDA 
pl1n1 to publish the document 11 propose'1 \'Oluntary guidance. Thi• SUidancc~ tttlr=d "Guide to 
Minlmir.ing Mlcrobial Food Safaty Huards for Fresh Fruits Bild Vegetables". deKribea good 
agricultural practices that fannera and producers may use for water quality, manure management, 
aanitation (both field and f&ci!lty sanitation. as well 1u work.er bysieno), and hudtina and 
transportation. The guidar.ce also descri'bes us.c of producer identificatlon and information on the 
Sow of the prod\X.1 throuah distribution channels. This information can facilitate r.ource 
it\entifi.cation, should a commodity be uwoieted \llith a foodbome illnees outbreak. This 
guidance can be used by both domestic and foreign fi'esi1 &uit and vegetable producerfl to help 
ensure the safety of thcir producei \\ill be oonaistent with World Trade Or1anizadon obligations, 
and will r..ot impoae unnecessary or unequal roatriction1 or barriers on either domestic or foreign 
producers. The 1.gencies recognize that appropriate use of pelticides and other related 
antimicrobial qent1 play an important role in conlroDing mierobia1 contamin&tion. but caution 
that excessive or inappropriate Uie oftheie aubatlnccs doc:s not take the place of GAPs/GM'.Ps .. 

FDA and USDA 1ponsorod a serie!i of public meetings from mid-November to mid .. Dcccmber, 
1997 ir. which the agricultural community. the international trade community. consumers, and the 

.scientific community participated. The purpose of these meetings was; to give participants the 
opportunity to offer their perspectiw on the working draft Guide and to provide comment~. 
technical information, and &Uggested modifications to the draft suidancc. The National Advisory 
Committee on Microbiologieal Criteria for Foods' FreM Produce Subcommittee (a USDA/FD.A 
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advisory commiuee) wu pment at the tlrst public meetins. Bar.ed or1 infonn!Slion exchanged at 
that firrt publio meeting and Subcommittee member•' exponite, &he Subcommittee provided 
reeommendatk>ns that were incorporated Into the dBi\ pidanoe document. Tho revised 
document wu 1Ubaequmtly used as the basil of discussion at a terler; ormccting1 targeted to the 
qricultural community. These "gruStoot1" meetinas wero held at six re;ion-1 location• around 
the country durin& Dcoembcr. The agtmeies also preaented the draft guidance to representati"~s 
of embassies and indMdual1 11ao~la1ed with importing produce into the U.S. at an imomational 
meetioa in I>oacmbcr. 

TiacUne: PDA will pub1iah draft GAP/GMP guidance, inoorponting comments and 
infonnat.ion trom the pubUc meetings, in the FedCral Reaitter b) early 
March. 1991. A 45-day comment period wil1 be pt'Civided for p1.1blic review 
ud Nrther comment A pl!blio meeting may also b1 hold. It ie anticipated 
that finalized GAP/GMP guidance will be available at the end or I aly, 1998. 

D /:; /1 :· 
'. J, ·.· 

Supportlng I11/0""'1tlon: Tho draft auldance repreaenta tbe best advice of PDA and USDA. 
builds on cun:ent industry and soiontlflc prai:..1ioc, and will incorporate information provided by the 
agricultural community, COJ2.1Umers, ac.ademicians, individuals involved in intemationa.l trade. 
1tatot1 ropresentative1, and other interested parties. Development of the final suidance will draw 
on f\&ndameutal infonnatlon that describoa the fresh fruit and veaetable i1iduatty domesticilly and 
in CiOuntrles expontns products to the U.S. 

Timeli1'et To complement d11t.1 and information being developed domestically, 
comparable dfd& and country information, such u copies of food safety 
legislation.and re&Wation afFectins production. handling, and storage of 
produce fbr sdmcd countries which export produce to the U.S. will be 
compiled bymid·July, 1998. 

IL Tochn~catAUl•llO« gd EduclSlo.n and Outreach 

Technical AsJi1t1111c1: GAP/GMP guidan~ alone cazU>ot be effective in improving the t1afety of 
&esh &uits and vogetabl~& if technical resources to idopt all or even parts of the guidance do not 
exist. The guidance is moat effective when all the e11ential components that apply to a particular 
commodity or production operation aro adopted, enlUrirJi use of' practices that bolster safe'ty ,at 
evecy step In the p'°'ess, from in-fiold operations throush distribution to the consumer. U.S. 
government aacncios, FDA and USDA in particular, will work with appropriate U.S. and foreign 
government public health and asncultural agencies, as well as \vith industry groups, to provide 
technical auistance neede.d to SLlppon adoption of the OAPllOMP1 by the produce industry. 
Working with f'oreign and U.S. aaencie11 to pro\'ide assistance is not only beneficial to the Industry 
but also to the health of American consumers. lfa fbreign gcwemment is interesLed in learning 
more :bout the U.S. guideUnes and isystems for assuring the sa.foty of domeitically produced and· 
imported ftesh fruit and vegetables or when, in order to pro\lide reLiucsted technical a&slsiance, it 
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b&c0mes ner.easary for FDA inveetiptors or scientists to visit foreign operations to ucertaia the 
·10urce of problems that may pose a Nfety baurd in produce 01tported to the U.S., USDA and the 
State Department overaeaa ponon.nel wilt collaborate as necesu.ry to facilitate these visits. 

USDA and FDA plan to work with a broad spectrum of representatives ft-om the public and 
priv&te teetor in foreign countri.e1 •d ln the U.S. to promote adoption ot'OAPll'GMPs and 
improve production and processing practices. Thece haclude officials from the health and 
agriculturo asenciea in foreign countries, the Food and Aariculture Orpnization. the World 
Health Orpnization. ud llJblidiary organir.atlons {c.s., Pan American Health Organi1.a1ion), as, 
•ll u txport« associations. In the U.S., the 19encie1 will work with appropriato land grant 
colleges and universities, awe qencies, and industry asst>clations. In working witb domestic and 
foreign groups, it is critital that in addition to technical usistance, we provide clear guidance on 
the le.sal requirements for offering freah food for saJe in the U.S. With thit understanding. tho 
foreisn and d.omestit gownuuent, induatry, and academic groups can guide producers' decwont 
about what, if any, modidcation• of current practices are appropria.te for lnduetry to 1atisf)• U.S. 
legal standard1. AJ part of thi& effort, USDA and FDA wiU share new technologiea as they are 
dev"1oped to enhance the 111Gty Qf fte1b &uita and vegeta.ble1, such as improved manure treatment 
methods, more 1witive lllllytioul methoda, and po1t·harve1t treatments to reduce levels of or 
eliminate pathogens on produce. 

Tlmellne: Dwing FV'98 tho sroundwork is being laid for providins tedlnical 
111l1tance1 pondi.ng tinalir.ation of the OAP/G"MP guidance. 

EdMcatlo• and 011'1*J&lt,· Education and outreach programs are essential to foster adoption of 
GAPIOMP guidance by the domestic and international hsh fruit and vegetable industry. These 
programs are pivotal to indu1try'1 undentandlnJ of the essential principles ofGAPIGMP 
IUidance, as well as the 1cientMc and practioa! rea1ons for adoption of the guidance a.s everyd~y 
·production and proceasina practice. Others in the di&trlbution chain. from the ftuil and vegetable 
produccn to th.o final uaer- the con1umer-:-- must be reached by these programJ in order to : 
assure that the care taken to prevent microbial contwnination in growing, harvesting, proccitling, 
and transponlng i111 not thwaned by later mishandlins. 

CSR.BBS, throuah it1 partnmhip with State Cooperative Ex.tension Services in tile United St~tes, 
will provide Jeaderihip for the Directive's producer outreach and educational slrateg}·. USDA and 
·FDA will plan a. national food safety aeientitic and ~ucation conference for early 1998 
to sha:e current scientific and educational information on &uita and veaetables. to apprise 
&\;ientific; experts and extension professloneJs with the voluntary a•neral guidance document. and 
to discuss methods. States may wun to consider incorporation of the Prcaident's dir~tive into 
ongoing St.ate monaion proarams. State and locaJ extension agent& can pity a vital role in the 
·sucoePJd'ul adoption of the guidance, aince they are knowledgeable about on-farm production 
practices and can provide e;iq>ert advice on how producers can incorporate interventions 
reoonunended in the guidance to reduce t.he rfalc of microbial contamination at the farm Jevel.' 
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CSREES will also disseminate the guidance and incorporate it lnto ongoing federal food 
aafety extenaion programs. 

