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THE WHITE HOUSE 

WASHINGTON 

May 11, 1998 

Dear Mr. Speaker: 

The report to be released today by the General Accounting 
Office (GAO) calls on Congress to give the Food and Drug 
Administration (FDA) the authority to ensure that food eligible for 
import to the united States is produced under food safety systems 
that will provide the. same level of protection as the safety 
systems in place in the United States. This report is further 
confirmation of the need for Congress to pass the Safety of 
Imported Food Act, which I called for in October 1997, which 
Senators Mikulski and Kennedy, and Representatives Eshoo and 
Pallone have introduced. 

This important legislation will do what the GAO says is 
necessary: it will ensure that the FDA denies the entry of imports 
of fruits, vegetables, or other food from a foreign country or 
facili ty that does not meet U. s. food safety requirements or 
otherwise achieve the level of protection required in the United 
States. It will give FDA the authority it urgently needs, 
comparable to the Department of Agriculture's existing authority to 
prevent the importation of unsafe meat and poultry, to protect the 
safety of the food Americans eat. 

I have taken several further steps to begin implementing 
standards to ensure the safety of imported food. My FY '99 budget 
committed approximately $25 million to enabling the FDA to 
dramatically expand its international food inspection force in 
order to implement the pending legislation. In March of this year, 
I released a report on how the Secretary of Health and Human 
Services, in partnership with the Secretary of Agriculture, and in 
cooperation with the agricultural community, will develop guidance 
on good agricultural and manufacturing practices that will apply to 
both domestic and foreign producers. 

There is no more important task our government faces than 
ensuring the safety of the American food supply. That is why last 
year Vice President Gore and I announced my· comprehensive new 
initiative, "Food Safety from Farm to Table" -- which detailed a 
comprehensive program including surveillance, outbreak response, 
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education and research. The Safety of Imported Food Act is another 
vital step in protecting the safety of all the food Americans eat, 
and I urge you to pass it promptly. 

Sincerely, 

The Honorable Newt Gingrich 
Speaker of the 

House of Representatives 
Washington, D.C. 20515 



THE WHITE HOUSE 

WASHINGTON 

May 11, 1998 

Dear Mr. Leader: 

The report to be released today by the General Accounting 
Office (GAO) calls on Congress to give the Food and Drug 
Administration (FDA) the authority to ensure that food eligible for 
import to the. United States is produced under food safety systems 
that will provide the same level of protection as the safety 
systems in place in the United States, This report is further 
confirmation of the need for Congress to pass the Safety of 
Imported Food Act, which I called for in October 1997, which 
Senators Mikulski and Kennedy, and Representatives Eshoo and 
Pallone have introduced. 

This important legislation will do what the GAO says is 
necessary: it will ensure that the FDA denies the entry of imports 
of fruits, vegetables, or other food from a foreign country or 
facility that does not meet U.S. food safety requirements or 
otherwise achieve the level of protection required in the United 
States. It will give .FDA the authority it urgently needs, 
comparable to the Department of Agriculture's existing authority to 
prevent the importation of unsafe meat and poultry, to protect the 
safety of the food Americans eat. 

I have taken several further steps to begin implementing 
standards to ensure the safety of imported food. My FY '99 budget 
committed approximately $25 million to enabling the FDA to 
dramatically expand its international food inspection force in 
order to implement the pending legislation. In March of this year, 
I released a report on how the Secretary of Health and Human 
Services, in partnership with the Secretary of Agriculture, and in 
cooperation with the agricultural community, will develop guidance 
on good agricultural and manufacturing practices that will apply to 
both domestic and foreign producers. 

There is no more important task our government faces than 
ensuring the safety of the American food supply. That is why last 
year Vice President Gore and I announced my· comprehensive new 
initiative, "Food Safety from Farm to Table" -- which detailed a 
comprehensive program including surveillance, outbreak response, 



The Honorable Thomas A. Daschle 
Page Two 

education and research. The Safety of Imported Food Act is another 
vital step in protecting the safety of all the food Americans eat, 
and I urge you to pass it promptly. 

Sincerely, 

The Honorable Thomas A. Daschle 
Democratic Leader 
United States Senate 
Washington, D.C. 20510 



THE WHITE HOUSE 

WASHINGTON 

May 11, 1998 

Dear Mr. Leader: 

The report to be released today by the General Accounting 
Office (GAO) calls on Congress to give the Food and Drug 
Administration (FDA) the authority to ensure that food eligible for 
import to the United States is produced under food safety systems 
that will provide the same level of protection as the safety 
systems in place in the United States: This report is further 
confirmation of the need for Congress to pass the Safety of 
Imported Food Act, which I called for in October 1997, which 
Senators Mikulski and Kennedy, and Representatives Eshoo and 
Pallone have introduced. 

This important legislation will do what the GAO says is 
necessary: it will ensure that the FDA denies the entry of imports 
of fruits, vegetables, or other food from a foreign country or 
facility that does not meet U. S. food safety requirements or 
otherwise achieve the level of protection required in the United 
States. It will give FDA the authority it urgently needs, 
comparable to the Department of Agriculture's existing authority to 
prevent the importation of unsafe meat and poultry, to protect the 
safety of the food Americans eat. 

I have taken several further steps to begin implementing 
standards to ensure the safety of imported food. My FY '99 budget 
committed approximately $25 million to enabling the FDA to 
dramatically expand its international food inspection force in 
order to implement the pending legislation. In March of this year, 
I released a report on how the Secretary of Health and Human 
Services, in partnership with the Secretary of Agriculture, and in 
cooperation with the agricultural community, will develop guidance 
on good agricultural and manufacturing practices that will apply to 
both domestic and foreign producers. 

There is no more important task our government faces than 
ensuring the safety of the American food supply. That is why last 
year Vice President Gore and I announced my comprehensive new 
initiative, "Food Safety from Farm to Table" -- which detailed a 
comprehensive program including surveillance, outbreak response, 
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education and research. The Safety of Imported Food Act is another 
vital step in protecting the safety of all the food Americans eat, 
and I urge you to pass it promptly. 

The Honorable Trent Lott 
Majority Leader 
United States Senate 
Washington, D.C. 20510 

Sincerely, 



THE WHITE HOUSE 

WASHINGTON 

May 11, 1998 

Dear Mr. Leader: 

The report· to be released today by the General Accounting 
office (GAO) calls on Congress· to give the Food and Drug 
Administration (FDA) the authority to ensure that food eligible for 
import to the united States is produced under food safety systems 
that will provide the same level. of protection as the safety 
systems in place in the United States. This report is further 
confirmation of the need for Congress to pass the Safety of 
Imported Food Act, which I called for in October 1997, which 
Senators Mikulski and Kennedy, and Representatives Eshoo and 
Pallone have introduced. 

This important legislation will do what the GAO says is 
necessary: it will ensure that the FDA denies the entry of imports 
of fruits, vegetables, or other food from a foreign country or 
facili ty that does not meet u. S. food safety requirements or 
otherwise achieve the level of protection required in the United 
States. It will give FDA the authority ft urgently needs, 
comparable to the Department of Agriculture's existing authority to 
prevent the importation of unsafe meat and poultry, to protect the 
safety of. the food Americans eat. 

I have taken several further steps to begin implementing 
standards to ensure the safety of imported food. My FY '99 budget 
committed approximately $25 million to enabling the FDA to 
dramatically expand its international food inspection force in 
order to implement the pending legislation. In March of this. year, 
I released a report on how the Secretary of Health and Human 
Services, in partnership with the Secretary of Agriculture, and in 
cooperation with the agricultural community, will develop guidance 
on good agricultural and manufacturing practices that will apply to 
both domestic and foreign producers. 

There is no more important task our government faces than 
ensuring the safety of the American food supply. That is why last 
year Vice President Gore and I announced my comprehensive new 
initiative, "Food Safety from Farm to Table" -- which detailed a 
comprehensive program including surveillance, outbreak response, 
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education and research. The Safety of Imported Food Act is another 
vital step in protecting the safety of all the food Americans eat, 
and I urge you to pass it promptly. 

Sincerely, 

The Honorable Richard A. Gephardt 
Democratic Leader 
House of Representatives 
Washington, D.C. 20515 
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To: Elena Kagan/OPO/EOP, Bruce N. Reed/OPD/EOP, Mary L Smith/OPD/EOP 

cc: Laura EmmettlWHO/EOP 
Subject: Food Safety & GAO 

FYI. Jim O'hara called to say the ex Senator Collins to release a GAO re art Monda on food 
imports t at recommends more resources and legislative auth . re conclusions 
tha we can say support our position and 'hara planned to have Mike Friedman comment on it to 
that effect. I'll try and get some q and a together. 



05/11/98 MON 12:45 FAX 202 456 5581 

<Lw.\ 1'...0 - +..l ~ 
..1("""", 10; ~ V\~ 'I 

DOMESTIC POLICY COL ~002 

\\'.~ ..... "" . 
s/I/l~ 

Statement from Dr. Michael Friedman, Lead 

Deputy Commissioner of the FDA, on GAO Food 

Safety Report 
The General Accounting Office's study is a wake up call to Congress to 

pass legislation to help ensure the safety of imported foods. While FDA believes 

that imported foods are generally safe, recent outbreaks of food-borne illnesses 

demon5trate that imported foods can introduce new risks and the increased 

consumption of imported foods heightens those risks. The President has called 

for increased resources, better coordination. more scientific research and greater 

authority for the FDA. 

GAO recommends legislation that gives FDA new authority that requires 

food-exporting countries to have in place essentially the same food safety 

system as the United States. The Department of Agriculture already has such 

legal authority over imported meats and poultry. In October 1997, President 

Clinton proposed legislation to give FDA similar authority and the Administration 

has expressed its support for the ·Safety of Imported Food Act" currently 

languishing in Congress. 

While most of GAO's recommendations mirror solutions FDA already is 

. implementing. the Agency rejects GAO's criticism that the agency falls to use its 

resources appropriately. The agency has faced a steadily rising workload with 

the number of food Imports more than doubling in the last five years and FDA 

has warned that it was in danger of being overwhelmed by the volume of 

products reaching U.S. ports. The Agency is doing what it can with available 

resources and continues to recommend that additional resources are needed to 

ensure that the food Americans set on their table - both domestic and imported 

- Is safe, wholesome and nutritious. 
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FDA Backgrounder on GAO Food Safety Report 

The food supply in the United States is among the safest In the world. In 
recent years, however, there have been a number of serious outbreaks of fooo­
borne illnesses, some of which have been associated with imported foods. Last 
year, President Clinton launched two separate food safety Initiatives designed to 
lower the risk of food-bome disease from both domestic and imported foods. In 
his budget submission to Congress for FY '99, the President asked for an 
additional $100 million for the national food safety program, including $25 million 
for to enable FDA to exPand its international food inspections. 

Now, the General Accounting Office has released its evaluation of the 
safety of Imported foods. In its report, "Food Safety; Federal Efforts to Ensure 
Safety of Imported Foods Are Inconsistent and Unreliable,' GAO concludes that 
some of FDA's Import control activities are inadequate. The agency agrees that 
more needs to be done to safeguard the quality of imported foods and already 
has undertaken many of the steps outlined in the GAO report. To make 
adequate progress, however, FDA will require additional legal authority and 
resources. The GAO Itself has recommended legislation to give FDA additional 
authority. 

The major concerns raised by GAO, and FDA's responses, include: 

Equivalency Authority. GAO proposes that FDA be given authority to 
require that food-exporting countrles have in place a food safety 
system that Is essentially equivalent to those in the United State5. 
GAO notes that the Department of Agriculture's Food Safety and 
Inspection Service (FSIS) already has that authority and blocks the 
Importation of meat and poultry from any country whose food safety 
system does not measure up to the U.S. standard. Under current law, 
FDA cannot prevent food from being shipped to this country. The 
agency must attempt to identify all unsafe food at the port of entry, an 
extremely difticult task given the enormous volume of imports. Thus, 
FDA and the Administration agree with GAO that It Is Imperative tflat 
Congress enact legislation giving FDA authority to require that, as a 
condition to exporting to the United States, foreign governments adopt 
adequate measures in their own countries to ensure that food exPorted 
to the U.S. is safe. 

Civil Money Penalties. When food importers or brokers bring in 
shipments, they are required to post a $1,250 bond. If the brokers do 
not hold the product on the docks while FDA conducts its tests, they 
may forfeit their bonds. GAO observed that many brokers and 
importers distribute their products even when ordered to wait and 
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simply include the bond as the cost of doing business. Once the 
product enters U.S. distribution, U.S. Customs Service has a difficult 
time getting It back. There are cases where contaminated foods have 
been distributed. FDA lacks the legal authority to then penalize brokers 
who violate the law. GAO recommends - and FDA agrees - that it 
should have legal authority to seek sufficiently large civil money 
penalties (flnes) to make It too costly for brokers to flout U.S. law. 
Legislation will be required to give FDA this authority. 

Privam Laboratories. FDA automatically detains Imported foods that. on 
the basis of prior violations, have a high probability of being 
contaminated. Importers have the option of hiring private laboratories 
to test their products and certify that they meet U.S. standards. If the 
lab report clears the product. it may enter distribution. FDA, however, 
does not control the choice of samples or laboratories, raising 
questions about the validity of these reports. FDA lacks the authority to 
restrict brokers to certain laboratories, but the agency Is Issuing a new 
guidance to the district offices, emphasizing that results must come 
from reliable labs and, in some ca~, the results should be verified. 

OASIS Computer Update. Last year, In an effort to increase efficiency, 
OASIS, the Operational and Administrative System for Import Support, 
became fully operational in every U.S. port of entry where FDA­
regulated products come Into the country. This computerized system 
electronically links all FDA inspection offices with the brokers who 
Import foreign products. Based on the information sUj:lPlied by the 
broker. OASIS can give automated and immediate clearance for the 
imports or trigger an inspection by a FDA official. GAO noted that the 
current computer system requires inspectors to switch between OASIS 
and other related data bases, such as the FDA Import Alert Retrieval 
System and the low acid canned food database. Because it takes time 
to shift from one prog~m to another, the effiCiency of the Inspector Is 
lessened. FDA has recognized the problem and is already moving to 
link OASIS to al\ ofthe other relevant databases. 

Error Rates. FDA agrees with GAO that action should be taken against 
importers who continue to submit erroneous entrY data to FDA. Most 
of the errors result from the complexity and the recent introduction of 
the OASIS system. FDA is auditing error-prone brokers and has begun 
implementing both electroniC and paper copies of their import 
documents until they learn to use the electronic system correctly. 

War!< Plans. FDA agrees with GAO that the work plans developed each 
year for the inspectors in regional offices do not always reflect how 
they actually spend their time. but as with any annual plan, the 
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wOrl<plan sets targets .and antiO/pates that unforseen activities or 
emergencies will supersede planned/routine tasks. Typically, about 80 
percent of the tasks on the annual work plan are completed. FDA 
disagrees, however, with GAO's concll,lsion that the work plans have 
failed. Inspectors do not complete a" the items on their annual list 
because they get reassigned as new problems and emergencies arise. 
It does not mean they are not working 100 percent of the time. FDA is 
re-evaluating how it constructs the annual wol'l< plans to avoid the 
appearance of inefficiency. 

Overall, there is much in the GAO report with which FDA agrees. The 
agency shares GAO's concems about the magnitude of the task it faces in 
regulating the rapidly rising volume of imported foods. FDA agrees with GAO 
that it needs additional legislative authority to safeguard the nation's food supply. 
The American public deserves - and expects - nothing less . 
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DEPARTMENT OF HEALTH 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 24 1998 

Attached is our report, as requested in your October 2, 1997 Directive, on progress made on the 
Initiative to Ensure the Safety oflmported 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 offresh 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 

Back~round 

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 U.S. 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 othcr 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 Agricultural Practices/Good Manufacturing 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 
USDAlFDA advisory committee) was present at the rust public meeting. Based on information 
exchanged at that rust 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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otherinfonnation 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, state's, 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 [mal 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 human 
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. 

II. 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 guidance 
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 government, 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. 

Timeline: 

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 production 
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 playa 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 diverse 
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 promote 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 Verifying 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 Cyc/ospora 
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 is 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-harvest chemical (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 Cyc/ospora 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 foodbome 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-term - 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 of 
Defense's U.S. Army-Natick Research Development and Engineering Center are also working on 
segments of the initiative. 
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H.R. 3052 - "Safety of Imported Food Act" 
Questions and Answers 

1. What is the purpose of the legislation? 

tl.\u 11'6 -
...l(=..l -~­

v" .... i h. t- V.~S 

The purpose of the legislation is to provide for improved safety of imported foods consistent with 
U.S, food safety requirements. 

2. What new authority does the legislation give FDA? 

This bill permits the agency under appropriate circumstances to declare foods or specific 
commodities from a country to be adulterated if FDA determines that a particular facility or 
country's food system does not provide the same level of protection that is provided for 
comparable domestic products, and thus, refuse them entry into the United States. 