To reach t~ produce induat.')' workforce, the OAP/GMP pduiGO and anociatcd educ.ational 
materials must be available in oative Jansua&e1 and must use tetml understood by this diverse 
community. Multi.liagual material& are alto needod for use in forolgn couutrles. To meet these 
nceda. FDA and USDA will work with industty BACl toreign govommenti to provide 'translations 
of the GAPIOMP ,Wdanc.e documents, as well u associated trainina and lnionnation materials, as 
the documentt are ftnalbed 

·we antioipate that education and outreach activities will roach beyond the immediate nC*la of the 
produce industry to aneillal"J industries, such as wholesale and retai~ and to the oouumer. · 
&panded educa.tion e1forts will be directed to increa&ins awareness of public health concerns 
uout frer.h ftu.ita and \regetabl• u well u about uso of alfe practices for handlina and atoring 
&es.h produce. 

The Lnformation provided at the GAP/GMP grassroots and intemltional meetings wUI help the' 
aaencies prioritiu oat reach activltie~ and preparation of materials. FDA md USDA anticipate 
drawing on the resoarces and exporti&e of oihor agcnc;.ies and industry sroups to provide outreach 
and education. particularly tarpted to specific regional needs in the U.S. the agencica h&\'e ~et 
with representatives ot atate agriculture departments and the industry io begin di1cuuion1 of how 

1best to make available noodcd trainins and information. We anticlpa.te that industry itaelfwill be a 
primary vehicle for outreach and oducad..,n activities. 

Jn the international arena. FAS will be instrumental in facilitating the development of eduoatiort 
·.and training proaranu, either through their staff or the State Depanmont. The FAS' lnttmational 
Cooperation and Development group can t\cilitate development of cooperative training programs 
on the OAP/GMP guidance. In collaboration with other agencies capable o£providing fundin& for 
these a~Mties. FAS will also explore mec:hanlsms to obtaln the rctouroes and expertiae from 
other international organization1, such a~ the F AO and the Inter-American h\stitute for 
Cooperation of Agriculture, in order to 1kcilital~ disciaeions en produce aalety i&aues. FDA and 
USDA will evalu•te the ac.ope ofGAPIGMP education programs and materials needed to educate 
foreign governments and organlution5. 

Ttmelinc: Proliminary steps ha'l/e been taken to determine mechanisms for providiilg 
inrormation and usistanca to the domestic industry in adopting GAPIGMP 
guidance. Likewise, preliminary atcp& will be taken to develop a program 
·targeted to foreign producers. 



llL SputOc 1juld1os 

The goner~ OAP/GMP SUidance la a requisite to enture the llfety of all produce. This general 
auidance is euential as a foundation for a holt of more specific guidance for various commodities, 
h&zarda and pathways of contamination, or pathogens. As we con&ider the broad spectrum of a 
·food aafety 1y1tem. aeneral guidance Is usually the ftrst comidaration. HOMVer, 1peWic . 
OAPslGMPa ai~ very appropriate and often euantial fur those foods or syatems where individual 
HACCP programs are not warranted. Specitlc guidance for Individual commodities can provide 
tailored guidangc for reducing the potential 1br microbial contamination, o.g., the minimum time 
between manure application and produce harvest. appropriate manure treatsnent tochnologie1 to, 
·eliminate or aignificantly roduce levels of pathoaen1 in manures, tbe but type or iniption ayst~m 
to use. 1peci& harvutina practlcct (o.a .• picking berries or melons), or recommendationa for 
.transporting specific c.ommodities. IJkewiae, •J*ifio guidanco can be deaisned for rninimmng 
microbial corrtamiaatlon throujh p&rtieular pathways, BUCh aa control of water quality, worker 1 

·aanitation and health. field and facility sanitation. and tranaponttlon and handlins·orproduce. 
Some pathogens may be appropriate 1ubjecta tor spodfle guidance that would apply to all fbods in 
whlch th" riak or contamit\ltion with that pathogen exists. 1 

SU,po11ing llfforrnatlon: Domestic commodity data provided by USDA includes specific 
commodities produced, the form {whole or procwed) and the quantltiea produced. PAS has 
avaiilable, aa part or its onaoins ttade reportins syste~ data on fiutts and vegetables imported 
'into the U.S. and some commodlty apoci6o reporta for selected rountriei.. Information about the 
current agricultural practices, about currently used handling and transportation practice&, : 
proceuins and packaging techniques, and about products asaociated with roodbomc Wno11 
outbreaks will also be used. Both USDA and FDA have somo data on current agricult\lrlll and , 
manufa(ituring prKticc:s which they will pro,~d·e. Country information (such as copies of food , 
,&afety legislation and regulation atroctlns production, handlin& and storage of produce) useful in 
Jdentifying Q.UTent production and processing practices in foreign coW'rtries will be provided by 
PAS. Tm& information will beusod to direct and support decisions to develop more specific 
. guidance documenis. u appropriate . 

. 'Sclectifm of conunodit;d, °' lul:.ard.r, or pat'lrtvqa of contamJnatio11, or pn.tltog1n1: Optio,ns 
are beina explored for the most etficient way to pro'tide the industry with guidance that ii 
etfcctive Md tha.t yields the moat benefit from the reaoun:es expended. Among the options u~der 

eonaideration aro; 
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• Industry oraarU&tion• coul~ voluntarily wodc with FDA Ind USDA to develop specific 
auidance fbr commodities produeod by their members. 

• Tbe subject of 1pecif1c suidance for a commodity, or buard, or pathway of 
contamina.tion. or plthascin could bo dettnni.lled throup a public proc.eas. FDA could 
publish a notioe in tbe Federal Resister unounclna our intention to develop more 
specific ~ and proposed criteria to be uaed in the telection. This notice could 
uk for information to pde the llleetion or IUbjeots. 

• Tbe GOmpctitive grant mechudsm availablo dlrough CSREES could be used to fund , 
dc:velopment of cammodity-speciflc GAPlfOMl»a by acadeni.it inatitutione in different 
resions of the country. 

• Other approaches that eould provide tqcted pldance to the produce industry in a · 
timely manner, including a combinadon of the optiona listed here. a combination of 
thoee options with other options. 

• A dedlion not to develop an)' type of specific .auidlnce. 

Whichever optiOlll are eho1en. aomc bulc factors will bo considered in 1eloctlng the ~bjoet of the 
suidll'lce. Theae include the potorttial huard1 anooiated with the oommodlty and whether or not 
microbe-specific methods (e.g .• identlftcation, detection, enumeration. and/or sarapllog technique) 
exist to ensure an appropriate 18\/el of public b-1tll protection. The potential public health impact 
of the commodity. based on the volume of the commodity produced and the primary consum~r 
group (e.g., youna children. the elderly, tho population in genoraJ), are other factors that will tle 
considered. A careful analysis will be conducted in leleoting the aubjtcL of spoeific suidanoo fl .e., 
a commodity, or bua:rd, or pathway or contamination, or pathogen). This analytis will consider 
the value of any public health impro.vements thit may result tiom specific &Wdance. It will also 
consider tho total cost to society offoodborne illrlcasea (e.g .• medical cost& and productivity 
lossei) uaociattd with the subject, and the coltl to the industry or consumon ofimplementins 
apeciflc guid1occ that wiD reduce human health mks. On the baSis of thls information. a 
coat/benefit ratio can be estimated to allist in detennining fUtutc actiou. Another.approach Is to . 
use epidemiological data., specifically daaa about 1he aeverity of.lllneues, the potential magnitude. 
of an outbreak of foodbome illness, ltild the &equr.noy of ocamonet of outbreak$. A 
combination of these two approaches may be molt uaot\al. 

In any ovent, a FDAIU SDA committee will ovenoc and dire~ development of the apeclftc 
suidance documents which will undergo scrutiny in the FDA public revie<N proeess. This process 
entaila publication of the draft dowmcnta in tile Fedaral Register, receipt and evaluatioll of 
comments, revision of the dooumonta incorporatins infbrmation A-om the oonunents, and 
publication II a final auidancc document. 
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It is anticipated that propoaad apcclflc gwdanc;e wm b~ availah1o to the 
produr.e industry during 1998. lftbe CSRBES arant proceH ie uacd 
for dcva1opment of the apecifi.c l\lidance dOCllmCnlt, it ls anticlpated 
tha1 the srui prooc11wW besin in May, 1998 er.d conclude with grant 
awards in Octoberf 1998. Draft documents will be developed during 
1999 and will andqo the FDA public: review process boginnins in 
2000. 

IV. lg'"'"° ln1pcglpg1 pd Mopltprina A,doptltp W GAP/QMP Ggld1n5t 

liupecdo11 rutd r_,,,,: wpectiona of hb &uit and vegetable operations in combination with' 
wnplina and teJli.ni pro'Yidea FDA and USDA with infbnnation about the microbial quality of . 
both domeatic and imported products. Identification of microbiological problems allows 
implementation of prevention and/or inteivontlon meuurcs beforoillnoss ooeurs. It also aida in · 
targeting educational ouireach and technical assistance. 