FDA will continue to work with foreign governments and producers to take any steps necessary 
to help ensure that imported food products meet U.S. food safety requirements or otherwise 
achieve the level of protection required. If FDA determines that the steps needed to address an 
existing or potential risk have not been taken and that the affected products therefore will not 
meet U.S. food safety requirements or otherwise achieve the level of protection required, FDA is 
authorized to deny such products entry into the United States. 

3. How is this different from current authority? 

Current law provides FDA with authority to refuse entry if, after inspection or testing of imported 
products at the border, the agency fmds that the food appears to be unsafe or otherwise violates 
U.S. law. Experience has shown, however, that inspection and testing of products at the border 
may not be sufficient in all cases to ensure the safety of food products. In addition, it may be 
necessary to identifY and address the source of potential contamination to ensure that products 
offered for sale in the United States meet domestic food safety requirements or otherwise achieve 
the level of protection required. FDA currently has such authority with respect to domestic 
production. 

This new provision adds to the Federal Food, Drug, and Cosmetic Act (FD&C Act) a principle 
that has been reaffirmed in the World Trade Organization (WIO) agreements on food safety. 
This agreement recognizes the right of signatory countries to set the level of protection each 
country deems appropriate for the health and safety of its citizens, and to exclude imported foods 
that do not meet U.S. food safety requirements or otherwise achieve the level of protection 
required. The FD&C Act currently does not explicitly include this concept. 

4. How does FDA screen and review submitted entries offered for import? 
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Entries offood products that are brought to our attention are reviewed by FDA, either 
electronically or by review of paper documentation. The implementation of the Operational and 
Administrative System for Import Support (OASIS) by FDA has had a significant impact on the 
percentage offood imports for which FDA requires additional paper documentation. Use ofthis 
electronic entry system, has minimized the need for FDA to review actual "physical" paper. 

OASIS expedites FDA's handling and clearance of imported products, and operates in a largely 
paperless environment. Data FDA needs to make its admissibility determinations are transmitted 
electronically to FDA. The entries then are electronically screened against a set of criteria 
developed and maintained by FDA. The screening determines if the entries match any of the 
established criteria based on product, manufacturer, shipper, country of origin, or any 
combination of these four screening elements. The results of the screening are summarized at the 
entry level and passed as an electronic message back to the filer. The results are either "May 
Proceed" or "FDA Review". Of FDA regulated entries, approximately 60% receive a "May 
Proceed", a final agency decision that the entry may proceed to its destination. The remaining 
40% receive an "FDA Review". The products flagged as "FDA Review" are made available for 
review by the initial OASIS user, the FDA entry reviewer. Based on this additional review, the 
FDA entry reviewer will make a decision to detain the entry, examine the entry, or release the 
entry.! 

5. How will pesticides be handled under this legislation? For example, will FDA permit the 
importation of produce that has been treated with DDT or other pesticides not approved or 
banned in the V.S.? 

This initiative will not change how FDA currently regulates pesticide residues on produce. 
Pesticides are regulated through the establishment of tolerances established by the Environmental 
Protection Agency, and FDA enforces these levels. Food containing residue levels in excess of a 
tolerance is deemed adulterated and refused entry into the U.S. 

6. How will FDA assess the ability of foreign producers to achieve the same level of 
protection required in the V.S. and what criteria will be used to make this assessment? 

The agency currently is considering different options for implementing this legislation upon 
enactment. The statute requires an implemention plan, which the agency would provide after 
public participation into the development of the plan. The general principles to be followed 
would logically include: a) implementation on an incremental basis; b) emphasis on working 
with foreign governments and producers to ensure exports offoods achieve U.S. levels of 
protection; and c) focus on where there will be the most benefit to American public health. The 
U.S. level of protection -- which is the applicable yardstick with respect to both imported and 
domestic food products, is reflected in the statutory standards set out in the FD&C Act, as well as 
any regulations promulgated under the Act. 
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7. Does this legislation give FDA additional authority to inspect in other countries? 

No. Currently, there is no statutory provision that requires food exporters to permit FDA to 
conduct on-site inspections, nor does this legislation create that authority. Foreign inspections 
will continue to be done by consent. 

In making the determination that a food offered for import into the U.S. is adulterated, the 
legislation does permit the Secretary to consider whether FDA has been refused access to 
conduct inspection of the places where such food has been prepared, packed or held. The 
Secretary may deny importation to foods from such location or establishment on the basis of such 
refusal and other relevant factors. Given that denying reasonable access is one factor in making 
that determination, the exporting country and the food establishment both have an incentive to 
allow such access. 

8. Will this legislation result in an increase in foreign inspections and how will they be paid 
for? 

No. This legislation does not necessitate an increase in foreign inspections. FDA in the past has 
and will continue to rely heavily on the knowledge and expertise of our counterparts in the 
regulatory agencies offoreign governments. We plan to work with countries that supply food to 
the U.S. to develop a better understanding of their production, processing, and handling 
practices. What is envisioned is an increase in foreign activity or interactions, in that FDA would 
be providing technical assistance to and evaluations of foreign food safety systems. 

The Administration is proposing in the FY99 budget request to increase FDA resources for 
increased food safety activities, which would include these foreign activities of providing 
technical assistance and evaluations of foreign food safety systems. These activities need to be 
carried out with or without the legislation. The effectiveness of these activities will be enhanced 
by the legislation. 

9. There is concern that this legislation is the first step in providing FDA with the 
authority to inspect farms in the U.S. Is that next? 

No. Under current law, FDA has authority to inspect establishments where food is prepared, 
packed, or held, which would include places where food is grown, such as domestic farms. While 
such inspections are infrequent, FDA has taken action against a U.S. farmer when a violation of 
the FD&C Act occurs. For example, intentional use of a banned animal drug, such as DES, 
might result in an enforcement action. When FDA is involved in a food safety problem that is 
found to originate on a farm, the agency's focus generally is on identifying the source of the 
problem and removing the unsafe food from commerce. 

10. We have heard about the development of Good Agricultural Practices (GAPs) and 
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Good Manufacturing Practices (GMPs) for fresh fruits and vegetables, both of which are 
intended to help domestic growers meet the U.S. level of protection. What are they and 
how will they be applied to foreign growers? 

When the President announced an initiative to ensure the safety of imported and domestic fruits 
and vegetables on October 2, 1997, he directed the Secretaries of Health and Human Services 
and Agriculture to issue guidance on good agricultural and manufacturing practices (GAPs and 
GMPs). 

This voluntary, science-based guidance can be used by both domestic and foreign fresh fruit and 
vegetable producers to help ensure the safety of their produce. The voluntary guidance will be 
consistent with U.S. trade rights and obligations and will not impose unnecessary or unequal 
restrictions or barriers on either domestic or foreign producers. 

11. What does "same level of protection required" mean, and how will it be applied? 

"The level of protection required", in the context of the proposed legislation, means that foods 
offered for import have been prepared, packed, and held under a food safety system or subject to 
conditions or measures that ensure that the imports satisfY the level of protection required by the 
laws and regulations imposed to ensure food safety in the United States. 

12. Are the GAPs and GMPs mandatory or will they become law? Will the GAPs and 
GMPs be used to determine the Level of Protection? 

No. The GAPs and GMPs are not mandatory -- they do not impose binding requirements either 
on the growers or on the government-- and there is no current plan to make them binding by 
promulgating them as regulations. The GAPs and GMPs are instructional guidance based on 
sound science that may be applied by the industry to help minimize the microbial risks associated 
with fresh produce. The agricultural industry has recognized the need for such guidance in that it 
has itself drafted similar guidance. The industry, thus, is likely to adopt FDA's guidance ifit is 
science-based and practical. 

No. The U.S. level of protection is reflected in the statutory standards set out in the FD&C Act, 
as well as appropriate regulations promulgated under the Act. The GAPs and GMPs may be used 
on a voluntary basis by foreign growers to help them reduce food safety risks. Adhcrencc to this 
guidance, however, will not be required of domestic or foreign growers. 

13. Will HACCP for fresh fruits and vegetables follow? 

No. FDA has no current plans for developing HACCP requirements for fresh fruits and 
vegetables. 
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14. How can guidance be developed when the exact cause offoodborne illness cannot be 
traced to the source? 

While we cannot trace every case of foodbome illness, in most cases we know the potential 
source of pathogens and can take steps to protect public health. The guidance will be based on a 
science-based evaluation of risk. We know that the common pathways for pathogens in fresh 
produce are through manure, water, worker, field, facility and transportation sanitation. The 
guidance will not eliminate the possibility of pathogens on produce. If the concepts in the 
guidance are employed, however, they will help minimize the presence of pathogens in fresh and 
minimally processed produce. 

15. How will a U.S.-owned farm overseas be treated under the new legislation? 

Fruits and vegetables grown on a foreign-based U.S.-owned farm are imports under the FD&C 
Act. Such foods would not be handled any differently by U.S. regulatory agencies than products 
from other farms in that country. 

16. Would country of origin labeling be just as effective in protecting people? 

No. Country of origin labeling by itself is not an effective food safety control measure. Imported 
products are not all unsafe, any more than all domestic products are safe, so the consumer cannot 
infer safety or lack of safety from product origin. There may be other policy reasons for country 
of origin labeling. Country of origin labeling, however, is no substitute for the use of good 
agricultural practices and taking proactive steps to minimize microbial risks. 

17. Is it possibile that other countries will impose similar requirements on U.S. products or 
firms? Could these foreign requirements result in a barrier to trade? 

The proposed legislation is consistent with U.S. trade rights and obligations, and thus, we 
believe, unlikely to result in retaliation. Furthermore, the GAPs and GMPs pose no trade barrier 
to exporting countries as they are non-binding guidance. The legislation merely gives FDA an 
additional tool to use in making the most efficient and effective use of scarce resources directed 
to ensure the safety of imported foods. 

18. How is the $24 million allocated in FY98 for the Food Safety Initative being spent? 
What portion of it is allocated to implementing the proposed import legislation? 

The $24 million allocated in FY98 for FDA is outlined by activity and funding level below. 
None of the FY98 Food Safety Initiative funds are allocated to the proposed import legislation. 
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Foods Program 
Surveillance 

Monitoring pathogen levels 
Support FoodNet foodbome illness 
surveillance sites 

Coordination of outbreak response 
Risk Assessment 

Risk assessment consortium 
Exposure assessment 

Research 
Analytical methods 
Pathogen control and preventive 
techniques 

Food handling 
Inspections 

Implement seafood HACCP 
State partnerships 
Lab certification 

Education 
Consumer/retail education 

Animal Drue and Feeds Proeram 
Surveillance 
Research 
Total FDA 
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Talking Points on H.R. 3052 "Safety of Imported Food Act" 

Why the legislation is needed: 

• Many of the authorities under which imported food is regulated are 60 years old and need 
to be updated. The current system empowers FDA to examine each import and to refuse 
entry to suspect foods. At the tum of the century, this authority was sufficient because 
relatively few foods were imported and those that were tended to be bulk staples such as 
sugar, spices, and molasses. 

• Under current legislative authorities, FDA must rely primarily on inspection and testing at 
the border to ensure that imported food products meet U.S food safety requirements. 
However, experience has shown that border inspections alone may not be sufficient in all 
cases to ensure the safety of food products. 

• Finished and fully packaged food products (e.g., cooked, ready-to-eat, individually quick 
frozen shrimp) and fresh produce account for an increasing proportion of all imported 
food products . .As products receive additional processing, the range of potential health 
hazards increases, and the effectiveness of one-time testing and inspection procedures 
decreases. 

• Imported food entries doubled over the past seven years, and based on recent trends, we 
expect at least a 30% increase in imported foods by 2002. This increase makes individual 
inspection of each import very difficult. 

• Factors such as these may make it necessary, in some cases, to examine the different 
sources of existing or potential health risks throughout the production, processing, and 
distribution system. This legislation provides FDA with the authority to more effectively 
address those risks and ensure that imported products meet U.S. food safety requirements 
or otherwise achieve the level of protection required. 

• On October 2, 1997, the President issued a two-pronged directive to ensure the safety of 
all imported foods, which included the import legislation. 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 
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 U.S. market. 

Purpose of the legislation: 
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• The purpose of the legislation is to provide for improved safety of imported foods 
consistent with U.S. food safety requirements. 

What the legislation does: 

• Does expand FDA authority to ensure the safety of imported foods 

• Does apply to food safety systems of control 

• Does require the Secretary to determine that imported food products do not meet the U.S. 
food safety requirements or otherwise achieve the level of protection required before an 
action can be taken against those products 

• Does permit the Secretary to consider a refusal to allow necessary inspection, testing, or 
other relevant factors, in determining whether imported food products meet U.S. food 
safety requirements or otherwise achieve the level of protection required 

• Does require an implementation plan 

How the new system compares with the current system: 

• Puts emphasis on underlying food systems of control at their source (preventive) rather 
than on finding contaminated lots at the U.S. border (reactive) 

• More effective in that it is better for producers to prevent potential health risks than to 
only rely on FDA efforts to identify hazards after-the-fact 

What the legislation does not do: 

• Does not shut borders or immediately deny entry of foreign products upon enactment 

• Does not apply to fresh produce only (i.e., applies to all FDA regulated foods) 

• Does not require access to foreign firms/plants without consent 

• Does not create new authority for FDA to perform on-farm inspections - either domestic 
or foreign 

• Does not require the application of voluntary guidance 
What the legislation will accomplish: 

• Provides the authority needed to ensure that all imported food products meet the U.S. 
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level of protection and also is consistent with rights and obligations under international 
trade agreements 

• Provides FDA with another effective enforcement tool 

• Achieves a better allocation of FDA resources by taking into account the production, 
processing and handling of food products rather than only focusing on end-product testing 

• Provides greater assurance that imported products meet U.S. food safety requirements or 
otherwise achieve the level of protection required 

• May create an incentive for foreign producers where appropriate to upgrade their food 
safety systems 
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1. 
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3. 

Qs&As 
Initiative to Ensure the Safety ofImported and Domestic Fresh Fruits and Vegetables: 

Status Report 

Q. Why has this report been prepared? 

A. On October 2, 1997, President Clinton announced an initiative to ensure the safety 
of imported and.domestic 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. The Secretary of Health and Human Services, in partnership 
with the U.S. Department of Agriculture and the agricultural community, was 
directed to develop good agricultural practices and good manufacturing practices 
for fresh fruits and vegetables that would include ways to prevent potential 
contamination. 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 U.S. 
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 offood safety technologies. 

Q. 

The President requested this status report about progress made toward providing 
industry with good agricultural and good manufacturing practices guidance for 
fresh fruits and vegetables. It also presents a plan for outreach to the domestic 
and foreign industry. 

When you say good agricultural practices and good manufacturing practices, 
are you talking about mandatory GAPs and GMPs? 

A. No, the GAP/GMP guidance is not mandatory; it is voluntary. The backbone of 
the fresh produce initiative is the "Guide to Minimizing Microbial Food Safety 
Hazards for Fresh Fruits and Vegetables". We are developing this science-based 
guidance with technical assistance from USDA, states, and input from the 
agricultural and produce industry, academia, consumers, and organizations 
representing the foreign produce industry. The guidance is intended for 
appropriate use by growers, packers, manufacturers of minimally processed 
products and produce distributors. Because the guidance is broad-based, it may be 
used, where applicable, by both the domestic and foreign produce industry to 
reduce the risk of microbial contamination. 

Q. Does the report give a timeline for publishing the guidance? 
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4. 

s. 

6. 

A. 

Q. 

Q. 

Yes, we anticipate publishing the draft guidance in late March with a 75-day 
comment period. We anticipate that the guidance will be available in final fonn in 
early October, 1998. 

Is the development of commodity-specific guidance part of the future plans 
discussed in the report? 

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 OI57: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 detennine 
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 President's directive mentioned increasing FDA's overseas inspection 
capabilities. Does this mean that FDA will be inspecting farms overseas? Or 
increasing the number of inspections of plants or other establishments? 

A. FDA plans to provide countries exporting products to the U.S. with technical 
assistance and expertise, based on the evaluation of in-country. growing, 
harvesting, processing and distributing operations, to promote application of the 
guidance. When FDA is involved in a food safety problem that is found to 
originate on a farm, the agency's focus generally is on identifying the source of 
the problem and removing the 1:IDsafe food from commerce. 

Q. The President's directive also talked about new legislation to give FDA 
greater authority over imported foods. If the legislation is not passed by 
Congress, can the activities described in the report still be carried out? 

A. The President's directive has two components. The proposed legislation to give 
FDA greater authority over imported foods is separate from the second component 
which is the GAP/GMP guidance. The purpose of the legislation is to provide for 
improved safety of imported foods consistent with U.S. food safety requirements. 
The legislation will allow FDA to use its resources more effectively. 
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7. 

8. 

Q. 

Additional Information: The legislation is an important tool for FDA to use in 
ensuring the safety of products imported into the U.S. However, the guidance, 
technical assistance and educational outreach, and research are all fundamental 
building blocks for food safety systems that reduce the risk of microbial 
contamination of fresh fruits and vegetables. Thus, the agencies will continue to 
work toward finalizing the guidance and providing the domestic and foreign 
industry with tools to apply the guidance, whether or not the legislation is enacted. 

What kind of technical assistance and educational outreach is envisioned and 
who will provide it? 

A. We envision involving a broad input from both the public and private sectors, 
including public health agencies, domestic and foreign industry groups, 
international organizations, and academia. We are in the process of developing a 
plan to provide the type of assistance and educational programs that will most 
benefit the users of the guidance after it is finalized in October. In the U.S., the 
Cooperative State Research, Education, and Extension Service within the USDA 
has lead responsibility for developing the outreach and education strategy for 
domestic growers. 

Q. 

USDA and FDA intend to work with appropriate U.S. and foreign government 
public health and agriculture agencies, as well as with industry 
groups, to provide technical assistance needed to support 
application of the guidance by the produce industry overseas. The 
State Department will help facilitate visits to foreign countries for 
this purpose. We also anticipate that international organizations, 
such as FAO/WHO and subsidiary organizations (e.g., Pan 
American Health Organization), and exporter organizations will 
playa role in international activities. 

The Directive calls for "an acceleration" of food safety research. What is 
being "accelerated"? 

A. Research is an essential element of the President's initiative. Food safety research 
focuse.s on development of rapid detection methods for pathogens and of 
prevention and intervention strategies that may bc used to reduce the risk of 
microbial foodborne illness. A coordinated, interagency fresh produce research 
plan will be available in early 1998. 

Additional Information: In September, 1997, FDA initiated an interagency 
meeting to review ongoing research on fresh fruits and vegetables. Since that 
time, several interagency meetings involving USDA, CDC, EPA, the Department 
of Defense, NIH, and others have been held, as well as a public meeting to discuss 
what research is being conducted by industry and academia and to identifY 
research priorities. In coordinating the fresh produce research programs of all the 
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agencies, four primary research areas have been identified. They are: improved 
detection methods, resistance to traditional preservation techniques, antibiotic 
resistance, and development of intervention strategies. Research is currently 
underway in all of these areas. 

Research and characterization of risks is a high priority. Research on preventive 
technologies and intervention strategies to reduce or eliminate microbial 
contamination is a specific major area of focus. An interagency research plan has 
been developed and will be available in early 1998. 
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Talking Points: 
Status Report on President's Fresh Produce Initiative 

Purpose of the report: 

Responds to the President's October 2,1997 directive asking for a report on progress in activities 
to enhance the safety of fresh fruits and vegetables 

What the report covers: 

The report covers descriptions of activities and timelines for the following: 

Progress made toward providing industry with good agricultural practices (GAPs) and 
good manufacturing practices (GMPs) for fresh fruits and vegetables. 

A plan for: 

FDA, working with the U.S. Department of Agriculture and the agriculture 
community, states, academia, consumers, and others, is developing 
voluntary good agricultural practices/good manufacturing practices 
guidance for fresh fruits and vegetables that includes ways to prevent 
potential contamination. 

Providing technical assistance and educational outreach to the domestic 
industry and foreign countries to assist in appropriate application of the 
guidance. 

Improving evaluation of the safety of domestic and imported fresh produce 
and verification of the appropriate application of the voluntary guidance by 
the domestic and foreign industry. 

Description of the accelerated rcsearch associated with fresh produce. 

FDA initiated interagency review of research on fresh produce; a public 
meeting was held in October, 1997, to determine what research was 
underway in private industry and to determine research priorities of 
industry, academia, and consumers. 

An interagency, coordinated research plan has been developed and will be 
available in early 1998. 
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Who is involved in the activities described in the report: 

GAP/GMP guidance: FDA, working with USDA, EPA, the Department of Labor 
(OSHA) the agricultural community, states, consumers, industry 

Technical assistance and educational outreach: 

USDA (CSREES, FAS), FDA, CDC, EPA, the U.S. State Department 

Inspections and verification of application of guidance: FDA 

Research: FDA, USDA agencies, CDC, EPA, CDC, National Institutes of Health, 
Department of Defense, Department of Energy, National Science Foundation, and 
others 
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PRESIDENT CLINTON ANNOUNCES INTRODUCTION OF SENATE FOOD 
SAFETY LEGISLATION AND REPORT TO ENSURE THE SAFETY OF 

IMPORTED AND DOMESTIC FRUITS AND VEGETABLES 
M,"'ch 4, 1998 

Today President Clinton will announce the introduction oflegislation by Senators Milkulski and 
Kennedy to ensure the safety of all imported foods, including fruits and vegetables. This 
legislation will enhance the Food and Drug Administration's authority to prevent the import of 
fruits, vegetables, and other food products that do not meet U.S. food safety requirements. The 
President also will announce the release of a report that provides a blueprint on how the 
Department of Health and Human Services (HHS) and the Department of Agriculture (USDA) 
will work cooperatively with the agricultural community to develop guidance on good 
agricultural and manufacturing practices for fruits and vegetables. 

Enhanced FDA Oversight for Imported Foods. The President will call on Congress to pass 
the food safety legislation to be introduced today in the Senate to give the FDA greater authority 
over imported foods. This legislation will ensure that the FDA halts imports of fruits, 
vegetables, and other food products from an)' foreign country with food safety systems that do 
not provide the same level of protection required for U.S. products. The legislation also permits 
the FDA to consider refusal of inspection as a factor in halting imports from a country or facility. 
This legislation gives FDA authority that is comparable to USDA's existing authority to prevent 
the importation of unsafe meat and poultry. The President already has committed to providing 
approximately $25 million in his Fiscal Year 1999 budget to enable the FDA to dramatically 
expand its international food inspection force in order to implement this legislation. Reps. Eshoo 
and Pallone previously have introduced this legislation in the House of Representatives. 

Development of Guidance on Good Agricultural and Manufacturing Practices. The 
President will announce the release of a report on how the Secretary of Health and Human 
Services, in partnership with the Secretary of Agriculture and in cooperation with the agricultural 
community, will develop guidance on good agricultural and manufacturing practices. This report 
outlines the progress already made -- and the measures that must still be taken -- to develop 
guidance for the growing, processing, shipping, and marketing of fruits and vegetables by 
October 1998. The guidance -- the first-ever specific safety standards for fruits and vegetables -­
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 U.S. 
market. The report also provides both short- and long-term plans for technical assistance, 
education, and outreach activities to support the appropriate application of the guidance. 
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Clinton ~dministration Accomplishments In Improving Food Safety 

The President's announcement builds on a strong record of food safety initiatives, ensuring that 
Americans eat the safest possiblc f()od. The Administration has put into place improvcd safety 
standards for meat, poultry, amI seafood products, and has begun the process of developing 
enhanced standards for fruit and vegetable juices. The Administration also has expanded 
research, education, and surveillance activities throughout the food safety system. 

'February, 1998. Administration announces its proposed food safety budget, which requests an 
approximate $101 million increase lar food safety initiatives. 

'May, 1997. Administration announces comprehensive new initiative to improve the safety of 
nation's food supply --"I'ood Safety fi'OI11 Farm to Table" -- detailing a $43 million food safety 
program, including measures to improve surveillance, outbreak response, education, and 
research. 

'January, 1997. President announces new Early-Warning System to gather critical scientific data 
to help stop food borne disease outbreaks quickly and to improve prevention systems further. 

'August, 1996. President signs Safe Drinking Water Act of 1996. The law requires drinking 
water systems to protect against dangerous contaminants like cryptosporidium, and gives people 
the right to know about contaminants in their tap water. 

'August, 1996. President signs Food Quality Protection Act of 1996, which streamlines 
regulation of pesticides by FDA and EPA and puts important new public-health protections in 
place, especially for children. 

'July, 1996. President Clinton announces new regulations that modernize the nation's meat and 
poultry inspection system for the first time in 90 years. New standards help prevent E.coli 
bacteria contamination in meat. 

'December, 1995. Administration issues new rules to ensure seafood safety, utilizing HACCP 
regulatory programs to require faod industries to design and implement preventive measures and 
increase the industries' responsibility for and control oftheir safety assurance actions. 

* 1994. CDC embarks on strategic program to detect, prevent, and control emerging infectious 
disease threats, some of which are food borne, making significant progress toward this goal in 
each successive year. 

*1993. Vice-President's National Performance Review issues report recommending government 
and industry move toward a system of preventive controls. 
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Q&A for Presidential Announcement on Food Safety Legislation 
and Report to Ensure Safely ofImported Fruits and Vegetables 

M a reh 4, 1998 

Q: What did the President announce today? 

A: The President announccd the introduction of food safety legislation in the Senate that will 
ensure that the FDA denies the entry of imports of fruits, vegetables, or other food from 
any foreign counlry or facility that does not meet U.S. food safety requirements or 
otherwise achieve the level of protection required. The legislation also permits FDA to 
consider refusal of inspection as a l'lclor in halting imports from a facility or country. 
This legislation was introduced in thc House in November oflast year. The President 
also announced the release of a report on how the Secretary of Health and Human 
Services, in cooperation with the Secretary of Agriculture and the agricultural 
community, will develop guidance on good agricultural and good manufacturing 
practices for any fruits and vegetables that are sold in the U.S. market. 

Q: Why is your Administration proposing these actions? 

A: There have been dramatic changes in the produce department of the grocery store. Thirty 
years ago, most produce sections only had around a dozen items year round, increasing to 
as many as 50 in the summcr. Today, the chances are that there are 400 or more items in 
the produce section and they are there all year round. Last year, 38 percent of the fruit 
and 12 percent of the vegetables Alllericans ate were imported. 

We have changed as well. Americans are eating more fresh fruits and vegetables than 
ever before, and our nation's health experts tell us we will live longer, better quality lives 
as a result. Our environment is also changing. We are finding "new" exotic bugs such as 
cyclospora and E. coli 0157.· 1f7 on our food that once were not there. 

We must ensure that thesc changes do not increase the risk to American consumers of 
foodbome illnesses. Although raw produce -- including that imported from foreign 
countries -- is now safe, experts have suggested ways to make further improvements, and 
my actions accord with their recollll11endations. 

Q: Are you saying that imported p"oduce is unsafe? 

A: There is no data indicating that imported fruits and vegetables are more unsafe than 
domestic products. But somc recent outbreaks offoodbome illness have been traced back 
to imports, and it is important to ensure that foreign fruits and vegetables meet U.S. food 
safety requirements or otherwise achieve the level of protection required. The steps we 
are taking today are adding additional layers of protection. We am making sure that there 



are no gaps in our food safety system -- that high safety standards apply to imported as 
well as domestic food. and to ti'uits ,md vegetables as well as to meat, poultry, and 
seafood. 

Q: What steps is the Administration taking to improve food safety? 

A: Last year we launched a new Presidential food safety initiative, and added more than $40 
million to the f'y '98 budget. With that money we started putting in place new science­
based preventive systcms to improve the safety of seafood, meat and poultry and began 
work on a new early warning system to help detect and respond to outbreaks of 
food borne illness. This year. our budget seeks an even more substantial increase in 
resources, $101 million. to improve toad safety. The resources will go to a variety of 
initiatives, including: giving FDA authority to prevent the import of produce from 
countries without safety precautions equivalent to our own; hiring FDA inspectors to 
improve the safety of our nation's fruits and vegetables, both domestic and imported; 
developing new ways for federal inspectors to detect food-borne illnesses in meat and 
poultry and determine the sourcc of contamination; improving educational outreach on 
proper food handling: and furthcr expanding our early warning system and strengthening 
state surveillance activities lor food borne illnesses. 

Questions on Food Safety Legislation 

Q: What does the legislation do? 

A: This legislation helps ensure that the FDA will refuse imports of any food regulated by 
the FDA, including fruits and vegetables, from any country or facility that does not meet 
U.S. food safety requirements or otherwise achieve the level of protection required. The 
legislation also permits FDA to consider refusal of inspection as a factor in halting 
imports from a facility or country. 

Q: How is this different from current authority? 

A: This legislation increases the FDA's authority to refuse imports for foods from countries 
or facilities that do not mcct U.S. food safety requirements or otherwise achieve the level 
of protection required. Currcntly, the FDA can only refuse imports after inspection or 
testing at the border when the FDA determines that the food appears to be unsafe or 
otherwise violates U.S. law. This nelV legislation will enable the FDA to ensure that food 
products entering this country were grown and processed in conditions that meet U.S. 
food safety requirements or otherwise achieve the level of protection required. This 
authority is necessary bccause experience has shown that inspection and testing of 
products at the border may not be sulficient in all cases to ensure the safety of food 
products. It may be necessary to identify and address the source of potential 
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contamination to ensure thal products offered for sale in the United States meet domestic 
food safety requirements or otherwise achieve the level of protection required. FDA 
currently has such authority with respect to domestic production. 

Q: Does this legislation gi"~ FDA additional authority to inspect in other countries? 

A: No. Foreign inspections will continue to be done by consent. In making the 
determination that a lood ofrcred f()J' import into the U.S. is adulterated, the legislation 
does permit the Secretary to consider whether FDA has been refused access to conduct 
inspection of the places where such lood has been prepared, packed or held. The 
Secretary may deny importation to ",ods from such location or establishment on the basis 
of such refusal and othcr relcvant "lctors. Because denying reasonable access is one 
factor in making that determination. the exporting country and the food establishment 
both have a strong incentive to allo", such access. 

Q: There is concern that this legislation is the first step in providing FDA with the 
authority to inspect farms in the U.S. Is that next? 

A: Under current law, FDA already has authority to inspect establishments where food is 
prepared, packed, or held. which would include places where food is grown, such as 
domestic farms. While such inspections are infrequent, FDA has taken action against a 
U.S. farmer when a violation occurs. When FDA is involved in a food safety problem 
that is found to originate on a limll. the agency's focus generally is on identifying the 
source of the problem and removing the unsafe food froin commerce. 

Q. Doesn't this legislation impose traue barriers to food imports at a time when you are 
saying you want to lower them'! Is this legislation consistent with free trade? 

A. This legislation is consistent with free trade and all our treaty obligations. We have no 
obligation to open our borders to imports that pose a greater risk than domestic products 
to American'consumers. As long as we are not imposing any greater requirements on 
foreign countries -- as long as we arc only holding them to our standards -- we are acting 
consistently with our trade policy and international obligations. 

Q: What makes you think this new '''gislation can he effective? Do you seriously think 
you are going to he ahle to put FDA inspectors in every country abroad? 

A: The new legislation would give the FDA the same kind of responsibility that the USDA 
already has for meat and poultry. The USDA system has worked well to ensure that 
unsafe meat and poultry, produced ill foreign facilities which do not provide the same 
level of protection that is required ill domestic facilities, will not be imported. The FDA 
should be able to run a similarly efrcetive system that ensures food safety and prevents 
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imports from any foreign country or facility that does not meet U.S. food safety 
requirements or otherwise achieve the level of protection required. 

Questions Hclatcd to Hcport on (; uidance 

Q: Why has this rcport bccn prcpal'cd'! 

A: On October 2. 1997. President Clinton announced an initiative to ensure the safety of 
imported and domestic fruits and vegetables which included the development of good 
agricultural practices and good Illanubcturing practices for fresh fruits and vegetables 
that would include ways td prevent I)otential contamination. This voluntary guidance 
will address potential food safety problems throughout the production and distribution 
system and help enslll~e the sanitation and safety practices of all those seeking to sell 
produce in the U.S. marKet. The guidance effort will include outreach and education, 
reflecting the Adillinistration's commitment to direct resources toward improving food 
safety and the availability of food safety technologies. 

The President requested this status report about progress made toward providing industry 
with good agricultural and good manufacturing practices guidance for fresh fruits and 
vegetables. It also presents a plan j()r outreach to the domestic and foreign industry. 

Q: When you say good agricultural practices (GAPs) and good manufacturing 
practices (GMPs), are you talking about mandatory GAPs and GMPs? 

A: No, the GAP/GMP guidance is voluntary. We are developing this science-based 
guidance with input from USDA, states, the agricultural community, industry, academia,' 
consumers, and organizations representing the foreign produce industry. The guidance is 
intended for appropriate use by growers, packers, manufacturers of minimally processed 
products and produce distributors. Hecause the guidance is broad-based, it may be used, 
where applicable, by both the domestic and foreign produce industry to reduce the risk of 
microbial contamination. 

Q: Does the report give a tim cline for publishing the guidance? 

A: Yes, we anticipate publishing the draft guidance in late March with a 75-day comment 
period. We anticipate that the guidance will be available in final form in October 1998. 

This may eome up heeause the deadline for the importation of Guatemalan 
raspberries is March 15. 

Q: What is the status (If thc Guatemalan raspberries? 
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A: On November 20, 1997, FDA notilicd the Guatemalans that fresh raspberriel> will not be 
allowed entry into the U.S. during the period of March 15 through August 15,1998. 
However, if the source of Cvc/ospo/"{/ contamination is found and corrected or if 
intervention tcchnologics arc developed that will prevent cyclosporiasis in humans, we 
will revisit this decision. FDA has Clssisted Guatemala in seeking a resolution to this 
problem since 1996. In bcL wc currently have people in Guatemala reviewing the 
interventions they have reportedly put in place. 
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Q&A for Presidential Announcement on Food Safety Legislation 
and Report to Ensure Safety ofImported Fruits and Vegetables 

March 3, 1998 

Q: What did the President announce today? 