·FDA will continue iu fresh fruit and vegetable i111ptetion and tcstins program at current levels for 
domer.tic and imported produce. Additional 1eaourc01 will be f'o~~aed partieularly on sampling 
producti ftom areu, in the U.S. and abroa.d, where there ia evidence that a potential hazard exists 
and OAPlOMP pidal1ce bu not been adopted. · ' 

Monilorln1: Monitoring and evaluating the efFectivenen of OAP/GMP guidance and/or specific 
suidance will provide uauraacm to consumon, produeon, and procouors that follnwini the 
suidance will result in reducing riska. T~ USDA and FDA wilJ use survey techniques to 
determine the elfeetivenoss or the GAP/OMP program and tho extent of adoption of the g\udanco 
by both the clome.Uc and foroign indultry. The first survey will ba conducted to detennine 
current practices, spedftcally tbotc practiOC'i that M\'I the most Impact on public hoalth and thqse 
that are covered in the sener•l GAP/GMP g-uidance. Tbi1 baseline information will be augmented 
with information ftom other sources, such as foreign governments wd state agcneies, on current 
praotieel. A aeooncl, mor~ thorough, survey on practices will be conducied at a later date. 11ti.• 
informatlon - from the IW\ley& and other 1ourries - will be used to monitor adopt ion of the 
GAP/OMP suidanco arui to make necesaary adjustment1 in the GAPIGMP program, including the 
guidance. 

Tlmc:line~ 
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FDA's inspection and sample collection and analysis ac-ti\lities a.re ongoing. 
Increased inspe~ion and testing eff'ona are budJe1 dependent and would be 
deslrablt to help monitor the cffeotiveneH of general 1md specific GAP/GMP 
suidance. The monitoring activity may besin in FV98. 
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v. 6CY1"1ted rogd Safety Bwarsla 

SUt.Oessftal implemontation of'tbia lnltlative relies heavily on adequate &cientiftc re1eareh targeted ' 
to use11ment of ri&k to public health posed by microbial contamination. The overall retearch 
goal idemlfled in thia initiative Is development of mtervention and prevention 1tr11egie1 to reduce 
the incidence of foodbome illaes$. R.esearch will also aupport developmmt of improved detcetion 
method• uMfbl in a variety of environment•. These method& will be UIOd io conduct lona .. term ' 
.surveillance and momtorina o!t>oth domestic and imported produce. to support development or 
.control and prevention strl'&cgiee tbat aupent use of GAP!CJMP. and to develop guidance that 
aeco.mmodatel 1peoiftc nted• imposed by environmental flicton (t.1 .• wate1 quallty, manure 
manasement lndudina development or appropriate m&nure treatmont technologies to ellrnlnate or 
~ca11tly roduce pathogens in JD&11Ure, worker hygiene). 

FDA and USDA both have viaoroua research programs in arca1 roleted to development of 
pathogtn detcctlon and quantification methodology. aa well u development of control and 
prevention intervontlons. EPA and USDA re11arch would be conducted to assess the iignlfl.ca~ce 
of pathogen o0ncontr1dom in ambient water and pot.mial subsequent contamination of fruits and 
vegetables through ini9ation practices. 

FDA and USDA are isutividuaUy and colJectively rovic\\ing their respective FY98 res~h 
projects rt!atod to fr-eah &ulta md vesetablea to identify 1peeific research that can be accelerated. 
USDA and FDA have held retearch p1ann.lng meetings with other agencies conducting food safety 
related resoarcli. including the BPA, DoD, the Oopartment of Energy, the National Science 
Foundation, and NIH. In addition. the agencies have met with industry and consumer 
represa1t&tive1 to determine what food safety research is currently onaoina or in the 
developmental siaaes outlide the sovenunent and to identify research needs from this out aide 
. pcr•peetive. 

The agencies are developing a coordinat~ research plan for redudn,g microbial rlak in produce. 
The reaeardt plan ia acheduled to be avai11tbte in early !998. Four specific areu for research 
focus have betn ldentifiod u; improved detection methods, resistance to traditional pre&ervaUon 
techniques. antibiotic rcaiatance, arad development of jntervention strategies. llesearch is cun'.ently 
underway in all lheac areas. Amo1>3 the areas 10 be further investigated are: pa.ck.aging. 11onage, 
and pre$Crvadon tochnolopa; production practices; and use ofpost-h&r\'esi treatments to reduce 
levda of unavoid•te microbial cqntamination: ·NIH reaearch on pathoge:Ucity and clinical h~man 
disease will support boih doveloprncnt of detection methods and the risk asae11ments neces~ to 
evaluate control strategies for the target pathogens. 
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Research on preventive tocbnolosies and imervention l'trategiea to reduce or eliminllte microbial 
t;OnUun.ioation i1 a high priority. Work will be conducted on manure treatment or composting 
techniques to ~sure that the manure is ~eptable for application to a apoeific commodity. Post- • 
haivest chemical (such u use uf antimicrobial a.gents in wash w&ter) and physical treatment' will 
he investigated for fruits and vegetables, u wlll methods of preventing the persistence and grow1 ti 
ofpathogen51 on both whole and minimally processed produce during storage and transportation. 
Another area ot research that will be a~erated is methods development, apecificall}' methods to 
detect Cyclospora and Hepatitis A on produce. Studies of chemk:at pattern reoognition (traC:e­
element tingerprinte) to identify where speciflc foods were 9rown or processed will also aid in 
traceback& to determine both the source offooda and the pathogens impli<iated in foodbome 
illneas outbreaks 

Tim dine: The process of review;ng research related to 11af~y of fresh fruits and 
vegctabl\$ was initiated in September, 1997. A research plan will be 
available in early 1998 that will identify fresh fruit and vegetable-related 
rcaearch. 

The following agencies are contributing to th.i11 initiative; the Food and Drug Administration 
(FDA), the National Institutes of Health {NIH)~ and the Centers for Disease Control and 
Prevention (CDC} i1' the Department of Health and Human Services (HHS)~ the Agricultural 
Marketing Service (AMS), the Agricultur.111 Rese.arch Service (ARS), lhe Animal and Plant H"ahh 
ln&pettion Service (APHIS), the Cooperative State Research, Education, and &tension Serviee 
(CSREES), the Economic Research Service (ERS), the Foreign Agricultural Service (FAS), the 
Food Satety and Inspection Savjc;o (FSlS)1 the National Agicultural StatisticR Service (NASS), 
the Nat11ral Resourots Conservation Service (NRCS), and the Office of Risk Assessment l\.nd . 
Ccst Benefit Analysis (ORACBA) in the US. Department of Agriculture (USDA); the 
F..nvironmental Protei-;tlon Agency (EPA); the Department of Labor's (DoL) Occupational Safety 
and Health Administratio.r. (OSHA); and the Department otDetense'~ U.S. Army-Natick 
Research Development and Engineering Center are also working on segments of the initiative. 

Occcmbc:r 2 '· l 997 Page 10 

P. . c ' • 
I...,. ·.• 

' - C.· } ,_, 



FRCM: SCOTT, P .• : p - /" ·"i • l; l; 

Total P1ge1:[ _:, 

LAM ID; AJP177 

TO: 

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

Wa1hlngton. D.C. 201503·0001 

Friday, January 2, 1988 

LEGISLATIVE REFERRAL MEMORANDUM 

egislative Li.to~ Officer • See Distribution below 

URGENT 

·FROM: 
OM8 CONTACT: 

Janet Ft Forsgren (for) As istant Director for Legislative Reference 
Wendy A. Taylor 

SUBJECT: 
PHONE: (2021396·4815 FAX: (202)395·5974 
HHl/U6DA Repon on lnltl1tlv1 to En1ure the Safety of lmponed and 
Dom11t10 Fruit• and Vegetc-blee 

DEADLINE: 10 AM Thur1d1y, January 8, 1998 
au aaa:wa;a:au-a«i ''*""" i' - ; ;; '. i I· 

In accordance with OMS Circular A-19, OMB requests the vie.w11 of your agency on the above 
subject before advising on it& relationship to the program of the PrB&ident. Please advise ua If thl1 
Item will aff•ct direct ependlng or recelpta for purpo1e1 of the "P•y·A1·You·Bo" provl1lon1 of Tltle 
XIII of the Omnibus Budget Reconclll•tlon Act of 1890. 