A: The President announced the introduction offood safety legislation in the Senate that will 
pennit the FDA to deny the entry of imports of fruits, vegetables, or other food from any 
foreign country or facility that does not meet U.S. food safety requirements or otherwise 
achieve the level of protection required. The legislation also will pennit the FDA to 
consider halting imports from countries or facilities that do not allow FDA inspections to 
occur in addition to other factors. This legislation was introduced in the House in 
November of last year. The President also announced the release of a report that provides 
a roadmap for the Secretary of Health and Human Services, in cooperation with the 
Secretary of Agriculture and the agricultural community, to develop guidance on good 
agricultural and good manufacturing practices for any fruits and vegetables that are sold 
in the U. S. market. 

Q: Why is your Administration proposing these actions? 

A: There have been dramatic changes in the produce department ofthe grocery store. Thirty 
years ago, most produce sections only had around a dozen items year round, increasing to 
as many as 50 in the summer. Today, the chances are that there are 400 or more items in 
the produce section and they are there all year round. Last year, 38 percent of the fruit 
and 12 percent of the vegetables Americans ate were imported. 

We have changed as well. Americans are eating more fresh fruits and vegetables than 
ever before, and our nation's health experts tell us we will live longer, better quality lives 
as a result. Our environment is also changing. We are finding "new" exotic bugs such as 
cyclospora and E. coli 0157:H7 on our food that once were not there. 

We must ensure that these changes do not increase the risk to American consumers of 
foodbome illnesses. Although raw produce -- including that imported from foreign 
countries -- is now safe, experts have suggested ways to make further improvements, and 
my actions accord with their recommendations. 

Q: Are you saying that imported produce is unsafe? 

A: There is no data indicating that imported fruits and vegetables are more unsafe than 
domestic products. But some recent outbreaks of foodbome illness have been traced back 
to imports, and it is important to ensure that foreign fruits and vegetables meet U.S. food 
safety requirements or otherwise achieve the level of protection required. The steps we 
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are taking today are adding additional layers of protection. We am making sure that there 
are no gaps in our food safety system -- that high safety standards apply to imported as 
well as domestic food, and to fruits and vegetables as well as to meat, poultry, and 
seafood. 

Q: What steps is the Administration taking to improve food safety? 

A: Last year we launched a new Presidential food safety initiative, and added more than $40 
million to the FY '98 budget. With that money we started putting in place new science­
based preventive systems to improve the safety of seafood, meat and poultry and began 
work on a new early waming system to help detect and respond to outbreaks of 
foodbome illness. This year, our budget seeks an even more substantial increase in 
resources, $101 million, to improve food safety. The resources will go to a variety of 
initiatives, including: giving FDA authority to prevent the import of produce from 
countries without safety precautions equivalent to our own; hiring FDA inspectors to 
improve the safety of our nation's fruits and vegetables, both domestic and imported; 
developing new ways for federal inspectors to detect food-borne illnesses in meat and 
poultry and determine the source of contamination; improving educational outreach on 
proper food handling; and further expanding our early warning system and strengthening 
state surveillance activities for foodbome illnesses. 

Questions on Food Safety Legislation 

Q: What does the legislation do? 

A: This legislation provides the FDA with the authority to refuse imports of any food 
regulated by the FDA, including fruits and vegetables, from any country or facility that 
does not meet u.S. food safety requirements or otherwise achieve the level of protection 
required. The legislation also will permit the FDA to consider halting imports from 
countries or facilities that do not allow FDA inspections to occur in addition to other 
factors. 

Q: How is this different from current authority? 

A: This legislation increases the FDA authority to refuse imports for foods from countries or 
facilities that do not meet U.S. food safety requirements or otherwise achieve the level of 
protection required. do not have food safety systems that are comparable to those in this 
country. Currently, the FDA can only refuse imports after inspection or testing at the 
border when the FDA determines that the food appears to be unsafe or otherwise violates 
U.S. law. This new legislation would give FDA the authority to ensure that food 
products entering this country were grown and processed in conditions that meet U.S. 
food safety requirements or otherwise achieve the level of protection required. This 
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authority is necessary because experience has shown that inspection and testing of 
products at the border may not be sufficient in all cases to ensure the safety of food 
products. It may be necessary to identify and address the source of potential 
contamination to ensure that products offered for sale in the United States meet domestic 
food safety requirements or otherwise achieve the level of protection required. FDA 
currently has such authority with respect to domestic production. 

Q: Does this legislation give FDA additional authority to inspect in other countries? 

A: No. Foreign inspections will continue to be done by consent. In making the 
determination that a food offered for import into the U.S. is adulterated, the legislation 

. does permit the Secretary to consider whether FDA has been refused access to conduct 
inspection of the places where such food has been prepared, packed or held. The 
Secretary may deny importation to foods from such location or establishment on the basis 
of such refusal and other relevant factors. Given that denying reasonable access is one 
factor in making that determination, the exporting country and the food establishment 
both have an incentive to allow such access. 

Q: There is concern that this legislation is the first step in providing FDA with the 
authority to inspect farms in the U.S. Is that next? 

A: No. Under current law, FDA has authority to inspect establishments where food is 
prepared, packed, or held, which would include places where food is grown, such as 
domestic farms. While such inspections are infrequent, FDA has taken action against a 
U.S. farmer when a violation occurs. When FDA is involved in a food safety problem 
that is found to originate on a farm, the agency's focus generally is on identifying the 
source of the problem and removing the unsafe food from commerce. 

Q. Doesn't this legislation impose trade barriers to food imports at a time when you are 
saying you want to lower them? Is this legislation consistent with free trade? 

A. This legislation is consistent with free trade and all our treaty obligations. We have no 
obligation to open our borders to imports that pose a greater risk than domestic products 
to American consumers. As long as we are not imposing any greater requirements on 
foreign countries -- as long as we are only holding them to our standards -- we are acting 
consistently with our trade policy and international obligations. 

Q: What makes you think this new legislation can be effective? Do you seriously think 
you are going to be able to put FDA inspectors in every country abroad? 

A: The new legislation would give the FDA the same kind ofresponsibility that the USDA 
already has for meat and poultry. The USDA system has worked well to ensure that 

3 



unsafe meat and poultry, produced in foreign facilities which do not provide the same 
level of protection that is required in domestic facilities, will not be imported. The FDA 
should be able to run a similarly effective system that ensures food safety and prevents 
imports from any foreign country or facility that does not meet u.s. food safety 
requirements or otherwise achieve the level of protection required. 

Questions Related to Report on Guidance 

Q: Why has this report been prepared? 

A: On October 2, 1997, President Clinton announced an initiative to ensure the safety of 
imported and domestic fruits and vegetables which included the development of good 
agricultural practices and good manufacturing practices for fresh fruits and vegetables 
that would include ways to prevent potential contamination. 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 U.S. market. The guidance effort will include outreach and education, 
reflecting the Administration's commitment to direct resources toward improving food 
safety and the availability offood safety technologies. 

The President requested this status report about progress made toward providing industry 
with good agricultural and good manufacturing practices guidance for fresh fruits and 
vegetables. It also presents a plan for outreach to the domestic and foreign industry. 

Q: When you say good agricultural practices (GAPs) and good manufacturing 
practices (GMPs), are you talking about mandatory GAPs and GMPs? 

A: No, the GAP/GMP guidance is voluntary. We are developing this science-based 
guidance with input from USDA, states, the agricultural community, industry, academia, 
consumers, and organizations representing the foreign produce industry. The guidance is 
intended for appropriate use by growers, packers, manufacturers of minimally processed 
products and produce distributors. Because the guidance is broad-based, it may be used, 
where applicable, by both the domestic and foreign produce industry to reduce the risk of 
microbial contamination. 

Q: Does tbe report give a timeline for publishing the guidance? 

A: Yes, we anticipate publishing the draft guidance in late March with a 75-day comment 
period. We anticipate that the guidance will be available in final form in October 1998. 

Q: Is the development of commodity-specific guidance part of the future plans 
discussed in the report? 
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A: FDA, along with USDA, will oversee a task force to assist in developing additional 
guidance if sound science, risk, or experience with general guidance indicate a need. 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. 

Q: What kind of technical assistance and educational outreach is envisioned and who 
will provide it? 

A: The plan involves a broad input from both the public and private sectors, including public 
health agencies, domestic and foreign industry groups, international organizations, and 
academia. In the U.S., the Cooperative State Research, Education, and Extension Service 
within the USDA has lead responsibility for developing the outreach and education 
strategy for domestic growers. 

USDA and FDA intend to work with appropriate U.S. and foreign government public 
health and agriculture agencies, as well as with industry groups, to provide technical 
assistance needed to support application of the guidance by the produce industry 
overseas. The State Department will help facilitate visits to foreign countries for this 
purpose. We also anticipate that international organizations, such as FAO/WHO and 
subsidiary organizations (e.g., Pan American Health Organization), and exporter 
organizations will playa role in international activities. 

Q: The Directive calls for "an acceleration" offood safety research. What is being 
"accelerated"? 

A: Research is an essential element of the President's initiative. Food safety research 
focuses on development of rapid detection methods for pathogens and of prevention and 
intervention strategies that may be used to reduce the risk of microbial foodborne illness. 
A coordinated, interagency fresh produce research plan will be available in early 1998. 

Additional Information: In September, 1997, FDA initiated an interagency 
meeting to review ongoing research on fresh fruits and vegetables. Since that 
time, several interagency meetings involving USDA, CDC, EPA, the Department 
of Defense, NIH, and others have been held, as well as a public meeting to discuss 
what research is being conducted by industry and academia and to identify 
research priorities. In coordinating the fresh produce research programs of all the 
agencies, four primary research areas have been identified. They are: improved 
detection methods, resistance to traditional preservation techniques, antibiotic 
resistance, and development of intervention strategies. Research is currently 
underway in all of these areas. 
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Research and characterization of risks is a high priority. Research on preventive 
technologies and intervention strategies to reduce or eliminate microbial 
contamination is a specific major area of focus. An interagency research plan has 
been developed and will be available in early 1998. 

Q: We have heard about the development of Good Agricultural Practices (GAPs) and 
Good Manufacturing Practices (GMPs) for fresh fruits and vegetables, both of 
which are intended to help domestic growers meet the U.S. level of protection. What 
are they and how will they be applied to foreign growers? 

A: When the President announced an initiative to ensure the safety of imported and domestic 
fruits and vegetables on October 2, 1997, he directed the Secretary of Health and Human 
Services and the Secretary of Agriculture, to work together in close cooperation with the 
agricultural community, to issue guidance on good agricultural and manufacturing 
practices (GAPs and GMPs). 

This voluntary, science-based guidance can be used by both domestic and foreign fresh 
fruit and vegetable producers to help ensure the safety of their produce. The voluntary 
guidance will be consistent with U.S. trade rights and obligations and will not impose 
unnecessary or unequal restrictions or barriers on either domestic or foreign producers. 

Q: We expected the report at the beginning of January? Why the delay? 

A: The fresh fruits and vegetables initiative is highly complex because it may not only 
impact the domestic industry, but also the foreign produce industry. Our main concern 
was that the report accurately portray the good agricultural and good manufacturing 
practices guidance and the planned support activities (technical assistance, education, 
outreach, evaluation, and research) and public participation in the process. The timing of 
the report in no way affects that the guidance will be available in October of this year, as 
the President announced. 

This may come up because the deadline for the importation of Guatemalan 
raspberries is March 15. 

Q: What is the status of Guatemalan raspberries? 

A: On November 20, 1997, FDA notified the Guatemalans that fresh raspberries will not be 
allowed entry into the U.S. during the period of March IS through August 15,1998. 
However, if the source of Cyclospora contamination is found and corrected or if 
intervention technologies are developed that will prevent cyclosporiasis in humans, we 
will revisit this decision. FDA has assisted Guatemala in seeking a resolution to this 
problem since 1996. In fact, we currently have people in Guatemala reviewing the 
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interventions they have reportedly put in place. 

7 



,. 

I. PURPOSE 

THE WHITE HOUSE 

WASHINGTON 

March 3, 1998 

FOOD SAFETY EVENT 

DATE: 
LOCATION: 
BRIEFING TIME: 
EVENT TIME: 
FROM: 

March 4,1998 
Roosevelt Room 
I :30 pm - I :20 pm 
I :45 pm - 2:45 pm 
Bruce Reed 

To highlight the introduction oflegislation in the Senate that you proposed to ensure the 
safety of imported fruits and vegetables, and to receive a progress report from USDA and 
HHS on the development of guidance on good agricultural and manufacturing practises. 

II. BACKGROUND 

You will be speaking to an audience of approximately 40 consumer advocates, food 
industry representatives, families, and Members of Congress. 

You will be making the following announcements: 

Challenge to Congress to Enhance FDA Oversight for Imported Foods. You will 
challenge Congress to pass the food safety legislation to be introduced by Senators 
Mikulski and Kennedy to require the FDA to halt imports of fruits, vegetables, and other 
food products from any foreign country with food safety systems and standards that are 
not equivalent to those of the United States. The legislation also will require the FDA to 
halt imports from countries or facilities that do not allow FDA inspections to occur. This 
legislation, which you proposed last fall, was previously introduced in the U.S. House of 
Representatives by Reps. Eshoo and Pallone. You have committed to providing 
approximately $27 million in your Fiscal Year 1999 budget to enable the FDA to 
dramatically expand its international food inspection force. 

Agency Report on Guidance on Good Agricultural and Manufacturing Practices. 
You will announce that you have received a report from Secretaries Shalala and 
Glickman on the progress they have made in providing guidance on Good Agricultural 
and Manufacturing Practices to domestic and international growers, harvesters, handlers, 
and transporters of fresh fruits and vegetables as requested in a Presidential Directive on 
Oct. 2, 1997. This report outlines the progress made -- and the steps still to be taken -- to 
develop the voluntary guidance by October 1998. The guidance -- the first-ever specific 
safety standards for fruits and vegetables -- 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 U.S. market. The report also 
provides both short- and long-term plans for technical assistance, education, and outreach 
activities to support the implementation of the guidance. 

III. PARTICIPANTS 
Briefing Participants: 
The Vice President 
Secretary Shalala 
Secretary Glickman 
Bruce Reed or Elena Kagan 

Event Participants: 
The Vice President 
Senator Barbara Mikulski 
Gloria Doyle, Chevy Chase, MD, who became ill after eating imported raspberries. 

Standing on stage. but not speaking: 
Secretary Shalala 
Secretary Glickman 
Lead Deputy Commissioner, FDA Michael Friedman 
Congresswoman Eshoo and other Members of Congress 

IV. PRESS PLAN 

Open Press. 

V. SEQUENCE OF EVENTS 

- The Vice President will make welcoming remarks and introduce Senator Mikulski. 
- Senator Mikulski will make remarks and introduce Gloria Doyle. 
- Gloria Doyle will make remarks and introduce YOU. 
- YOU will make remarks and then depart. 

VI. REMARKS 

Remarks Provided by Speechwriting. 
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Inltiati\'e to Ensure the Safety ofImported ami Domestic Fruits and 
Vecetab1es: Status Report 

B-raond 

P 4' I" , .1 ~ ,_ 

While American c;onsumcra Cl\ioy tb~d IlUpply In the world, in the Iut several yean v 
there bave beco increasing incidcmts of' foodborn~ iUness outbtoaka astooiAted with both domel1ic 
and imported fresh 1h11ta and ve8~les. On October 2. 1997, President Cllnton lWloul\eed an 
"lDIt1a1lve to Easute the Safety of Imported ami Dommie Fresh Pruita and Vegetablcs". The 
initiative apec1fied thAt FDA seek legiltation to extend its existing autllorityto prOvide increased 
coverage of imported foods, that future budget requests lne1ude activities ill this initiative, and 
thaI FDA end USDA develop a series of actlvltles focused onusiS\ing the dom~.tic and foreign 
produce industries to improve the ~ offloosb fruit. and vegel4blel. 

FDA and USDA have idontUied the fiuJdill8 JIOoeasary to eany out the domestic and international 
actlvltlos USQIllated with the fi'cah rruin and veaolabloa Initiative, Fu\llmptementation in FY99 is 
contingent upon receiving adequate fiIIlds. AI part of tho QV~ food Afcty Initiative, tho 
agencies are maltina planJi for the most efficient use oftunds, for example. by participating III a 
reteil'ch coordlnation working group organbetl by Dr. John GIbbons. Science Adviser to the 
President. Ilnclcr the IUspioeB oflbe 'National Sci_ BIId Technology Council, 

SWIMs oftIJe Legi"l1tion: A bi11, the Safety Of Imported Food Act of 1997 (H.R. 3052). was 
Introdutoed In the House ofReprcscmatives on November 13. 1997. No comparable bill has yet 
been introdveed in the Senate. If enacted, this proposed lea/aIation would amend the Federal 
1'0011. Drug. anti Cosmetic AI:;t to expand FDA', authority to assure the safety of imported foods 
by provldiilg FDA with authorities more (;Omparable to those Or USDA. 

This RAA9rt 

The Prealdmt directed the Se<:rctllries ofHHS and Asriculture to submit a report on progress 
made in development of Good AsricultUTa! Pn.cUC4!8 (GAPs) and Good Manufaoturing Praotio=s 
(GMPs). as well as other eleOlents oCthe initiative. GAP. and OMP, guidance are Interrelated in 
that IOmO procedures Olay overlap, GAP&!OMPs primaiily focus on production practices 
including srowin& harvesting. handlins. and transportation. OMPs CD.n Inolude harvesting and 
transportation, bUI abo include other practices such as proce&&ing and packaging. Beclllsc of thj~ 
overlap, the terms uGAP/GMP" 8IId "GAPalOMPs", as appropriate, will 171: used throughout the 
dowmeJlt. 
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FRO~:: SeC'lT, .t... 

The United States produco indulltry, as well as some countrlel e?q)OrtinS tt~b min and 
veaetablel to the U. S., have already takc:n ,ignificant steps to d8Velop end implell'lCl1t improved 
asriwlCUBl pr&cIIloea and guideline&. Activities in this inItiativo, particularly development of 
GAP/GMP guidUlIlC, recopia:c tbi. e&'on and build on it. 

Th!. report diSCllS8e& the progresa made on development ofGAPsfGMPe and plans to lICComplish 
the other element. oCtile Initiative. ThIJ report also dcscribcs interdepemlent activities that will 

. CIIIhanoc the ~I adoption ofOAP/GMP guidlllCC by tM industry. For tx8mp1e. effective 
a.doption c!OAP/GMP gulda.acewll1 depend on U.S.l8enoiel providilla teolmioal assistance to 
the domestic iDdustry and to coumrles exporting produce to the U.S. Bduution and outreacll 
dom will be provided to both the domestic and fol'cip indumy Uld all of these activities will be 
bued on & mOJl8. underlyina. aece!erated researw program. The cooperative eft'OI1I described in 
lld. report repMimt a comprehensive approach to imprOYiq the .rot)' offresh fruits and 
vegetables. Cwrent resources haVD bOCIt redirected to th_ eft'ortl, howe<Jer, the overall level of 
eft"oct will be detonnined by the resources provided in the FY 99 budget and thereafter. 

t. Good A&riculturaf Practices/Good MaDuradurinc Peae'!,,, Guidance 

SUJIII.: FDA, working with USDA, is preparing a general GAP/GMP guidance dooumont. FDA 
plans to publiah the document If proposed voluntary guidanco. Thi. guidance, titled "Guide to 
Minimizing Mlorobial Food Safety Hazardl for Fresh Fruits and Vegetables". desc:ribes good 
asricultw'a1 pr8l)tk:es that f'armera and produ~1'I may use for water quality. manure manasemenl, 
sanitation (both field end f&ei!lty sanitation, as well as work.er hysiel1e), and hMdling and 
transportation. The guidance also demi'oes use ofprodllCer identificatIon &ruI information on the 
flow oCtile product throuah clistributlon dlcnnels. This infonnation can facilitate source 
ldentffication, should a commodity be uweitted with a fol'ldbol1le illness outbreak. This 
SUidance can be used by both dome&lic and fDman ftesh Ihlit and vegetable produr.er!l to help 
ensure the safety ofthtir produce, .... ;1\ be oomistent with World Trade Organization obUgations, 
and will not impose unnecessary or unequal restrictions or barriers on either domestic or foreign 
producers. The &gen~ies ~gnize that appropriate UIC of pesticides and' other relaled 
antimicrobial Bgerlt. play an important role iI'I conlroDins mi~ial contaminltion. but caution 
that excessive or inappropriate use ofthue lubata.nces docs lIot take the place ofGAPIIGMPs. 

FDA and USDA Iponsored a serie~ of public meetings from mid·November to mld·December, 
1997 ir. which tho agricultllral oommunity, the international trade community, consumers, and the 
scientific community participated. The purpose of these meetings was to give participanls tho 
opportunity to offer theb' perspectiv~ on the working draft Guide and to provide commenh. 
technical infOffillltiOn, and SU8g£sted modifications to the draft guidance. The National Advisory 
Committee on Microbiological Criteria for Food,' Freth Produce Subcommittee (II USDAlFDA 
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adylsory commiuee) was pruent at the Ilnt public meetlns Bued on information ~;hangeli I.t 
that iint pubUc meeting an<! SuboommitlQC man!>"",' exportlte, the Subcoltllnittec provided 
recommendatians that were Incorporated Into the dnIft guidamle doc:umcnt. The revised 
document was IUbsequemly used as the buia of distuSSion at a leMa ormcctilli& targeted to the 
aarieultural community. Tboso "graslltoota" meetinp were held at Bix region~ looation8 around 
the countr}' durin& DCC8It\bU. The IIJcmciea also presented the draft S\lldanee to repre&entau"e5 
ofOlllbusies and indMduw asaoda1ed wilh impottialg produce Into the U.S. at an imorne.tional 
mee:r1na In Dcocmbcr. 

PDA wi1l publillh draft GAP/OMP JUIdance. inaorporating ~tI and 
infonnation from the pllbllc meotiniB. In the Federal Register by euly 
March, 1998. A 4S-day comment period will bo provided for public: review 
and fi.uther comment A public meeting may Wo be hold. It is anticipated 
that ftnalited GAP/GMP auIdanee will be available It the end or July. 1998. 

9. 5'1: 

SIIpp"t1lItg 1,,/orPIUIIlon; The draft guidance repreaentI the best advice of FDA and USDA, 
builds OD OJrreIlt indunry and "Ientiflc: practlee, and will inoorporate information provided by the 
ajp'icultura! community, COllSlllMl'l. academicians, Individuals Involved in intemBlion~ trade. 
ItatOl' representative&, and otber Interested p1ll'tiC8. Development of the final SUidance will drllw 
on t\mdamem.i information that describes the hsh fruit and veaetable ibdustry domestically lind 
in QOUIItries exportIl18 productl to tbl'J U.S, 

TIme1illel To COInplement data and information being developed domestically. 
ClOntparablc data and country infolTMtion. such 11$ copies of food safely 
legi.latlon.and resulation affeetins production. handling, and storage of 
produce Cor selmcci ~tries which 8lCport produce to the U.S. will be 
compiled by mid-July, 1998. 

U. 1Jchpical Au"tanee and EduFatl2D and QutryelL 

T~c"nlcal AIsIBtllllct: GAPIGMP guldanc:e alone canDot be declive in Improving the Rafety 01 
fresh fruits and vegetables iftcobnie&l resolirceB to adopt all or evell parts oflbl! guidance do not 
exist. The guld.allce is most effective wben all the essential components that apply \0 II particular 
cOlJlmodlty or produc;tion operation are adopted. enturing uae ofprnctlces that bolster safety at 
evert atep 111 the proc;es:;. from in-&ld operations throush distribution to th~ c;onsurner. U.S. 
government Bicnc;ioa, FDA and USDA In partic;ular, will work with appropriate U.S. lind foreign 
govemncnt public heahh am asrieulturalageneles. as well as with industry groups, to provide 
technieal asaimnce n~ to ILippon adoption of the OAPI/CJMPs by the produce induslr)'. 
workina with forel&n and U.S. aaencies to l'rovide assistance is not only beneficial to the Industry 
but also to thrl bcalth of American consumers. Ifa foreign government is interesled in learning 
more about the U.S. guidelines and 1l)"6tems for assuring tbe saf~ty of dorneatieally produced and 
imported fiesb fiuil and vegetables or wbcn, in order \0 prQvide requested technical a&£iSlance. it 
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b$oomes neceasary for FDA imreetipton or scientists to visit foreign operations 10 ucertain the 
lOurce ofprobloms that may poae a utei)' hazard in produ~ IlItPOrtad to the U.S, USDA and the 
State Departmont overMIIB ponoMel will col1aborate as ntoes'a%)' to ikcilitate these visits. 

USDA and FDA plan to work with a.broad IpeGtrum ofrepceiel1tative thm.t the public and 
priV&le lCCtor In forelan CO\lIItTics8lld III the U.S. to protIIOte adoption otOAPe/GMPs and 
Improve production and procu:dna pracliCCl. ThOle il!Clude officIals from the boalth and 
agriculture agenciet in fbrcign countries. the Food and l\arioulture Orpnization, the World 
Health Orsaniution, and IIIbsldiary org&lllzations (e.8., Pall American Health OrgaDi7.a1ion), al 
~ as RpOrter "Ioelatlons. In the U.S., the agencies will worlt with a.ppropdato land grant 
colleges and univcnitica, ltue agnclea, and IndmUy asst>CiatiOl\J. In working with domestic and 
foreign groups. it Is critical that in odditioft to tDCbnlcal usistance. we provide clear gui4ance on 
the legal requirements for o1fering fresh food fur sale In the U.S. With thil undere.tanding. tho 
foteiQn and cIomeW~ 50~ent. inOwtry, and academic groups can guide producers' decisioll' 
abo\It what, If any, modlllcation. of alrrellt practices life appropriate ibr Indu"IY to AtialY U.S. 
legal standards. AI part ofthia effort, USDA and FDA wiD share new technologiea as they are 
developed to enhance the I&flIty ot&eab fi'uil8 SlId vegetable" such &S improved mamm treatment 
methods. more IUtlVC aJIIIyticDl mDt\lodl, IlId pOlt.hatYelt treatments to reduce levels of or 
elimlnate pathogens on produce. 

nmellne: DwiJI& FY'98 the 8fOUI\dwork isboin81ald fur providillB technical 
liliatance, pending tinalizalion ofth. GAP/OW guidance. 

EdMcatfon IInti OutrtBl:": Education and outreach programs are essential to foster adoption of 
OAPfQMP &Uidence by the domestic and international frelh fruit and vegetable InlIusuy. These 
programs are plvoP.\ to indultry'. undetatandln3 oCtile eSlIelltial principle. ofGAP/GMJ! 
iUldan~, as well II the IdentUlc and pcaetica! realon& for adoption of the guidance as everyday 
production e.nd proceasins practice. Othen in the distribution chain from the fruit and vegetable 
produo.n to tho final UDer- the consumer.,- mUit be reached by these programs in order to 
UIIR that the care taken to prevent microbial conteminarlon in growing. harvesting, proccning. 
and trwportlns is not thwarted by Ialer mishandling. 

CSREBS, throuJh itl pattnenbip with State Cooperative Extenlion ScIViCCI in the United States, 
will providt le.derahip for the Directive's produw outreac." and edUl:ationai strate&},. USDA and 
FDA will plan II natioDal food saIOfy leientiSe and education conference ror early 1998 
to share current scientific and eduoa.tlonal Inform&tioD on fNIta and veaetables, to apprise 
IIl;ientifi, ~erts end extension professlonels with the voluntary general guidance docuJDerrt, and 
to discuss methods. Stites may want to collSider illCOl'poJ'ltion oltho Prcaident'. djr~tlve into 
ongoing Stale extension programs. State And local extension IIBent8 C8n pIty II vital role in the 
ilUlXltSuul adoption of the guidance. since they are knowledgeable about on-farm production 
pcacticel and can provlde CIKpOrt JUiviee on how produc.ers can incorporate interventions 
recommended in the guidanee to reduce the rbk ofmiefobia! contamination at tbe farm level. 

D.celUlx:t 21, 1997 1'a •• 4 
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CSREES will aliO diBsemilll\le tho guidance and incorporate It Into ollgoing federal rood 
aafetyextenaion program •. 

To reach tlul produce Industry worli:fotcc, tho ClAP/GMP guldu1ce IIId auociated eduettional 
muerials must be JVliIibIo illo a&tive lansua6el and mult lISe terms understood by this diverse 
oommunity. Multi.UaguaI material. ue dio needod for use in fbrelsn COUDtries. To meet these 
ncoda, FDA and USDA will work with industty and t'oreigD govemmentt to provide vAnllations 
of the Gl\PtGMP guidame documents, lIS wen u aaeoclatcd traillins and inl'ormWou materials, as 
tho dOC\llllClJtl are finl]jz<ed 

We amillipate that education and O\lt!Cach activities will roach beyond the immediate needs oflbe 
produce indllttty to ancillaly Industries, IUch as wholesale and retal~ and to the oonaumer, 
Expanl1ed cduO&tion e1fbrts will be directed to inereaaillj awareness of public bealth concerns 
about "eab ftuitlancl vegetable&, B8 WIlU IS about \lSO of IIIfo practices for handline and ,torillj 
fte~ produce, 

The information provided lit the GAP/GMP grassroots and international meetings wUI help the 
agencies prioritize outreacb activltiQ! and p.,.ation of materials. FDA and USDA .. ntieipate 
drawing on the resources and expertise of othor '8en~es and industry (!rOUP. to provide outreach 
and ecluCltion, particularly taTplcd 10 apocific regional needs In the U. S. 'l'hc IIsencie& hIIve met 
with represontillives or state IIgricu1ture departments and the industry to begin dl8cul$ions of how 
,best to make available nooded \tIIlninS and informatioll, We anticipate tbat iJldustry ihelfwUl be II 
primary vehic;\e for ouneac:h and wucati"n activities. 

1n the intcrnatlolJ/ll arena. F AS will be instrumental in facilitating the: c:tevelopmcllt of education 
1Il11 tralnill8 programs, elther through their ad or tho Stale Department. The F AS' International 
Cooperation IIIld DevoIopmcrrt group call ti.cllitate development of cooper&Uve traiDIJIg programs 
QJI the GAPfOMP SUi<U.Dcc, blcollaboration with other agencies capable ofprovidillS funding for 
thtse a~vities. F AS will also elCplore mccI;anlsms to obtain the R'OIlI'OeO and expertiae from 
other internAtional OrganizatiOllI, such IS the FAO and the Intcr·Ametlcanwtitute fOl' 
COOpctatioD of Agrieulture, in order to lIIc1litatc discuaalons on produce safety iasuu, FDA and 
USDA will evalUlLte the stOpe ofGAP/GMP educatlon programs and materials needed to educate. 
foreign gOvenunentB aIld oraanlzatlons. 

Tlmtlinc; 

Uocomber 21. 1997 

PrelimilllU')llteps have boen taken to determine mwbanisms for provic1i~ 
inCorllllltion and usiatanee to the domestic industry in adopting GAPfGMP 
guidance, Likewise. preliminary at~P& ""iU be taken to develop a program 
tlll'geted to foreign producers. 
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m. seWn, QVld'BSI 

The Sen«&! GAP/GMP SUidance Ia a roqulaito \0 el1tllfe tile safety of all produce. This genCl'll1 
guidance is essential as 11 foundation for a holt ofmo~ apecUic guldance for various commodities, 
bazarda and pathways of contamination, or pathogens. A3 we conalder tho broad apoctnam of a 
food aa&ty syatem. general suidance Is \l5UaIly the ilrst CODIlderation. HowI!vcr, apec.iflc 
GAPslGMPa II'll very appropriate enll often essential for those foods or systems where individual 
HACCP programa are I'Ot warranted. Specific SUidaDce for individual commodities cen provide 
caIIorcd SUIdaru:c for reducing the potential fbr mil:lObial COIIt4InIn&tion, 0,8., she IIIinimum time 
between manure application 1114 produce 1wveat, appropriate manure U'eatmClllt tochnologie. to 
eliminate or aignifiQUlUy roduco loveb of pathoaw in manures. the best type of imption system 
to WIt!, apde IwvClUn.a practice. (e.s., pIokiDa berries or melona), or reeommendationJ for 
trI1ISPonlng specific commodities. Likewise, spcoifio guidanoo can be d.,ianed for rnlnimmDg 
microbial contamination through particular pathways, 8IXlb aa control ofwlrtcr quality, worker 
Mllitalion and boaIth, field IIId fIclIity llllitation, and U'IIIIIpOI'tation and haI!dling of produce. 
Some pt1bosens 1liiY be appropriate subjects fbr spodfie guidanea that would apply to all tbods In 
which tht; ri8k of IlOIlt&mill&tion with that pathogen IIldsts. 

Supporting lrf!orlflllllon: Domestic commodity data provided by USDA includ08 specific 
oommoditiet produced, the form {wllole or proceased), BI1d the q\ll.lltltiea produce<!. PAShas 
Ivlilable, as pan of itt onsolDg trade rtportins system. data 011 fhJits and vegetables itnportcd 
into the U. S. IIId some \;Qnunod!ty apecitio reporta fot .elooted countries. Information about the 
current agricultural practices, about currently used bandlil\3 and transportation practi~l, 
processina and packaging tecl\niques, and about products asaoclated with fODdbomc illnoss 
outbreaks will also be uled 80th USDA and FDA have some data on curront agricuh\ITIII and 
manufacturing pramooa which they will provide. Country Information (Nch as copies of food 
safety legislation end regulation aft'ectins productioll, ban41Jns, and storage of produce) \1Iefu\ in 
identifYing c:urtCllt production and processing practices in foreign countries will be provldeli by 
F AS. This lnt'onnatioD will be used to direct arod IlUpport decisions to develop more IIpCCific 
. suidancc doeumenta, u appropriate. 