COMMENT&: HHS/USDA draft repon to the Presid8nt is ln response to his October 2. 1997. 
Directive on the progress made to date on ensuring the safety of imported and domestic fruits and 

I 

vegetebles. 
Dl&TRIBUTION LIST 

AGENCIES: 
7-AGRICULTURE - Marvin Shapiro· (202) 720·1616 
26-COMMERCE - Mlchael A. Levin. (202) 482-3161 

.29·DEFENSE ·Samuel 1. Brick Jr. - 1703! 697·1305 
32·ENERQV ·Bob Rabben • (202) 686-6718 
gs-Environmental ProteotiDn Agency - Chris Hoff - 1202) 260-6414 
52-HHS - Sondra S. Wallace· (202) 690-7760 
B 1 -JUSTICE - Andrew Fois • (20 2) 514· 2141 
62·LABOR - Robert A. Shapiro - (202) 219·9201 
78-National Eeonornlc Council - Sonyie Matthews • (202) 456·6630 
84-National Science Foundation· Lawrence Rudolph - (703) 306·1050 
95·0ftice of Science and Technology Policy • Jeff Smltl't • (2021 466-604 7 
114-ST A TE - Paul Rademaoher • (202) 84 7-4483 
·1 18-TREASURY - Richard S. Carro • (202t 622·06BO 
128·U5 Trede Represent1nive - Fred Montgomery - (2021 395-3476 

·EOP: 
-,.,.Joshua Gotbaum 

T J. Glauthier 
Sally Ket.zen 
JENNINGS_C 
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LAM ID: RJP177 8UBJEC'f: HHS/USDA Report 011 Initiative to Ensure the Safety of Imported 
and Domestic Fruita and Vegetablea 

RESPONSE TO 
LEGISLATIVE REFERMAL 

MEMORANDUM 

If your re1ponH to this reque1t for views 11 short (e.g .• concur/no comment), we prefer that you r11apond by 
e·m•ll or by fmxlng ut thl• r"pon .. 1hoe1. If the n11ponN I• ehort •"d you pr•f•r ta ceiH, pl•aee call th• 
br111cf1·wld1 llna ahown below tNOT the enalyst'e llnel to le•v• • meHege with 11 legllllatlve aHlatant. 

You may also r11pond by: 
(1) c1llln9 the 11Ja1ty11/.momey'1 dlreGt llne (you w111 be connect•d to voice mall If the analyat doea not 

W11werl; or 
(2) sending u1 1 memo ar lettar 

PIH .. Include the LRM number ehown ebov•. end the subject llhown below. 

TO: 

FROM: 

Wandv A. T1ylor Phone: 3!J5·4815 Fax: 396·6974 
Office of Man•gement end Budget 
Branch-Wide Une (to reach l1glslatlve .s1l11antl: 395-731 6 

---------------- !Detel 

------------ ___ (.Agencyl 

-----------~--- (Tel1phon1l 

The following 111 th• re1pon1t of our ageni;y to your requeet for vlev-• on the ebove·up1loned •ubJect; 

Concur 

__ No Objection 

No Comment 

__ See propoaed edit• on pagea --~-

Other: ---'--------~ 

~-FAX RETURN at __ pagea, attached to thll rfff)On&e 1heet 
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· anticipated that pr o . s oolfto guidance will be available to the 
produce industry du • 1998 If tho CSREES grant pro(.CBS i: uacd · 
for developmoat of . auidanoe docwnentB, it is anticipated I 

that the gram procca• will beain in May. 1998 and conclude with grant I 
awards in October, 1998. Draft doownent1 will be develop~ dufin8 · 
~~tlU will underao the FDA public miew proceas beginning in 

IV. focuyd In1ptmpnuDO Monlt9rip1 AcSoptlon,9cGAP/GMPGwid•nse 

liUpr.ctioll 11114 Tc!llllng: l!lapec:t?ons of freah wit and vtgeteble operatJons in combination with : 
.wnplina and teJtins provide• FDA and USDA with information about the microbial quality of 
both domestic and importod products. ldentification of microbiological problems nltows 
implementation of prevention tlltflorint~ention me&IW'CI before illness occun. 11 also Bids in 
targeting educaticmal outreach and technicai usistanoe. • : 

. : Al'd·1~tJJ J...J-D-l,rl., ..... (Jo ' .. ' . ' I 

·FDA will continue its fresh fruit an~te.ble irapection and testing program at current levels for 
domestic and imported roduce .. ~ditT~na11csourccs wilt be t~eed panicula.rly en sampling : 
produets om areas, in the .S. and abroad, where there i1 evidence thr.t a potential hazard exists. 

· - amtdU/GM.ftpidltelf'ha& net ~em tdepted. · · ' 

~
'Monitoring: Monitoring and evaluating the effootivene11 of GAP/UMP guid&nce ~r speci~c 
guidance will provide usurances to oonsutl'IC!"a, produ"1'o, and proeear.ors t'lµt following the I 

J guidance will result in reducing riab. The USDA and FDA wilt uic survey technique& to I 
determine th effw;tivmou of the GAP/OMP program an4 the cxt~t of adoption of the guid1U1¥ 

' L"'l \ by both th mcatic and for• indunry. The firlt survey will ·be conducted to determine I 

,\P rrent practices, 1peclflca!ly ll1oae practices that have the most impa't on public health and those 
iV1} ) that are cover«l in the generil GAPfOMP gJjdan~.~buoline information will be augmented V' · with information from other &0urc.es. aicb a,rtQrersnso'Tenunents md state agencies, on current 

1 JP practices. A &ec.Ond1 more thorough, survey on practices will be conduct~d at a later date. This! 
· information - fr-om the IW'Veya and other sources - will be used to monitor adoption of the 1 

~ GAP/OMP guidance and to mike nc:~ssary adjustme~t• in the GAP/GMP program. including the 
4 . guidance. 

~!J!l ~ ,f-
YoJ~,rV i); 
t'' .~ 
: ,,f tl-'"" 

t.)lJ·~ l1 .1 .vv- l ) (,yio ( , 
, )J 'K • > .Y--,.r \ 
y..l '\ ~ _)!;;' 

I '" :· "'-- 1-, 2'l ',.,~, I " ·c\ : ; '""";.cc:;. l'.r ... , ":• -(:;r/ · .. _/. .. 
,' 

Tlmetinc: FDA's inspection anJ ~rnple coliectior. anc a:ielysi~ a1;;.tivitiej, a.r~ or.goins: 

lncreMed ir.spection f.nd tetting efforts &r~ budge! dep:P.der.t and would be 
desirable to help monitor.the effectiveness of general and spt:eific GAP/G$}> 
guidance. The monitoring activity may begin in FY98. i 
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Background 

American consumers enjoy among the safest and most plentiful food supplies in the world. : 
However, over the last several years there have been increasing incidents of reported outbreaks of 
serious foodbome illness caused by domestic and imported fresh fruits and vegetables. In May 
1997, as part of the President's Food Safety Initiative, the Department of Health and Hum~ and 
Services, the Department of Agriculture, and the Environmental Protection Agency sent to the 
President a report that identified produce and imported foods as areas of concen:i.. On Octo~er 2, 
1997, President Clinton announced a new initiative to ensure that our fruits and vegetables, ' 
including those imported from other countries, meet the highest health and safety standards.: 
Specifically, the President called on Congress to give the Food and Drug Administration the. 
authority to stop the importation of fruits, vegetables, and other foods from countries whose I 
-safety precautions do not meet American standards. This new law would provide FDA authbrity 
similar to the authority already provided USDA to keep unsafe, imported meat and poultry ~ut of 
our stores. The President also announced that his next budget will provide enough funds to : 
ensure that FDA can fully implement this new law by dramatically expanding its intemationkl 
food inspection force. 1

1 6-GV-h.,,.. ~ 
The President also directed the Sec ary of Health and Human Services and the Secretary of 
Agriculture to work together i ose cooperation with the agricultural community to develop the 
first-ever specific ~afe for the growing, processing, shipping, and selling of fruits and 
vegetables. Tht.6 Lv-- ards will address potential food safety problems throughout the 
production and distribution system, and they will improve the sanitation and safety practices: of 
all those seeking to sell produce in the United States market. Finally the President asked the two 
Secretaries to report back to him within 90 days with a plan and schedule for developing these 
standards within a year. ! 

Status of the Legislation: On the Administration sent to the Congress legislation to 
amend the Federal Food, Drug, and Cosmetic Act to expand FDA's authority to ensure the safety 
of imported fruits, vegetables, and other foods by providing FDA with authority comparable :to 
that already provided USDA. On November 13, 1997, Representatives Eshoo and Pallone 
introduced the "Safety oflmported Foods Act of 1997 (H.R. 3052), incorporating the 
Administration's proposal. The bill was referred to the House Committee on Commerce. Al 
comparable bill has not yet been introduced in the Senate. 