Stl«tir", of comnrotUtia, 01' luwudl, Dr pQt~ of COlllaml"a/io", til' patlto"tu: Options 
are being explored for tne most efficient way to proWSe tho industlY with guid8J\ce that is 
e5ective IUId tha.t yields the moat benetlt from the resources expended Am0.lli the options under 

OC!ucleration 1IrO; 

December 22. 1997 
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.' Inciumy organiz&tiOIlJ coul!! voluntarily wock wi\h FOA 8M USDA to develop specific 
81l1Wlce fbr commodities produeod by their manbeB. 

• Tbe aubject of aptcfflc guidance for I colllllltldity, CII' Iwrard, or pathway of 
contamination. or patiiOSCll IlOIIId be dotermilled throush a public process. FDA could 
pub11sh • notice In the Federal ResIster IDIIOUIlclDa our intention to develop more 
1pOCi1lc IPJidam'.e IIId proposed criteria to be used In the .election. This notille could 
uk for ird'ormadon to suidc the .. ectioD of~8. 

• The QOntpetiti~ gram mecbmla:m avallablo tIIroush CSREBS Ilo\lld be u&ed to fund 
demopment of commodity-speclfie GAPa'OMPl by ICIdCll\lo inatitutione in different 
resions of the country. 

• Other approaWea that could provide taraeted suldance to the prod\lCoe industry in I 
timely manner, lrKiudlng a combbmllon of tho optiona listed here, I combination of 
tbClC optiona with olber options. 

• A declalOD not to develop any type of spooiilc suldlnce. 

WlUchever optiOGS are Moaen, SOIllC basic tic«mI will be considered In selecting the wbjoct of the 
panoe. Tbeae Include the potcnUallwarde aafOoiated with tho commodity IIDd whether or not 
raicrobHpdc methods (e.8., idOlltlilcaUon. detection, enumeration. and/or SlllIpUI18 technique) 
exist to enBIlI'C an appropriate I" orpubuo beal\h protection. The potential public health impact 
oftlle CODl/llOdity, bucc1 on the volume oltlle C011UIlOdIty produced anti tho primary COII6umer 
group (e.g., YOWlS children, tho elderly, tho population bI ,enorel), are other factors that will be 
considered. A wefulanalysla will be condueted iIIldecdog the aubjccl of specific auidanoo (i.e., 
a COIIIftIodlty, or ba.wd. or pathway ofoontaminatioll, or pathogen). l'hls anal}'iis will consider 
the VIIluc of'lIIy publiQ health improveRlClfltl IhLl may mult ftom sp~l\c guidance. It will also 
consider tho total COlt 10 society of£oodbome illnonea (e.,., medic:al collts and prClductivily 
IOBaci) U50CiAtcd with the subject, and the 'costl to the indllltl)' or consumol'll of implement inS 
cpcdfk: guidl!lCe that wiD reduce human health riska. On the bUll of Ibi, Informatioa, a 
coatlbcnet\t rMio ean be estimated to wlat in c\ctennlning fUture actiOll9. Another.approach Is to . 
use opidemlolosical data, spccillca1ly dala about lhe eeventy ofUIJIesaes, the potential magnitude 
of an outbreak offoodbome Illness, and the &cquency of OCQ.U'tonct of outbreaks. A 
combination otthelC two approaches may be molt useful. 

, 

In any ovent, a FDAIUSDA oommitt~ will ovenoe and direct development of the specUla 
suidance documents which will ulldergo 6CNtiny in the FDA public review proCess. This process 
entails publication of the draft dOQUmentl in the Federal Register. receipt and evaluatioll of 
comments, revision aftN documents incorporatins Infbnna\lon frOJl'l the OOnunentl, and 
publication as a tinalguldance documel\t. 

Oe<>ember 22. 1997 Poee 7 
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It is anticipated thai proposed IpcGlAc illidance wm be available to the 
produoe Industry dllrina 19911. If tho CSREES &rant process is used 
for development of tho specific 8\lidance c1ocumelllt. It Is anticipated 
that the graIlt process will beain In May. 1m ar.d conclude with 31'aIIt 
awards in October. 1998. Dra!\ docwn6ntl will be developed durinB 
1999 and willl.lllderso the FDA public: review process boginnlng in 
lOOO. 

IV. Egq'04 In'pediog. and Moeltorinc Adoption or GAPIGNP Guldu« 

lUpteCtltm tUttI r.u., .. Ioapectiona ofhb fruit and vegetable opcrJtIons in combinaliOft with 
aamplina and testing proviclu FDA and USDA with lnftmnatlon about the microbial quality of 
both domestic; and jmporte4 products. Identifill&tlon of mlCfobiolop problOl11S allows 
implementation ofpn:wntion and/or intezvanuon meuurcs beforoi11noss occurs. 1t also aida In 
tlrgotins educuiOlW outreach and technical assistance. 

FDA will continue its fi'eab fruit II1d vegetable InJptalOIl and testing program at current levels for 
domeltlc and imported produce. Additional (eaou~ will be foClIlIod particularly on sampling 
product' &om areas, in the U.S. and abroa.d, where tberc is t'l'idence that a potential hazard exists 
and GAPIGMP 8U14ance hu not been ldopted. . 

MonitDrl",: Monitorln& Md evaIu!ting the efFectivoness of GAP/GMP guidance and/or specific 
8Ilidance will provide asauranC«l to consumer., produCU'l, and prococaors that foUowing the 
suldance will recuIt in reducing nw. The USDA and FDA will \lie 8Urvc:y techniques to 
detmnlnethe etfeetiveness oithc GAP/OMP program and the ext~t of adoption of'tbc guidance 
by both tho Comeatic and forolgn indulltry. The first survey wiU be conducted to determine 
current praotlCC8, apccI1\cIIly \boec pra~ocs that have the most Impact on publiC heillth and those 
that are covered in 1he general OAPfOMP guidance. Tbil baseline ini'ormltion will be augmented 

. with iDf'ormation from other JOlIIW5, sudlas fbre1gn governments and state agcnllies, on cunent 
p~. A "oOnd, more thorough, IUtvey on pnctices will be conducted at a later date. 1'hiJ 
information - ltom the llUVCyI BIld other lources - will be\isod to monitor adoption of the 
GAPfOMP guiclanco and to Il1Ike neeeswy adJuStment. In the GAP/OMP progrun, including the 
guldanu. 

Tlmeline: FDA's inlpeclion and sample col\ec! Ion and analysis aetivilies &rio ongoing. 
Incrwed inspection and testing efforts are hudiel dependent and would be 
desirable to help monitor the cffeativen •• of genml and specific GAP/GMP 
suidance. The monitoring activity may besin in FV98. 

PooclTlberll. \Q97 Pase 8 
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v. 6tg1mtgJ 'te' h'UY PMMM 

Successful ~lemontatiOIl oftbla initiative n:lica nl:lavUy on 8dequate &cienti5c relcareb wgeted 
to aasenment of rillt: to publle health posed by microbial colltAmination. The overall research 
loal idccdfiod ill thil initiative is development of iIltervention and prevention 6trategici to reduce 
tM incidence oiroocibome iIInes$. 1lesearch will also aupport deYelopmcmt of Improved Qetcetion 
method. uaetW. in & varlety of emirtmmcntl. The .. method' win be used to conduct long-term 
rurveill~ aruI monitoring of both domestic: and huported produce. to npport devolopment of 
control and prevC1ttion stra1cgiee tbat aupeot use of GAP laMP. aod to develop pdaoce that 
IAlCOmmodltOS spe0i6c need, ~d by environmental factor5 (o.S., wllteJ qualUy, I1WIUre 
manqement Indudlna devdopma oCappropriate lIWIurc tteatttlOIlt technologie; to eIImlnate or 
siPf\ca1llly reduce pathogelll iOlllll1Ure, worker bya)ene). 

FDA and USDA both have viaoroua releardl pmgrams In atcal rclJted to development of 
pathogen CItC(lt\on ancI qlWLtification methodology, II well u developnteat of eoratrol and 
prevention intervontiODl. EPA Uld USDA rcsurch would be conductod to antiS the ,lgnIt\cance 
ofpathogeo OoncontrulOIlb ill ambient water and ~allUbsequent collt8minatlon of Wits and 
vegetables tbroup irrigation practicu 

FDA and USDA are imlividually and collectively rovltMing their TflPtCUve PY98 resc«r<:h 
projecu rc1atod to bib &uitl BIId vesetablea to ideJttii}< Ipedfic research that can be accelcrateil. 
USDA and FDA. have held mcarch planning meetings with other agencies conducting food safety 
related research, including the BPA, DoD, the Department ofBnotgy. the National Science 
Foundation, and NIH. In addition. the agencies have met with industry folld consumer 
reprel\Cllt&tivea to detennlne what food safety research is currently ongoing or In the 
cleveloprnental stagea oul8ide the sovemmen\ and to identify researcl1 needs from this ou.tside 
pcI1pective. 

The agencies are developln, a IXlOrdinated rOBeatch plan for reduclns microbial rial. in Foduce. 
The relWch plan Is Klhedu1ed to be avaiIllhle in early 1998. Four apec!f\c arelll for research 
focus bave been ldenti1iod u; improved det,~on methods. resistance to traditiOllal preservation 
techniques, antibiotic reaiatance, W development of'intervention W'ate8ie&. Research is currently 
underway in all Ibm areas. AJnons the areas to be ftJrther inveStigated ar.~ pa.ckaging. "orage. 
and pre_tioD teclll1olosies; production practices; and use ofpoat-harvest treatments to reduce 
levels ofunavoi4able microbltl CQntamination, NIH rtlC8.rch OIl pathoseniclty and clinical human 
disease wlliaupport both dlJVcI(lplIllmt of <iotection methods and the ri&k auessments necesS/U)' 10 

evaluate eontrolltl'ategies for the target pathoge.ns. 

o-we,. 21. 100'1 



Research on preventive tocbnologies and intervention ~tratesies to reduce or eliminllte microbial 
contwnialltion i, a high priority. Work will be conducted on manure treatment or composting 
techniques to lImll"e that tlte lI1lIll\Ire is acceptable for application to a apoeifle commodity. Post· 
harvest chemical (such" usc of antimicrobial asents in wash water) and physical treatmcnh wlll 
he investigated for fruit. and vegetablell, as willlllethods of preventing the persi'ltence and groWlh 
of pathogen, on both whol~ and minimally processed produce durins storage and transportation. 
Another. area of research that will be acee1erated Is methods deve!opmcm, apecificall)' methods to 
detect Cydospora and Hepatitis A on produce. Studies of chemi~1 pattern recognition (trac:e­
elemenl fingerprint$) to identiC)' where specific foods were grown or processed will also aid in 
tracebac-k9 to determine both the source offoods and the pathogens implicated in foodborne 
iIIoen outbreaks. 

Timtline: The process of reviewing research related to safety of fresh fruits IIIld 
vegetables was initiated in September. 1997. A research plan will be 
available in early 1998 that wl1l1dBntify fresh lTuit and vegetable-related 
rcaearch . 

VI. PAnlclpauq In 'hi. InjtillJ\Ye 

The followin& ageodes are contributing to thi$ initiative: the Food and Drug Administration 
(FDA). the National Institutes of Health (NIH), and the Centers for Disease Contrpl and 
Prevention (CDC) ill the Department ofRealtb and HUI1WI SeNices (HHS); the Agricultlllal 
Marketing Service (AMS), the Agricultural Research Service (ARS). the Animal end Plant Health 
Inspection Servloe (Al'HIS). the Cooperative SUite Research, Educauoll, and Exten.ion Service: 
(CSRERS). the Economic Research Service (ERS), the Foreign Agricultural Service (FAS). the 
Fuod Safety and Inspecuon Service (PSIS), the National Agriwlturol StatiBticR Service (NASS), 
the NBtllCal Resoure~s COIlBeMltion Service (NRCS), and ~ Officc ofRhk Assessment and 
Cost Benefit AnalyiJs (ORACBA) in the US. Department of Agrieulture (USDA); the 
F-nvironmental Protection Agency (EPA); the Department of Labor's (DoL) Occupational Safety 
and Health A.dminislTatior. (OSH.o\); and the Deplll1mcllt ofDefense'$ U.S. Army-Natick 
Research Development IIIld Engineering Center are also working on segmMls of the irutilltive. 

!)c(cmber 22, 1997 Pugc 10 
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THE SECRETARY OF AGRICULTURE 

WASHINGTON, D.C. 

20250'0100 

MEMORANDUM TO THE CHIEF OF STAFF /Jr-
FROM: SECRETARY DAN GLICKMAN U dA.-v 

Subject: Country of Origin Labeling 

Senator Bob Graham recently wrote you a letter regarding S. 1042, which would require 
country of origin labeling of imported perishable agricultural commodities. You may be aware 
that Congressman Sonny Bono has introduced identical legislation in the House (H.R. 1232). 

The bill would apply only to fresh fruits and vegetables that are imported and sold as 
fresh. Fresh produce that is imported and then processed into canned goods, for example, would 
not be covered. While flexible in how its labeling requirements are met, the bill does require that 
domestic retailers infonn consumers at the final point of sale of the country of origin of 
perishable agriculture products and subjects them to fines for failing to do so. 

I want to make several points. First, country of origin labeling is not a food safety issue. 
Food safety experts throughout the Administration believe that country of origin labeling would 
not improve our ability to detect and control outbreaks of foodbome illness. It is possible that a 
sophisticated system of bar coding would help from a food safety perspective, but mere country 
of origin labeling would not. 

If the Administration were to support country of origin labeling, it should not do so on 
the basis of food safety. One potential justification could be that consumers have the right to 
know a product's country of origin. However, some groups have expressed skepticism that 
consumers do in fact believe that country of origin is important infonnation. Other groups have 
raised concerns that such labeling will be used to stigmatize imported food products through 
negative advertising campaigns. Finally, a consumer right to know argument could have 
implications for other labeling disputes, such as our current disagreement with the European 
Union over the labeling of products of biotechnology. 

Second, at the request of Senator Daschle, the Administration has recently agreed to 1 
develop guidelines to assist the domestic meat and pOUltry industry in voluntarily labeling their 
products as being of U.S. origin. We would prefer that a similar voluntary approach be 
developed for perishable agricultural commodities. If the Administration were to support / 
Senator Graham's legislation, it would be difficult not to support similar mandatory labeling 
requirements for imported meat and pOUltry products. 



Third, industry and the retail sector are strongly opposed to country of origin legislation 
because of the costs it would impose. While many agricultural producers support such 
legislation, others do not, in part because of concern that country of origin labeling would be 
used unfairly against V.S. exports. As you know, the V.S. exports nearly 60 percent more 
agricultural products than it imports. 

Fourth, the Administration has generally objected to country of origin labeling when it 
has been considered by our trading partners. If the Administration were to support country of 
origin labeling, it could be seen as protectionist by our trading partners and would obviously 
limit our ability to object to such requirements in the future. 

Fifth, it is possible to require country of origin labeling of imported products under our 
GAIT and WTO obligations, provided that all imports are treated similarly, the difficulties are 
reduced to a minimum, and the labeling does not seriously damage the product or unduly 
increase its costs or decrease its value. 

In general, Senator Graham's legislation appears to be consistent with V.S. rights under 
Article 9 of the WTO agreement. However, it is possible that an exporting country could 
challenge these labeling requirements as unduly increasing the costs of their product, for 
example, because the labeling requirements imposed on domestic retailers will (I) either be 
passed on to the exporting countries, making their product less competitive, or (2) make 
domestic retailers less likely to market imported products. 

Sixth, the Department of Agriculture would be required to enforce Senator Graham's 
legislation, as well as any similar legislation on meat and poultry, without any additional 
personnel or funding. At a time of limited budgets, we question whether this would be the most 
effective use of our resources, particularly given the need to more effectively address food safety. 

I appreciate the concerns that have given rise to this legislation, but I am concerned about 
its potential adverse effects in terms of costs on domestic industry, possible export problems, and 
resource implications with respect to food safety. I have directed USDA officials to develop 1 J 
alternative legislation that would minimize these potential problems should the Administration 
decide to support country of origin labeling. I expect this draft legislation to be ready for 
interagency clearance by the end of next week. 

Please let me know your thoughts. I would like to discuss this issue with you further. 
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Mr. Erskine Bowles 
Chief of Staff 
Executive Office of the President 
White House 
Washington, D.C. 20500 

Dear Erskine: 

I am pleased 

~ AIiSOURt:eS 

~~ ~ 

safety issue to che national agenda . This is a welcomed (SI' ( 
development. V 
I am writing to bring to your attention legislation Senator Craig 
and I have introduced which goes hand-in-hand with the 
Administration's overall goal of increasing the safety of food 
Americana purchase. OUr h1ll, S. 1042, would require agricultural 
commodities imported 1nto the United States to be labeled as to 
country of origin at the time of sale to the final consumer. 

Giving American consumers the ability to make informed, educated 
decisions on the food they serve their families is a simple first 
step in assuring food safety. To illustrate, last year when the 
Centers for Diaease Control (CDC) announced that Americana should 
avoid raspberries from Guatemala, there was no way for the residents 
of 49 states to comply with the CDC's directive. . 