This Report 

This report presents the progress made to develop specific safety standards for the growing, · 
processing, shipping, and selling of fruits and vegetables, and presents the schedule and plank to 
accomplish these and the other elements of the President's produce initiative. To meet the 

1 

President's goal that our produce meet the highest health and safety standards, the Departmei;its 
will develop Good Agricultural Practices (GAPs) and Good Manufacturing Practices (GMPs) for 
produce. GAPs will address production practices including growing, harvesting, handling, artd 

I 

transportation. GMPs will primarily address harvesting and transportation, but will also include 
other parts of manufacturing such as processing and packaging. GAPs and GMPs by necessity 



overlap and are interrelated. 
I 

This report also describes interdependent activities that will help industry successfully adoht 
GAP/GMP guidance. For example, the domestic and foreign industry will depend on technical 

I 

assistance from U.S. agencies to effectively adopt GAP/GMP guidance. Education and outreach 
efforts will be provided to the domestic and foreign industry and these activities will be ba~ed on 
a strong underlying, accelerated research program. The White House Office of Science and 

I 

Technology Policy will help coordinate the needed research planning. 

The U.S. produce industry and many countries exporting fresh fruits and vegetables to the U.S. 
have already taken significant steps to develop and implement improved agricultural practices 
and guidelines. Activities in this initiative, particularly developing GAP/GMP guidance, 1 

recognize this effort and build on it. 

(Wendy -- For now I have left out the part on budget -- identifying the funds and the need for 
adequate funds in FY99 -- for the reasons we discussed. But if it can be explained clearly I. 
would add it to the end of the last paragraph. Thanks.) i 
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OFFM/OIRR 

Initiati"'e to Ensure the Safety of Imported and Domestic. Fruits and 
Vegetables: Status Replrt 

Beclsvoupd ~"'~ ' r"~-kd 
While American conswners cnjo>: 9~ food supply in the world. in the last SC\'el"al years 
there have been increasing incidents o~oodbomc illneu outbreak& associated with both domestic 
and imported fresh fi'uits and voptableS. On October 2, 1997, Presidem Clinton announced an 
•Jait.iative to Ensure 1he Safety of Imponcd and Domestic Fresh Fruits llJld Vegetables... The 
initiatr.-• &pecifiecl that FDA seek legislation to extend its existing auth.ority to provide increased 
coverqe of imported foocla, that future buds~ requests include activities in this initiative. and 
that FDA ond USDA dew.lop a series of activities focused on assisting the domestk and foreign 
produce industries to improve the aa&ty of fresh fiuits and vegetables. 

FDA L'ld USDA have identified the fil11ding nec.essary to carry out the dottlestic an~ international 
activities associated with the fi'csb fruits utd vegetables initiative. Full implementation in FY99 is 
contingent upt>n receiving adequate funds. As part of the overall food safay initiaiivc, the 
agencies are making plans f'or the most efficient use off\lnds, for example. by participating in a 
research coordination workin& group organizec! by Dr. John Gibbons, SsiMee lttWtserr.o the 
President. l.lndcr the auspica of the National S~ience and Technology Council. ~ssls1z:u,r.J-

L.Qw Sc-i~ ~T~......o\o~y 
.SUitus of tu Legislation: A bill, the Safety oflmponed Food Act of 1997 (H.R. 3052), was 
. introduced in the House of Representatives on November 13, 1997. No comparable bill has yet 
beer. introduced io the Senate. If enacted, this proposed legislation would amend the Federal ' 
Food, Drug, cd Cosmetic Act to expand FDA"s authority to assure tha tafety of'importe:i food! 
by providing FDA with authorities more cornparablc to those of USDA. 

Jbiskpott 

The President dir~ted the Secretaries of HHS and Agriculture to submit a report on progress 
made in development of Good Agricultural Practices (GAPs) and Good Mmiufacturing Prac:tices 
(GMPs). as well ~ other elements of the initiative. GAPs and GMPs guidance are interrelated in 
that some procedures may over1a.p. GAPsfeMP!PrimariJy focus on production practices · 
includ~ growing, harvesting. handling. and transportation. GMPs can include harvesting and 
transportation. but·also include othel' practices s-.ich as proce&&ing and packaging. Be~use of this 
overlap, the terms .. GAP/GMP"' and "GAPslGMPs", as appropriate, will be used throughout the. 
document. · 

Oecsnber 2:l, 1997 Pase 1 
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{' At1d •• -_,_-
The United States produce industry~ some countries "90rting fresh ftuics and 
vegetablea to the U.S., have already taken significant steps to develop and implement improved 
asricuhural practices and sui~elinea. Activities hi this initiative. particulatly development of 
GAP/GMP guidance, recognble this e«ort and bu.Id oti it. 
. . _/ r. ~u..W~c.. .· 

This report discusses the progress made on developmeot of GAiy.'GWip;;;d plans to accomplish 
the other elements of the initiative. This report also deseribes interdependent activities ihat will 

· enhance 1he suecess.Nl adoption of GAP/GMP guidance by the indust.cy. For exam;>I~ effective . 
adoption ofGAP/GMP guidance will depend on U.S. apnc:ies providing techcical wistancc to 
the domestic industry and to countries e;q>orti?Ja produce to the U,S. :Education and outreach ' 
eft'ons will be provided to both the domestic and foteign industry and all of these activities will be 
based on a strong, underlying. accelerated research program. The cooperative dforts described in 
I.his report :cprcsent a comprehensive approacli to improvmg the safety or &esh fn.lits and . 
vegetables. Current resources have been redirected t~ these efforts. however. the overall level of 
dl"oct will be ~etormined by the resources provided in the FY 99 budget and thereafter- · 

St.atus: FDA. working with USDA. is preparing a general GAP/GMP guidance document. FDA 
plan1 to publish the document as proposed voluntary guidance. This SIJidance, titled ·'Guide to · 
Minimizing ~robia.I Food Safety Hazards for Fresh Fruits and Vegetables". describes good 
aericultural practices that tUmers and produc:ers ma.y use for wattr ~ua1ity, ll'W'li.lre management. 
sanitation (both field and facility sanitation, u well as work.er hygiene), and handling and 
uansportation_ The guidance also descn'be5 use of producer identification and inforroation on the 
8ow oftbe product throush diitribution channels. This information can facilitate source 
identification, ahould a commodity be associated with a foodborne illness ou':breelc. This 
guidance can be used by both domestic and foreign ~esh fruit and vegetabll producer" to help 
ensure the safety of their pioduce, Will be consistent witb World Trade Organization obligations, 
and will not impose Un&LOCMSifY or unequal restrictions or barriers on either domostic or fordsn 
producers. The agencies recognize that appropriate use of pesticides and· other related 
antimicrobial agents pl&y an irnportant role in controDing microbial colltamination. but caution· 
that excessive or inappropriate use of these substan~oa doca not take the place of GAPs!GMPs. 

·FDA and USDA sponsored a series of public meetings from mid-Nove.f!lber to mid-Decem~er, 
1997 in which the agriouhural community, the international tradt community, consum~rs, .and the· 
scientific ¢0mmunity participattd. The purpos.e of these meetings. wu to give J>&rticipants the1 
opportunity to offer their perspective on the working draft Ouide and to provide ctimments, 
teehnica! information, and suggested modifications to the draft guidance. Tne National Advisory 
Cominittff. on Microbiological Criteria for Foods' Fresh Produce Subcommittee (a l1SDAIFDA 
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EXECUTIVE OFFICE OF THE PRESIDENT 
NATIONAL SCIENCE AND TECHNOLOGY COUNCIL 

WASHINGTON. D.C 20502 

November 25, 1997 

MEMORANDUM FOR DONNA E. SHALALA, HHS 
DAN GLICKMAN, USDA 
CAROL M. BROWNER, EPA 

FROM: JOHN 1-1. GIBBO* 

SUBJECT: NSTC FOOD SAFETY RESEARCH PLAN 

Acting on the President's commitment to improve the safety of our nation's food supply 
and in keeping with the Government Performance and Results Act, I am establishing an 
Interagency Working Group (IWG) on Food Safety Research under the auspices of the National 
Science and Technology Council (NSTC) Committee on Science. In your May 1997 interagency 
report to the President, you highlighted the opportunities for better research coordination across 
the federal government. Therefore, this new IWG will develop a coordinated federal food safety 

research plan, which will extend to our research partners in states, industry, and academia. 

The following agencies play a significant role in addressing the research needs associated 
with ensuring the safety of our nation's food supply: ARS, CSR.EES, FSIS, and ERS in USDA; 
FDA, NIH, and CDC in HHS; and EPA. Under the IWG, these agencies will conduct an in­
depth review of all federal research related to microbiological aspects of food safety as weM as 
research related to natural toxins and tissue residues of veterinary drugs. Based on this review, 
the IWG will make recommendations for future coordinated research. The first step in this1 
process will be devising a review structure and mapping all research onto that structure so that an 
organized picture of the existing federal research portfolio can be created. This will be followed 
by an assessment that will identify unnecessary duplicative efforts, jurisdictional issues, reJearch 
gaps, arid other information pertinent to designing a more coordinated research plan. The IWG's 
work should serve as the basis for an ongoing interagency process for coordination of food safety 
research. A detailed terms of reference will be prepared in consultation with the IWG. In order 
to support your FY2000 budget submissions, this work should be completed by May 29, 1998. 

Since time is short, we need to initiate the work of the IWG immediately. Please submit 
names of your agencies' representatives to Dr. Clifford Gabriel by December 5, 1997. In 
addition, I would like USDA and HHS to each designate a policy level individual who can serve 
as an IWG co-chair. The IWG will hold its first meeting in early December. Dr. Gabriel can be 
reached at: cgabriel@ostp.eop.gov, 202-456-6130 (voice), or 202-456-6027 (fax). 

cc: Adrienne Erbach, OMB 

Lisa Grove, OMB ./ 
Angela Phillips-Diaz, NSTC 
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NSTC IWG Food Safety Research Roster 

HHS 
Dr. John M. Eisenberg 
Acting Assistant Secretary for Health 
Office of Public Health and Science 
Humphrey Bldg., Room 716G 
200 Independence Ave., SW 
Washington, DC 20201 
202-690-7 694 
Fax 202-690-6960 

Dr. William Raub (Co-chair) 
Deputy Assistant Secretary for Planning and Evaluation (Science Policy) 
Humphrey Building, Room 434E 
200 Independence Ave., SW 
Washington, DC 20201 
202-690-5874 
Fax 202-401-7321 

FDA 
Dr. Fred Shank 
Director, Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
FOB-8, Room 6815, HFF-1 
200 C St., SW 
Washington, DC 
202-205-4851 
Fax 202-205-5025 

Alternate: 
Dr. Bern Schwetz 
Director, National Center for Toxicological Research 
U.S. Food and Drug Administration 
NCTR Drive 
Jefferson, AR 72079 
870-543-7517 
Fax 870-543-7576 



Technical Advisor: 
Thomas A. Cebula, Ph.D. 
Director, Division of Molecular Biological Research and Evaluation Office of Pre-market 

Approval 
Center for Food Safety and Applied Nutrition Food and Drug Administration 
Room 3824, FOB 8 (HFS 237) 
200 C Street, SW 
Washington, DC 20204 
202-205-4217 
Fax 202-401-1105 

CDC 
Claire V. Broome, M.D. 
Deputy Director 
Centers for Disease Control and Prevention 
Room 5132, Building 16 (MD D14) 
1600 Clifton Road, N.E. 
Atlanta, GA 30333 
404-639-7000 
Fax 404-639-7111 

Alternate: 
Morris E. Potter, D.V.M. 
Assistant Director for Food Borne Diseases Division of Bacterial and Mycotic Diseases 
National Center for Infectious Diseases Centers for Disease Prevention and Control 
1600 Clifton Road, N.E. (MS A-38) 
Atlanta, GA 30333 
404-639-2213 

NIH 
Wendy Baldwin, Ph.D 
Deputy Director for Extramural Research 
National Institutes of Health 
Bldg. 1, Room 144 
Bethesda, MD 20892 
301-496-1096 
Fax 301-402-3496 

EPA 
Elaine Francis 
202"'.564-6789 
Fax 202-565-2917 



USDA 
Dr. Eileen Kennedy (Co-chair) 
Acting Deputy Under Secretary 
Research, Education, and Economics 
202-720-8885 
Fax 202-690-2842 

Agricultural Research Service 
Dr. K. Darwin Murrell 
Deputy Administrator 
National Program Staff 
301-504-5084 
Fax 301-504-7302 

Dr. Caird Rexroad 
Associate Deputy Adminstrator 
Animal Production, Product Value and Safety 
National Program Staff 
301-504-7050 
Fax 301-504-6191 

Technical Advisor: 
Dr. Jane Robens 
National Program Leader 
Food Safety and Health, National Program Staff 
301-504-5381 
Fax 301-504-5467 

Cooperative State Research, Education, and Extension Service 
Dr. Edward Wilson 
Deputy Administrator 
Plant and Animal Systems 
202-401-4329 

Economic Research Service 
Dr. Betsy Kuhn 
Director of the Food and Rural Economics Division 
Room 2168 
1800 M St., NW 
202-694-5400 
Fax 202-694-5661 



Alternate: 
Dr. Stephen Crutchfield 
Chief, Diet, Safety, and Health Economics Branch 
202-694-5460 
Fax 202-694-5688 

Technical Advisor: 
Dr. Tanya Roberts 
Agricultual Economist 
202-694-5464 
Fax 202-694-5688 

Food, Nutrition, and Consumer Service 
Dorothy Caldwell 
703-305-2664 
Fax 703-305-2782 

Food Safety 
Dr. Catherine Woteki 
Under Secretary 
202-720-0350 
Fax 202-690-0820 

Technical Advisor: 
Kaye Wachsmuth 
Deputy Administrator 
Office of Public Health and Science 
202-720-2644 
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Initiative to Ensure the Safety of Imported and Dom~tic Fruits and' 
Vegetables: Status Report 

Introduction 

While American consumers enjoy the safest food supply in the world, in the last several years 
there have been increasing incidences of foodbome illness outbreaks associated with fresh fiuits 
and vegetables from both domestic and imported sources. On October 2, 1997, President Clinton 
announced an "Initiative to Ensure the Safety of Imported and Domestic Fresh Fruits and 
Vegetables". The initiative specified that FDA seek legislation to increase its authority over. 
imported foods, that budget requests include activities in this initiative, and that FDA and USDA 
develop a series of activities focused on assisting the domestic and foreign produce industries to 
improve the safety of fresh fruits and vegetables. 

The United States (U.S.) produce industry, as well as some countries importing fresh fruits and 
vegetables into the U.S., have already taken significant steps to develop and implement improved 
agricultural practices and guidelines. Activities in this initiative, particularly development of:good 
agricultural practices and good manufacturing practices guidance, recognize this effort and build 
on it. 

A bill, the Safety oflmported Food Act of 1997 (H.R. 3052), was introduced in the House of 
Representatives on November 13, 1997. No comparable bill lu!s been introdu<;:eQ in the Senate, 
If passed by Congress, this proposed legislation will amend section 402 (adulterated food) of the 
Food, Drug, and Cosmetic Act to expand FDA's authority to assure the safety of imported ~oods. 
This will provide FDA with authorities more comparable to those of USDA over imported foods. 
FDA's and USDA's budget requests for FY99 includes funding for activities a8sociated with the 

. I 

fresh fruits and vegetables initiative. The budget requests have been submitted to the Office lof 
Management and Budget. As part of the overall food safety initiative, the agencies are making 
plans for the most efficient use of funds, for example, by participating in a research coordination 
working group organized by Dr. John Gibbons, Science Adviser to the President, under the 
auspices of the National Science and Technology Council. 

The President directed the Secretaries of I-IllS and Agriculture to submit a· report on progre~s 
made in development of Good Agricultural (GAPs) and Good Manufacturing Practices (GMPs) 
and other elements of the initiative. GAPs and GMPs guidance are interrelated in that some, 
procedures may overlap. GAPs primarily focus on production practices and include growing, 
harvesting, handling, and transportation. GMPs can include harvesting and transportation, ~ut 
also include other practices such as processing and packaging. 

This report discusses the progress made on development of GAPs/GMPs and plans to accomplish 
the other elements of the initiative. This report also describes interdependent activities that ~11 
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enhance the successful adoption of GAP/GMP guidance by the industry. As an example, effective 
adoption of GAP/GMP guidance will depend on U.S. agencies providing technical assistance to 
the domestic industry and to countries importing produce. Education and outreach efforts Win be 
provided to both the domestic and foreign industry and all of these activities will be based o~ a 
strong, underlying, accelerated research program. 

Agencies contributing to this initiative are: the Food and Drug Administration (FDA) and th.e 
Centers for Disease Control and Prevention (CDC) in the Department of Health and Human 
Services (1-lliS). U.S. Department of Agriculture (USDA) agencies include: the Agricultural 

I 

Marketing Service (AMS), the Agricultural Research Service (ARS), the Animal and Plant Health 
Inspection Service (API-ilS), the Cooperative State Research, Education, and Extension SerMce 
(CSREES), the Economic Research Service (ERS), the Foreign Agricultural Service (FAS); the 
Food Safety and Inspection Service (FSIS), the National Agricultural Statistics Service (NXSS), 
the Natural Resources Conservation Service (NRCS), and the Office of Risk Assessment an.d 
Cost Benefit Analysis (ORACBA). The Environmental Protection Agency (EPA) and the 1 

Department of Labor's (DoL) Occupational Safety and Health Agency (OSHA), and the 
Department of Defense's Natick Labs (get full name) are also working on segments of the 
initiative. 