Fortunately, the residents of Florida have had the ability to make 
informed decisions relative to the produce they buy since 1979. The 
Florida Statute is a simple. straight-forward model for what S. 1042 
would provide all Americans no matter where they live. 

I urge you to include our country of origin labeling Qill in the 
food safety initiative the Administration is assembling. ShOUld you 
or your staff have any questions or need more information please do 
not hesitate to contact me or Tom Greene or my staff at 224-0734. 

Thank you in advance for your consideration of this important 
consumer information, food safety issue. 

With warm~egards, 

BG/tag 
Enclosure 

Sincerely, 

United States Senator 



.. 
10/.23/97 TIIU 11: 18 F.U 

.. OCT 23 'g? 09:00 FR 

. . 

l05TR CO:';GRESS 
1ST SESSIO::-: 

IU ';:f4~1'::f\:j·( 

S.1042 

.... ~ 

II 

To require ~"'unt!}· of origin labeling of perishable agricultural commodities 
imported into the Un.ited States and to establish penalties for- violations 
ot the labeling requirements. 

I): THE SEXA.TE OF THE UXITED STATES 

Jt:L .... :H.199i 

)11'. CRoua (for hi.mself. )tr. GR.\HA)I. and ~Ir. JOlL"50~) introduced the fol· 
lowing bill; which was read t"o;ce and referred to the Committe<! on ~. 
culrure. :';utritioll. and Forest!}· 

A BILL 
To require countIy of origin labeling of perishable agricul­

tural commodities imported into the United States· and 

to establish penalties for vi.olations of the labeling re­

qui.remen~. 

1 Be it enacted by the S671ate and HOWle of Representa-

2 tives of the United States of America in Congress assembled, 

3 SECTION 1. SHORT TITLE. 

4 This Act may be cited as the "Imported Produce La-

5 beling Act of 1997". 

1j!)00J 
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1 SEC. 2. INDICATION OF COUNTRY OF OmGIN OF IMPORTED 

2 PERlSB'ABLE AGRlCVLTtJBAL COMMonlTIES. 

3 (a) DEFIXITIONS.-For purposes of this section, the 

4 terms "perishable agricultural commodity" and "retailer" 

5 have the meanings given the terms in section 1{b) of the 

6 Perishable Agricultural Commodities Act, 1930 (7 U.S.C. 

7 499a(b)). 

8 (b) XOTlCE OF COU~TRY OF ORlGL" REQ~mED.-

9 A retailer of a perishable agricultural commodity imported 

10 into the United States shWl inform consumers, at the final 

11 point of sale of the perishable agricultural commodIty to 

12 consumers, of the country of origin of the perishable agri-

13 cultural eornmoclity. 

14 (c) )1ETHOD OF :NOTIFIC.A.'l'IO~.-

15 (1) L" GE~"ER.A.L.-The information required by 

16 snbsection (b) may be provided to consumers by 

17 means of a label, stamp, mark, placard, or other 

18 clear and visible sign on the imported perishable ag-

19 ricultural commodity or on the package, display, 

20 holding unit, or bin containing the commodity at the 

21 6.nH1 point of sale to consumers. 

22 (2) LABELED CO)CtloDITIES.-If the imported 

23 perishable agricultural conunodity is already inclivid-

24 ually labeled regarding countI)' of origin by the 

25 packer, importer, or another person, the retailer 

-8 1042 IS 



101.23/97 Till! 11: 18 FAX 
OCT 23 '97 09:0~ ~K 

.-

3 

1 shall not be required to provide any additional infor-

2 mation to comply with this section. 

3 (d) VIOL..\TlO:-:S.-If a retailer fails to indicate the 

4 country of origin of an imported perishable agricultural 

5 commodity as required by subsection (b), the Secretary of 

6 Agriculture may impose a monetllI)- penalty ori the retailer 

7 in an amount not to exceed-

8 (1) $1,000 for the first day on which the viola-

9 tion occurs; and 

10 . (2) $250 for each day on which the same viola-

11 tion continues. 

12 (e) DEPOSIT OF Fc;:-..-ns.-.lmounts collected under 

13 subsection (d) shall be deposited in the TreasuD' of the 

14 United States as miscellaneous receipts. 

15 (f) APPLlCA.TIO:-: OF SECTIO:-:.-Thi" section shall 

16 apply with respect to a perishable agricultural commodity 

17 imported into the United States after the end of the 6-

18 month period beginning on the date of the enactment of 

19 this section. 

o 
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SUPPORTER OF S. 1M2: lHE IMPORTED PRODUCE LABEUNG ACT 

American Agriculture Movement of 
Arbnsas 

Axnerican Agriculture Movement! 
American Com Growers Association 

Of Illinois 

American Farm Bureau Federation 

American Corn Growers As&~tion 

California Agricultural Commissioners 
&. Sealers Association 

California Citrus Mutual 

California Farm Bureau 

California Women in Agriculture 

Coalition of Labor, Agriculture 
and Business 

Dade County Farm Bureau 

Desert GI'lpe Growers Association 

Florida Citrus Mutual 

Florida Farmers & Suppliers Coalition 

Florida Fruit &. Vegetable AsSociation 

florida Tomato Exchange 

Georgia Fruit &. Vegetable Growers 
Association 

George Peanut Produc:ers Association 

Grower-Shipper Vegetable Association 

Grown in the U. S. A. 

Indian River Cib'us League 

International Brotherhood of Teamsters 

Made in the U. S. A. Foundation 

Michigan Asparagus Advisory 
Committee 

National Association of Farmer 
Committeemen 

National Farmers OrganIzation, Iowa 

National Farmers Union 

National Peach Council 

National Onion Association 

National Watermelon Council 

Riverside County Farm Bureau 

South Carolina Tomato Association 

Texas Corn Growers Association 

U. S. Business &t Industrial Council 

Western Growers AssOciation 

** TOTfl... PAGE.06 ** 
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Record Type: Record 

To: Elena Kagan/OPO/EOP, Thomas L. Freedman/OPO/EOP 

cc: Laura Emmett/WHO/EOP 
Subject: Food Safety Ninety-Day Report 
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The report on the good manufacturing practices and good agricultural practices is due January 2.. 
Wendy Taylor from OMB called and said that they would like an extension of a week in order to 
properly analyze it. They have some concerns and since many people will be out of the office for 
the holidays, they would like a little extra time. I think it would be fine, what do you think? Mary 
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To: Elena Kagan/OPD/EOP, Thomas L. Freedman/OPD/EOP 

cc: Laura EmmettlWHO/EOP 
Subject: Food Safety Ninety-Day Report 

The report on the good manufacturing practices and good agricultural practices is due Januarv 7.. 
Wendy Taylor from OMB called and said that they would like an extension of a week in order to 
properly analyze it. They have some concerns and since many people will be out of the office for 
the holidays, they would like a little extra time. I think it would be fine, what do you think? Mary 
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To: Elena Kagan/OPD/EOP, Thomas L. Freedman/OPD/EOP 

cc: Laura Emmett/WHO/EOP 
Subject: Food Safety Ninety-Day Report 

The report on the good manufacturing practices and good agricultural practices is due January 2, 
Wendy Taylor from OMS called and said that they would like an extension of a week in order to 
properly analyze it. They have some concerns and since many people will be out of the office for 
the holidays, they would like a little extra time. I think it would be fine, what do you think? Mary 
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Mary L Smith 
12117/9703:06:24 PM 

Record Type: Record 

To: Elena Kagan/OPDIEOP, Thomas L. Freedman/OPD/EOP 

cc: Laura EmmetVWHOIEOP 
Subject: Principals' Meeting on Food Safety at USDA 

e 1M> l'~ - flf"t> J. t-o..{)e ~ 
-\l~h +ve \1 

I attended the principals' meeting on Food Safety at USDA today. There were three basic topics: (1) 
reports from public meetings; (2) timing of the report to the President; and (3) meeting on the Hill 
scheduled for Monday. 

1. Reports from public meetings. The comments in the 6 public meetings with the growers and 
the state health departments were pretty favorable. In fact, it was emphasized that not one of the 
growers was opposed to the development of the gudiance in general. The comments were just that the 
timing seemed like it was happening very quickly; that the growers hoped that they could actively 
participate and that it would be a bottom-up process rather than a top-down process; and that, to the 
extent that we develop product-specific guidance, that they want to contribute to this process. It seems 
that the concern regarding the product-specific guidance is addressed adequately, at this initial stage in 
the process, in the draft report. 

On the international front, there was a public meeting in Washington that staff of many of the embassies 
attended. The international community seems fine with it as well, but, again, they would like to participate 
and would like to conduct more research. 

One other item that growers asked about was the President's position on country of origin labeling. 

2. Report to the President. The report on the progress of the development of the Good 
Agricultural Practices (GAPs) and Good Manufacturing Practices (GMPs) is due to the President on 
January 2, 1997. I am sending you an outline of the report as well as a draft to fhe report. It looks like 
HHS, FDA, and USDA are on track to get this to the White House by January 2, 1997. However, there 
were some rumblings that because of holidays, etc., they might not be able to send over the final draft 
until January 3 or 4. I emphasized that they should keep on track for the January 2, and that is the plan 
now. The timing could be emphasized again in the Food Safety meeting you have scheduled for 
tomorrow at 5 p.m. 

3. Hill Briefing. Some Senate staff want a briefing on the entire food safety initiative, including the 
legislation and the guidance. This meeting is scheduled for Monday, December 22 at 1 p.m. HHS, 
USDA, and FDA are sending people to the meeting. 

Thanks, Mary, 



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

I. Introduction 

II. Good Agricultural Practices Guidance 

A. Status 

I. Preparation of draft guidance: "Guide to Minimizing Microbial Food Safety Hazards for 
Fresh Fruits and Vegetables" 

2. Public meeting, National Advisory Committee on Microbiological Criteria for Foods 
meeting, grassroots meetings, international meeting 

Timeline: FDA will publish draft GAP guidance, incorporating comments and 
information 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. 

B. Supporting information 

I. Datal information describing fresh fruit and vegetable industry domestically an in 
countries importing into U.S. 

Timeline: Data and information covering up to 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. 

IlL Technical Assistance and Education and Outreach_ 

A. Technical Assistance to support adoption of GAPs/GMPs - applicati,?n 

I. FDA and USDA work with appropriate government public health and agricultural 
agencies; WHO, FAO, and subsidiaries; and industry and exporter groups abroad and 
in the U.S.; landgrant colleges and universities. 

Timeline: 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. 
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B. Education for industry, consumers - understanding principles 

1. Domestic 

a. Producers and processors 

b. CSREES will be the primary domestic source of GAP/GMP outreach and 
educational activities for producers. 

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. 

c. Expanded education efforts to ancillary industries, such as wholesale and retail, to 
the consumer - budget dependent 

d. Other agencies and industry to provide education and outreach 

2. Multi-lingual materials for domestic and foreign use 

FDA and USDA will work with industry and foreign governments to provide 
translations - budget dependent 

3. International: 

a. F AS will be instrumental in facilitating the development of education and training 
programs, either through their staff or the State Department. 

Timeline: 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, as funding permits, to 
develop a program targeted to foreign growers. ... ~. 

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

A. Purpose: Augment general guidance with guidance tailored to unique aspects of a commodity 
to reduce the potential for microbial contamination 

B. Supporting Information 

C. Selection of Commodities 

I. Options are being explored 
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a. Industry organizations will voluntarily work with FDA and USDA to develop 
specific GAPs/GMPs as guidance for commodities produced by their members. 

b. Use 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 guide the selection of 
commodities. 

c. CSREES competitive grant mechanism to fund development of commodity­
specific GAPs/GMPs by academic institutions in different regions of the country. 

d. Other approaches 

D. Factors to consider in selecting commodities: 

I. Health-related factors and availability of methods to ensure an appropriate level of 
public health protection. 

E. Process 

I. FDAIUSDA committee will oversee and direct development of the guidance documents 

2. Documents undergo public review process 

Timeline: . It is anticipated that development of the specific guidance by the agencies 
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 
grant awards in October, 1998. Draft documents will be developed during 
1999 and will undergo the FDA public review process beginning in 2000. 

v. Focused inspections of production and processing operations and testing on areas of highest 
risk and monitoring adoption of GAP/GMP guidance. 

A. Inspection and Testing 

FDA will continue its fresh fiuit and vegetable inspection and testing program at current 
levels for domestic and imported produce. 

B. Monitoring 

I. Initial and follow-up survey to determine effectiveness and extent of adoption of 
guidance - USDA and FDA - budget dependent 
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Timeline: FDA's inspection and sample collection and analysis activities are ongoing. 
Increased inspection and testing efforts are budget dependent. The 
monitoring activity may begin in FY98, dependent on funds available. 

VI. Accelerated food safety research. 

A. FDA and USDA reviewing current research to identifY projects for fast-track 

Interagency meetings and meetings with industry and consumer representatives 

b. Coordinated research plan being developed 

I. Scheduled to be available in early 1998 

2. Focus: Research on preventive technologies and to develop intervention strategies 

Timeline: The process of reviewing research related to safety of fresh fruits and 
vegetables was initiated in September, 1997. A research plan will be 
available in early 1998 that will identifY fresh fruit and vegetable-related 
research. 

.. :-. 
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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 foodborne illness outbreaks associated with fresh fruits 
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 of Imported Food Act of 1997 (H.R. 3052), was introduced in the House of 
Representatives on November 13, 1997. No comparable bill has been introduced in the Sel11lte, 
If passed by Congress, this proposed legislation will amend section 402 (adulterated food) ofthe 
Food, Drug, and Cosmetic Act to expand FDA's authority to assure the safety of imported foods. 
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 associated with the 
fresh fruits and vegetables initiative. The budget requests have been submitted to the Office of 
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 ofHHS and Agriculture to submit a-report on progress 
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, but 
also include other practices such as processing and packaging. 

This report discusses the progress made on development ofGAPslGMPs and plans to accomplish 
the other elements of the initiative. This report also describes interdependent activities that will 
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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 will be 
provided to both the domestic and foreign industry and all of these activities will be based on a 
strong, underlying, accelerated research program. 

Agencies contributing to this initiative are: the Food and Drug Administration (FDA) and the 
Centers for Disease Control and Prevention (CDC) in the Department of Health and Human 
Services (HHS). U.S. Department of Agriculture (USDA) agencies include: the Agricultural 
Marketing Service (AMS), the Agricultural Research Service (ARS), the Animal and Plant Health 
Inspection Service (APIllS), the Cooperative State Research, Education, and Extension Service 
(CSREES), the Economic Research Service (ERS), the Foreign Agricultural Service (FAS), the 
Food Safety and Inspection Service (FSIS), the National Agricultural Statistics Service (NASS), 
the Natural Resources Conservation Service (NRCS), and the Office of Risk Assessment and 
Cost Benefit Analysis (ORACBA). The Environmental Protection Agency (EPA) and the 
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. 

L 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 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 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 and 
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 USDAlFDA 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 agencies 
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 information 
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 provided 
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. 

IL Technical Assistance and Education and Outreach 

Technical Assistance: 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 
guidance 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 GAPslGMPs 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 private 
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 organizations (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 offood safety. With this understanding, these groups can 
guide industry'S determination of what, ifany, modifications of current practices are needed for 
industry to satisf'y 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 ofGAPs/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, such as 
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 (F AS, 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 playa 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 funding 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 educational 
materials must be available in native languages and terms 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 ofthe 
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, F AS will be instrumental in facilitating the development of education 
and training programs, either through their staff or the State Department. The F AS' International 
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. F AS will also explore mechanisms to obtain the resources and expertise from other 
international organizations, such as the FAD and the Inter-American Institute for Cooperation of 
Agriculture in order to facilitate discussions on produce safety issues. FDA and USDA will 
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provide governments and organizations in foreign countries with multilingual GAP/GMP 
education programs and materials (as funding pennits) 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. CrlIod Agricultural and CrlIod 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 food 
safety system, general guidance is usually the first consideration. However, specific GAPslGMPs 
are very appropriate and often essential for those foods where individual HACCP systems are not 
warranted. GAP/GMPs for individual commodities can provide tailored guidance for reducing 
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 
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 ]nfornwJjon: Domestic commodity data provided by USDA includes specific 
commodities produced, the form (whole or processed) and the quantities produced. FAS has 
available, as part of its ongoing trade reporting system, data on fiuits and vegetables imported 
into the U.S. and some commodity specific reports for selected countries. Information about the 
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 
agricultural and manufacturing practices which they will provide. Country information (such as 
copies offood safety legislation and regulation affecting production, handling, and storage of 
produce) useful in identitying current production and processing practices in foreign countries will 
be provided by F AS. This information will be used to direct and support decisions to develop 
specific GAP/GMP guidance documents. 

Selection of Commodjties: Options are being explored for the most efficient way to provide 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 
GAPslGMPs as guidance for commodities they represent. 

• Commodities for which specific GAPslGMPs 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 guide the selection. 

• 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 GAPslGMPs. 