I. Good Agricultural Practices Guidance 

Status: FDA, working with USDA, is in the process of preparing a general Good Agricultural 
Practices (GAP) guidance document to be published as a proposal. This "Guide to Minimizing 
Microbial Food Safety Hazards for Fresh Fruits and Vegetables" describes good agricultur~ 
practices that farmers and producers may use for water quality, manure management, sanitation 
(both field and facility sanitation, as well as worker hygiene), and transportation and handling. 
The guide also describes use of producer identification and information on the flow of the product 
through distribution channels. This information facilitates source identification, should a 
commodity be associated with a foodbome illness outbreak. This guidance can be used by both 
domestic and foreign fresh fruit and vegetable producers to help ensure the safety of their , 
produce. The GAP guidance will be consistent with World Trade Organization guidelines ahd 
will not impose undue restrictions or barriers on either domestic or foreign producers. 

A series of public meetings were held from mid-November to mid-December, 1997 in which the 
agricultural community, the international trade community, consumer, and the scientific 
community participated. The purpose of these meetings was to give these parties the opportunity 
to offer their perspective on the working draft Guide and to provide pertinent information, · · 
comments, technical information, and suggested modifications of the draft guidance. The first 
public meeting was held with the National Advisory Committee on Microbiological Criteria for 
Foods' Fresh Produce Subcommittee (an USDA/FDA advisory committee) in attendance. The 
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Subcommittee provided recommendations that were incorporated into the working draft guidance 
document used as the basis of discussion at a series of meetings targeted to the agricultural : 
community. Six "grassroots" meetings were held around the country in December. The ag~ncies 
also presented the proposed guidance to representatives of embassies and individuals associated 
with importing produce into the U.S. at an international meeting. 

Agencies Responsible: Lead: FDA 

Timeline: 

Support: USDA (CSREES, AMS, ARS, FSIS, ERS, NASS, 
FAS), EPA, DoL (OSHA), CDC 

FDA will publish draft GAP guidance, incorporating comments and inform3;tion 
from the public meetings, in the Federal Register at the end of February or in early 
March, 1998. A 45-day comment period will be provided for public review; and 
further comment. A public meeting may also be held. It is anticipated that • 
finalized GAP guidance will be available at the end of July, 1998. 

Supporting Information: The draft guidance represents the best advice of FDA and USDA 
which builds on current industry and scientific practice and will incorporate information proyided 
by the agricultural community, consumers, academicians, individuals involved in international 
trade, states, and other interested parties. Development of the final guidance will draw on . 
fundamental information that describes the fresh fruit and vegetable industry domestically and in 
countries importing products into the U.S. 

Agencies Responsible: Lead: USDA (ERS, NASS, FAS) and FDA 

Timeline: 

Support: USDA (CSREES, AMS), 

Data and information covering 40 country/commodity combinations will be 
compiled by mid-July, 1998. These data will provide a profile of each country's 
current growing, harvesting, handling, and transportation practices for the variety 
of products offered for import into the U.S. 

1 

II. Technical Assistance and Education and Outreach 

Technical A.ssistance: GAP/GMP guidance, alone, cannot be effective in improving the safety of 
fresh fruits and vegetables if a lack of technical resources to adopt all or even parts of the 
guidan,ce exists. The guidance is most effective when all the essential components of the guidance 
that apply to a particular commodity or production operation are adopted, ensuring use of 
practices that bolster safety at every step in the process from in-field operations to distribution to 
the consumer. U.S. government agencies, FDA and USDA in particular, will work with the 
appropriate public health and agricultural government agencies abroad and in the U.S. to provide 
technical assistance needed to support adoption of the GAPs/GMPs by the produce industry. 
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Working with foreign and U.S. agencies to provide assistance is not only beneficial to the 
industry, but to the health of American consumers. Successful adoption of GAP guidance by the 
industry will greatly enhance the safety of fresh fruits and vegetables. When it becomes necessary 
for FDA investigators or scientists to visit foreign operations to ascertain the source of problems 
that may pose a safety hazard in produce imported into the U.S., FAS and State Department 
officials will facilitate these visits. (The FY99 budget request includes funding for additional 
resources to carry this program out.) 

USDA and FDA will work with a broad spectrum of representatives from the public and priyate 
sector in foreign countries and in the U.S .. These include officials from the health and agriculture 
agencies in foreign countries, the World Health Organization and the Food and Agriculture 
Organization and subsidiary organiz.ations (e.g., PAHO), as well as exporter associations. In the 
U.S., the agencies will work with appropriate landgrant colleges and universities, state agencies, 
and industry associations. In working with these groups, it is critical that we not only provide 
technical assistance but that they have a clear understanding of the requirements for importing 
foods into the U.S. and meeting U.S. legal requirements. Equally important, is an appreciation 
for the U.S. consumers' perception of food safety. With this understanding, these groups can 
guide industry's detemtjnation of what, if any, modifications of current practices are needed: for 
industry to satisfy U.S. legal and consumer expectations. FDA and USDA will provide technical 
advice and assistance to the domestic industry and to governments of countries importing 
products into the U.S. to aid in the adoption of GAPs/GMPs, as well as to improve production 
and processing practices in any other way. As part of this effort, USDA and FDA will share new 
technologies as they are developed to enhance the safety of fresh fruits and vegetables, suchlas 
improved manure treatment methods, more sensitive analytical methods, post-harvest treatments 
to reduce or eliminate pathogen levels on produce. 

Agencies Responsible: Lead: FDA and USDA (FAS, FSIS, APHIS) 

Timetable: During FY'98 the groundwork is being laid for providing technical assistance, 
pending finalization of the GAP guidance. FY99 funding will determine the 
extent of the program. 

Education: Education and outreach programs are essential to successful adoption of GAP/GMP 
guidance by the domestic and international fresh fruit and vegetable industry. These programs are 
pivotal to the industry understanding the essential principles of GAP/GMP guidance, as well as 
the scientific and practical reasons for adoption of the guidance as everyday production and 
processing practice. Others in the distribution chain from the fruit and vegetable producers to the 
final user - the consumer - must be reached in these programs in order to assure that the care 
taken to prevent microbial contamination in growing, harvesting, processing, and 
transporting is not thwarted by mishandling later. (The extent of efforts in this area will be 
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contingent on additional funding in the FY99 budget.) 

CSREES, through its existing network of agricultural extension service agents located in the U.S. 
farming community, will be the primary domestic source ofGAP/GMP outreach and educational 
activities for producers. USDA and FDA will plan a national food safety scientific and education 
conference for early 1998 to provide colleges and universities background on GAP guidance for 
incorporation into their academic programs. The Extension agents play a vital role in the 
successful adoption of GAPs because they are knowledgeable about on-farm assessments and can 
provide advice to individual farmers on potential problem areas in their operations and how to 
improve practices. CSREES will disseminate the GAP guidance and incorporate it into the 
ongoing programs for domestic fruit and vegetable growers. Where necessary and funding1 is 
provided, the existing Extension Service-farm infrastructure will be strengthened to facilitate 
communication in the agricultural community. 

In reaching the produce industry workforce, the GAP guidance and associated educa~ional 
materials must be available in native languages and term~ understood by this diverse community. 
Multi-lingual materials are also needed for use in foreign countries. To meet these needs, the 
GAP/GMP guidance documents, as well as associated training and information materials will be 
translated into appropriate languages as quickly as possible as they are finalized and funding 
permits. 

We anticipate that education and outreach activities will reach beyond the immediate needs of the 
produce industry to ancillary industries, such as wholesale and retail, to the consumer. Expanded 
education efforts (contingent upon additional FY99 funding) will be directed to increasing 
awareness of public health concerns about fresh fruits and vegetables, as well as about use of safe 
practices for handling and storing fresh produce vegetables. 

The information provided at the GAP grassroots and international meetings will help the agencies 
prioritize outreach activities and preparation of materials. FDA and USDA anticipate drawing on 
the resources and expertise of other agencies and industry groups to provide outreach and 
education, particularly targeted to specific regional needs in the U.S. The agencies have met with 
representatives of state agriculture departments and the industry to begin discussions of how best 
to make available needed training and information. We anticipate that industry itself, will be a 
primary vehicle for outreach and education activities. 

In the international arena, FAS will be instrumental in facilitating the development of education 
and training programs, either through their staff or the State Department. The FAS' Intern~tional 
Cooperation and Development group can facilitate development of cooperative training programs 
on the GAP guidance, in collaboration with other agencies capable of providing funding for these 
activities. FAS will also explore mechanisms to obtain the resources and expertise from otller 
international organizations, such as the F AO and the Inter-American Institute for Cooperation of 
Agriculture in order to facilitate discussions on produce safety issues. FDA and USDA wilt 
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provide governments and organizations in foreign countries with multilingual GAP/GMP 
education programs and materials (as funding permits) for presentation to their industries. 

Agencies Responsible: Lead: FDA and USDA (CSREES, NAPLAP, NRCS, FSA) 
Support: EPA, OSHA 

Timetable: Preliminary steps have been taken to determine mechanisms for providing 
information and assistance to the domestic industry in adopting GAP guidance. 
Likewise, preliminary steps will be taken in late FY98 to develop a program: 
targeted to foreign growers. 

ill. Good Agricultural and Good Manufacturing Practices Guidance for Specific 
Commodities 

The general GAP guidance that is being developed cannot be expected to provide the specificity 
needed to ensure safe produce. This general guidance is essential as a foundation for more 
specific GAP/GMPs for various commodities. As we consider the broad spectrum of a fooq 
safety system, general guidance is usually the first consideration. However, specific GAPs/GMPs 
are very appropriate and often essential for those foods where individual HACCP systems a.re not 
warranted. GAP/GMPs for individual commodities can provide tailored guidance for reducing 

I 

the potential for microbial contamination, e.g., the minimum time between manure application and 
harvest, the best type of irrigation system to use, specific harvesting practices (e.g., picking 1 

berries or melons), or recommendations for transporting specific commodities. So, additional 
GAP/GMP guidance documents will be developed that are tailored to reducing the risk of specific 
commodities. 

Supporting Information: Domestic commodity data provided by USDA includes specific 
commodities produced, the form (whole or processed) and the quantities produced. FAS has 

. I 

available, as part of its ongoing trade reporting system, data on fruits and vegetables imported 
into the U.S. and some commodity specific reports for selected countries. Information about the 

. I 

current agricultural practices, about currently used handling and transportation practices, as, well 
as processing and packaging techniques, and information about products associated with 
foodbome illness outbreaks will also be used. Both USDA and FDA have some data on current 

,. I 

agricultural and manufacturing practices which they will provide. Country information (such as 
copies of food safety legislation and regulation affecting production, handling, and storage qf 
produce) useful in identifying current production and processing practices in foreign countries will 
be provided by FAS. This information will be used to direct and support decisions to develop 
specific GAP/GMP guidance documents. 

Selection of Commodities: Options are being explored for the most efficient way to provi~e the 
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industry with guidance that is effective, and yields the most benefit from the resources expended. 
Among the options under consideration are: 

• Industry organizations will voluntarily work with FDA and USDA to develop specific 
GAPs/GMPs as guidance for commodities they represent. 

• Commodities for which specific GAPs/GMPs will be developed will be selected 
through a public process. FDA will publish a notice in the Federal Register 
announcing our intention to develop guidance for specific commodities and the criteria 
to be used in the selection. This notice will ask for information to gui~e the selec~ion. 

• The competitive grant mechanism available through CSREES will be used to provide 
funding for academic institutions in different regions of the country to develop 
commodity-specific GAPs/GMPs. 

• Other approaches that will provide targeted guidance to the produce industry in a 
timely manner. 

Whichever option is chosen for development of specific GAP/GMP guidance, some basic fa~tors 
will be considered in selecting the commodities. These include the potential hazards associated 
with the commodity and whether or not microbe-specific methods (e.g., identification, detechlon, 
enumeration, and/or sampling technique) exist to ensure an appropriate level of public health 
protection. With these criteria, Cyclospora is not an appropriate choice for a specific GAP.' The 
potential public health impact of the commodity, considering points such as the volume of the 
commodity produce, and the primary consumer group (e.g., young children, the elderly, the' 
population in general). 

Regardless of the option chosen for selecting commodities for which to develop individual 
GAP/GMP guidance, a FDA/USDA committee will oversee development of the documents1which 
will undergo scrutiny in the FDA public review process. This process entails publication ofthe 
draft documents in the Federal Register, receipt and evaluation of comments, revision of the 
documents according incorporating information in the comments, and publication as a final 
guidance document. 

Agencies Responsible: Lead: FDA 

Timeline: 

December 14, 1997 

Support: USDA (CSREES, AMS, ARS, NRCS, NASS, ERS), 
EPA, DoL (OSHA), CDC 

I 

It is anticipated that development of the specific guidance by the agencies 
I 

will be available to the produce industry during 1998. If the CSREES grant 
process is used for development of the specific guidance documents, it, is 
anticipated that the grant process will begin in May, 1998 and conclude with 
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grant awards in October, 1998. Draft documents will be developed during 
1999 and will undergo the FDA public review process beginning in 2000. 

IV. Focussed inspections of production and processing operations and testing to areas of 
highest risk and monitoring adoption of GAP/GMP guidance. 

Inspection and Testing: Inspections of fresh fruit and vegetable operations in combination with 
sampling and testing provides FDA and USDA with ·information about the microbial quality of 
both domestic and imported products. Identification of microbiological problems allows 
preventive intervention before illness occurs. It also aids in targeting educational outreach and 
technical assistance. 

FDA will continue its fresh fruit and vegetable inspection and testing program at current levels for 
domestic and imported produce. Additional resources (additional funding from the FY99 bt~dget) 
will be focussed on sampling products from producers that have not adopted GAP/GMP 
guidance, domestic or foreign. 

Monitoring: The USDA and FDA will use survey techniques to determine the effectiveness of 
the GAP/GMP program and the extent of adoption of the guidance in both the domestic and 
foreign industry. The first survey will be conducted to determine current practices, specifically 
those practices that have the most impact on public health and those that are covered in the 
general GAP guidance. This baseline information will be augmented with information from other 
sources, such as foreign governments and state agencies, on current practices. A second, more 
thorough, survey on practices will be conducted at a later date. All of this information - frorp the 
surveys and other sources -will be used to monitor adoption of the GAP/GMP guidance and to 
make necessary adjustments in the GAP/GMP program, including the guidance. (The extent of 
this work is contingent on additional funding in the FY99 budget.) 

Agencies Responsible: Lead: FDA 
Support: USDA (ORACBA, ERS, FSIS, ARS, AMS, FAS), 

EPA, CDC 

Timetable: FDA's inspection and sample collection and analysis activities are ongoing. 
Increased inspection and testing efforts are budget dependent. The monitoring 
activity will begin in FY98, dependent on funds available. 

V. Accelerated food safety research. 

Successful implementation of an initiative, such as this, relies heavily on scientific research to 
develop intervention and prevention strategies to prevent foodbome illness. Research will 
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support development of improved detection methods useful in a variety of environments to 
conduct longtenn suiveillance and monitoring of both domestic and imported produce, 
development of control and prevention strategies to augment use ofGAP/GMP, and to develop 
GAP guidance that accommodates specific needs imposed by environmental factors (e.g., w~ter 
quality, manure management, worker hygiene). 

FDA and USDA both have extensive research programs in areas related to development of ' 
pathogen detection and quantification methodology, as well as development of control and 
prevention inteiventions. EPA and USDA also have research programs underway focused on 
water quality and manure management. 

FDA and USDA are individually and collectively reviewing their respective FY98 research 
projects related to fresh fruits and vegetables to identify specific research that can be acceletated. 
USDA and FDA have held research planning meetings with other agencies conducting food I safety 
related research, including the Department of Defense, the Department of Energy, the Natio,nal 
Science Foundation, and the National Institutes of Health. In addition, the agencies have met with 
industry and consumer representatives to determine what food safety research outside the 
government is currently ongoing or in the developmental stages and, from this outside 
perspective, identify research needs. 

The agencies are developing a coordinated research plan for reducing microbial risk in produce. 
The research plan is scheduled to be available in early 1998. Four specific areas for research 
focus have been identified as: Improved detection methods, resistance to traditional preseiv~tion 
techniques, antibiotic resistance, and development of intetvention strategies. Research is CU;rrently 
underway in all these areas. Among the areas to be further investigated are: packaging, storage, 
and presetvation technologies; production practices, in particular manure management and 
maintenance of water quality; and use of post-haivest treatments, such as antimicrobial agents in 
wash water, to reduce levels of unavoidable microbial contamination. NIH will put out a cwl for 
research proposals in these and other related areas. 

Research on preventive technologies and to develop inteivention strategies to reduce or eliminate 
microbial contamination are a high priority. Work will be conducted on manure treatment or 
composting techniques to assure that the manure is of an acceptable quality for application to a 
specific commodity. Post-hatvest chemical and physical treatments for ~its and vegetables, and 
methods of preventing the persistence and growth of pathogens on both whole and processed 
produce during storage and transportation will be investigated. Another area of research th.at will 
be accelerated is methods development, specifically for Cyclospora, for Hepatitis A on, and 
chemical pattern recognition (trace-metal fingerprints) to identify where specific foods were 
grown or processed. These studies will aid in tracebacks to determine the source of foods and 
pathogens implicated in foodbome illness outbreaks. 

Agencies Responsible: Lead: FDA and USDA (ARS, CSREES, ERS) 
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Timetable: 

Support: EPA, NIH, DoD (Natick Labs) 

. 
The process of reviewing research related to safety of fresh fiuits and vegetables 
was initiated in September, 1997. A research plan delineating fresh fiuit and 
vegetable-related research being accelerated, will be available in early 1998 . 
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