• 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 factors 
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, detection, 
enumeration, and/or sampling technique) exist to ensure an appropriate level of public health 
protection. With these criteria, Cyc/ospora 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 FDAIUSDA committee will oversee development of the documents which 
will undergo scrutiny in the FDA public review process. This process entails publication of the 
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 

It is anticipated that development of the specific guidance by the agencies 
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 win be developed during 
1999 and win 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 GAPlGMP 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 win 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 budget) 
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 - from 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 

Timetahle: 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 foodborne illness. Research will 
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support development of improved detection methods useful in a variety of environments to 
conduct longterm surveillance and monitoring of both domestic and imported produce, 
development of control and prevention strategies to augment use of GAP/GMP, and to develop 
GAP guidance that accommodates specific needs imposed by environmental factors (e.g., water 
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 interventions. 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 accelerated. 
USDA and FDA have held research planning meetings with other agencies conducting food safety 
related research, including the Department of Defense, the Department of Energy, the National 
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 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, in particular manure management and 
maintenance of water quality; and use of post-harvest treatments, such as antimicrobial agents in 
wash water, to reduce levels of unavoidable microbial contamination. NIH will put out a call for 
research proposals in these and other related areas. 

Research on preventive technologies and to develop intervention 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-harvest chemical and physical treatments for fr4its 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 that 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 offoods and 
pathogens implicated in foodborne 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 fruits and vegetables 
was initiated in September, 1997. A research plan delineating fresh fruit and 
vegetable-related research being accelerated, wiU be available in early 1998 . 
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Produce and Imported Food Safety Initiative Status Report • Outline 

Summary 

In his October 2 Directive to the Secretaries of Health and Human Services and the Department of 
Agriculture, ,the President requested the Secretaries to report back within 90 days (January. 1 ~9~) 
with a complete schedule for developing "standards" to ensure the safety of fresh produce WIthin a 
year IjDd a comprehensive plan to improve the monitoring of food safety programs abr:;oad., to help J 
foreign counlries upgrade their safety ptecantioDS, and [0 toughen food inspections at me bot:der. 
This report describes the ~line developed by FDA, in cooperation with USDA and other -
participating agencies. for publication of broad-scope good agricultUral practices (GAPs) and good 
manufacturing practices (GMPs) for all fresh fruit and vegetables and GAPs/GMPs for additional, 
specific fruits and vegetables_ The report also lays out the agencies' strategy for. 

• 
• 

• 
• 

• 
• 

Improved monitoring of domestic and foreign agricultural practices 

Improved monitoring of manufacturing practices 

Providing technical assistance to foreign countries 

Targeting inspection and testing to highest risk areas 

Education and outreach to domestic and foreign growers 

AcceleraI:ing supporting food safety research 

Background 

While American consumers enjoy the safest food supply in the world., there have been increasing 
incidences of foodbome illness outbreaks associated With fresh fruits and vegetables from both 
domestic and imported sources_ In an effort to enhance the safety of fresh produce from all sources, 
on October 2. 1997. President Clinton lIlIIlounced steps to further ensure the safety of the nation's 
food supply. The directive, entitled "Initiative to Ensure the Safety of Imported and Domestic Fresh 
Fruits and Vegetables" is geared toward increasing assurances that fruits and vegetables, whether 
produced domestically or imported, are safe. 

Elements of the directive include: 

• 

• 

• 

• 

• 

• 

• 

h!gfslation will be requested from Congress giving FDA the authority to halt imports unless 
importing countries have in place food safety systems that offer the same level of protection 
as the U _S _ system. 

The Administration will request FY'99 funds to increase coverage of importing countries 

FDA develop inspection SYStem for foreign inspections 

HIlS and USDA will issue, by October 1. 1998, gnidance on good agricultural practices 
(GAPs) and good manufacturing practices (GMPs) for fresh fruits and vegetables ' 

GAPs and GMPs should ta1ce into 'account differences in crops and growing regions and 
address potential risks throughout the food distribution and marketing system_ 

Develop coordinated outreach and educational activities 

Accelerate food safety research necessat)' to support these activities_ 
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Slatu$ Rqlort Outline 

FDA, in cooperation with USDA, CDC. EPA, and Department of Labor, will plan and implement the 
following operations in order to eaay out the Pres1dent's October 2, 1997 Directive e. (A draft repoIt 
on the planS and timetable for accomplishing these goals will be prepared by December 1.) 

L Issue broad guidance, from which will flow more specific Good Agricultural Practices (GAPs) 
and Good Manufacturing Practices (GMPs) documents, 

A. Sttategy 

A single broad-scope good agricultural. praetices (GAPs) and good manufaclllring 
practices (GMPs) document is being prepared for publication during FY'98. This ''Guide 
to Minimizing Microbial Food Safety Hazards for Fresh FlllitS and Vegetables" is intended 
to be guidance only. The guide does not bind the agencies, nor does it create or confer any 
rights, privileges, or benefits for, or on. any person. This guide will represent the best advice 
of FDA and USDA. Indusay BOd public input will be sought and incorporated into these 
documents. 

This broad-scope guide will be used as a model for developing individual documents for 
specific fruits and vegetables deemed to be at high risk of microbial contamination. The 
agencies plan to issue these additional GAPs and GMPs in the near fUlllre. These guidance 
documents will discuss microbial hazards and good management practices specific to 
individual fresh marlcet CropS and re~ons. Where applicable for a particular crop, the 
specific documentS will include guidance on minimizing microbial food safety hazards at 
subsequent steps in the food production system beyond those covered in this general 
guidance document These detailed guidance documents will be accompanied by extensive 
educational and outreach programs for the fresh produce indusay and consumers. 

B. Agencies Responsible 

1. Lead: FDA 

2. Support: USDA (AMS, CSREES, ARS, FSIS). EPA, Depa:rtment of Labor 

C. Timl}tablc 

L FY'98 

a) Broad-scope GAP~GMP document 

FDAlHHS draft outline 

11117/97: Draft broad-scope GAP/GMP document to Produce Subcommittee 
of the National Advisory Committee on Microbiological Criteria 
for Foods (NACMCF) for review. 

Public meeting to introduce draft broad-sco~ GAP/GMP 
doCument and solicit input from representaUves from the food 
indusny and consumer advocates. . 
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PIFSI: Status 

L Issue broad gujdance; from which will Dow more specific Good Agricultural Practices (GAPs) 
and Good Manufacturing Practices (GMP,,) doc:urnents. (conL) 

1211-12197: Six domestic and one international grassroots meetings will be 
held to introduce the draft broad-scope GAP/GMP and solicit input 
from growers, handlers, and processors of produce. 

1116198: 

1130/98: 

2128198: 

4/15198: 

4198: 

5131198: 

6130/98: 

Revised draft broad-scope GAP/GMP delivered to the Produce 
Subcommittee, NACMCF, for review. 

Final approval of dIaft broad-scope GAP/GMP by FDAlCFSAN. 

Publication of draft broad-scope GAP/GMP in Federal Register; 
45-day comment period. 

End of comment period on draft broad-scope GAP/GMP. 

Possible second public meeting. 

Approval of final broad-scope GAP/GMP by FDAlCFSAN. 

Public notice of availability of final broad-scope GAP/GMP. 

b) Individual commodity GAP/GMPs 

2:. FY'99 

12197: Four commodities will be selected for development of individual 
GAP/GMP documents; these will be chosen based on judgements 
about their relative risk of microbial contamination 

4198-5198: Publication in Federal Register' of four draft individual 
GAPs/GMPs. one for each C(>mmodity selected during 1997 

4198-5/98: Additional commodities identified as suitable for individual 
GAP/GMP development. 

12198: Final approval of second set of individual GAP/GMPs by 
FDAlCFSAN. 

II. Identify ways to improve monitoring of agricultural practices, foreign and domestic. 

A. Strategy 

An international Food Safety Program will be established to monitor domestic and foreign 
agricnltural practices. FDA investigators.. available using inCreased resources, will work with 
USDA personnel to monitOr domestic (USDA. CSREES, AMS involvement) and foreign 
(APIDS, FAS) operations. GAP/GMP documents developed uoder item I. will be used as a 
guide to survey importing countries and develop a baseline of potential problem areas. 
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PJFSI: Status 

. \:::.. II. Identify ways to improve monitoring of agricultoral practices, foreign and domestic:. (CODt.) 

B. AgencieS Responsible: 

L Lead: FDA and USDA (PAS. NRCS, FSA, ERS. NASS, AMS, APHIS) 

C. Ynnetable 

1. FY'98 

11/97: 

Summer '98: 

2. FY'99 

F AS will provide a time1ine for developing country profiles 

Develop intemational Food Safety Program 

IlL Identify ways to improve monitoring of manufacturing practices. 

A. Strategy 

An international Food Safety Program will be established to monitor manufs.cruring 
pIactices in domestic and foreign opetatioDS. FDA investigators, available using increased 
resources. will work with USDA personnel to monitor domestic (USDA CSREES. AMS . 
involvement) and foreign (APlllS, FAS) operations. GAP/GMP documents developed under 
item I will be used as a guide against which to evaluate the practices. 

B. Agencies Responsible 

1. Lead: FDA and USDA (NASS. ERS, FAS, AMS) 

C. Tnnetable 

1. FY'98 

2. Fl'99 

IV. Provide technical assistance to foreign countries. 

A. Strategy 

USDA will document known measures and practices affecting the safety of U.S. food 
imports or targeted problem regions. Worlcing cooperatively with FDA. USDA will establish 
country profiles assessing the in-counlly safety parameters and likelihood of meeting U.S. 
entry requirements for fresh produce. Based on the counlly profiles, FDA will mrgel 
inspection and resting to areas of highest risk. USDA and FDA will work with all affected 
parties to communicate GAPs and GMPs for fresh fruits and vegetables. 

FDA and FAS ·will expand foreign training and technIcal assistance directed towards 
countries that import produce into the U.S. 
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\ IV. Provide technical assistance to foreign countries. (conI.) 

B. Agencies Responsible 

1. Lead:.FDA and USDA (PAS, PSIS, APHIS) 

C. Tunetable 

1. FY'98 

FDA ba5 met with USDA and has provided FAS pre1imin1ll)' infotmation on country 
profiles. 

2.FY'99 

V. Develop methods to target inspect10n and testing to areas of highest risk. . 

A. Strategy 

Based.oo COIlnllY proflIes compiled by USDA, FDA will evaluate growing, harvesting. 
handling. transportation, and production o~ns in foreign countries. Models will be 
developed to assess the risks associated WIth different types of commodities, geographic 
regions. and growing conditions. FDAlCFSAN, with suppon from USDA, will develop risk 
assessments based on volume of production, the particu18l" agricultural and handling 
practices associated with each commodity. and profiles of countries from which the U.S. 
ilnports. . 

FDA will collect and analyze approximately 1000 additional samples to determine the status 
of products offered for entry into the U.S. As a flrst step, FDA will collect and analyze 
samples of prepared cut vegetable saIad items to obtain information on current sanitation 
practices used by the industry and evaluate correlation between these practices and 
analytical results. 

A federal-state communications system will be expanded, enabling states to inform federal 
agencies of problems found with imponed products in their jurisdictions. 

B. Agencies Responsible 

1~ Lead: FDA 

2. Support: USDA (ORACBA, ERS, PSIS. ARS. AMS). EPA, CDC 

c. Timetable 

1.FY'98 

11/97: 

1198: 

PDAlHHS draft outline 

Draft FDA Field assignment for sampling and analysis of foods from 
fresh cut manufacturers 

Field assignment for fresh cut manufacturers issues. 
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PIFSl: Status 

V. Develop methods to target inspection and testing to areas of high~ risk. (con!.) 

2.FY'99 

FDA budget request for resources to do microbiological survey of fresh cut produce. 
NACMCF will develop criteria for this survey. 

VL Develop strategy for education and outreach to growers (domestic and foreign). 

A. Strategy 

FDA and USDA will ~pand communications about fresh fruits and vegetables GAPs and 
GMPs to appropriate audiences. USDA Cooperative State Research. Education and 
Extension SeIVjce (CSREES). with its existing network of contacts within the U.S. farming 
community. will provide access points for disseminating the GAPs and GMPs and for 
providing funher eduCation to support their implementation. 

USDA APHIS and PAS. with their networks in foreign countries. will provide access points 
for producers handlers of produce outSide the U.S. 

B. Agencies Responsible 

1. Lead: FDA and USDA (CSREES. NAPLAP. NRCS) 

2. Support: EPA, OSHA 

C. Tunetable 

1. FY'98 

A meeting is scheduled with USDA for November 10. 1997 to develop an outreach 
education plan. 

2. FY'99 

VII. Aa:derale food safety research to support these activities. 

A. Strategy 

FDA and USDA are-individually reviewing their respective FY'98 research projects for 
produce to identify areas tor futnre research to reduce microbial risk. The agencies have 
met with industry and consumer representatives to determine what research is currently 
ongoing or in the developmental stages. as well as determining research needs for reducing 
microbial contamination from fresh produce. 

B. Agencies Responsible 

1. Policy Direction: NSTC 

2. Lead: FDA and USDA (ARS. CSREES. ERS) 

3_ Support: EPA 
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.... VB. Accelerate food safety researc:h to support these activities. (mnt.) 
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C. Timetable 

1. FY'98-'99 

9126197: CFSAN meeting with ARS 

10n-8197: ARS meeting at USDAIARS, Philadelphia 

10123/97: FDAfJ.D.dustry meeting 

11130197: FDA draft PY'98 research plan for Cre$h produce 

1116197: Intelagency meeting on "Research Needs and Research Being 
Conducted" cosponsored'by ARS and FDA; attended by DOD, USDA, 
EPA,NIOSH 

1198: Research plan for FY'98 available 

2.FY'99 

pifsi3 outline 
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Wendy A. Taylor 11/04/9706:18:03 PM 

Record Type: Record 

To: Robert J. Pellicci/OMB/EOP 

cc: laura emmett/who/eop, toby donenfeld/ovp @ ovp 
Subject: Re: HHS draft bill on Safety of Imported Food Act ~ 

d. 1M. ~ 1.-.) - -Puo.l. ~­
Pv""":h ~~.s 

Elena carefully crafted the compromise language with the agencies which OIRA supports. We will 
defer to her on the timing of its release. 
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.; ~"f-" Mary L. Smith 
f':r Ci:,,, 06/24/98 07:24: 18 PM 
, 
Record Type: Record 

To: Elena Kagan/OPD/EOP, Bruce N, Reed/OPD/EOP 

cc: Thomas L Freedman/OPD/EOP, Laura Emmett/WHO/EOP 
Subject: Dingell food safety bill 

~, t"- -RUbl ~~­
---\l-"'-:' k + ~S 

Elena asked about the Dingell food safety bill and why he was offering a separate bill instead of the 
Administration bill, sponsored by Eschoo, One of the main reasons Dingell offered the bill was to 
provide a method for paying for the President's food safety initiative, Dingell has proposed 
authorizing FDA to collect a user fee on imported food which would raise approximately $ 50 
million, (Of the Administration's $96 million food safety initiative for USDA and FDA, we received 
only $16,8 million in the House full committee and only $2,6 million in the Senate full committee, 
FDA received $7 million in the House and nothing in the Senate,) 

USTR is very adamant that because the user fees were only against imports and not domestic 
foods, they would violate the· GATT, Therefore, OM8 is not sending comments on the bill because 
of the trade problem, In the event that we actually do comment on the bill, OMB will circulate the 
comments, 

Here are some of the main provisions of the bill: 

1, hnport Inspection User Fees, The Dingell bill authorizes FDA to collect a user fee of $20 per 
line item of imported food, 

2, Country of Origin labeling, The Dingell bill mandates country-of-origin labeling of imported 
food subject to FDA regulation at the point such food is offered for retail sale, 

3, Refusal of imports, One of the main differences between the Dingell bill and the 
Administration bill is that the Dingell bill mandates the refusal of imports if a country does not allow 
FDA inspections, Our bill ensures that FDA halts imports of fruits, vegetables, and other food 
products from any foreign country with food safety systems that do not provide the same level of 
protection required for U,S, products, Our bill only permits FDA to consider the refusal of 
inspections as one factor in deciding whether to halt imports, 
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Record Type: Record 

To: Bruce N. Reed/OPD/EOP, Elena Kagan/OPD/EOP 
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cc: Mary L Smith/OPD/EOP, Laura EmmettIWHO/EOP, Michelle Crisci/WHO/EOP 
Subject: Imported food 

The network coverage if you missed it, ranged from ok (CBS mentioned the legislation, showed a 
clip of Clinton, and its Friedman interview) to bad, ABC (edited Friedman in mid-sentence so he 
doesn't say anything about the legislation) to ugh, NBC (alarmist, just says Congress and the 
Administration blame each otheL) 

The next test on this issue is Collins' hearing Thursday. The topic is the GAO report and she'll 
have GAO and a former FDA investigator who may describe how the safety system can be 
cheated. So far, Collins has not invited FDA to testify, though they made clear they would be 
available. 

Without FDA, it becomes more likely the story stays on the problem, and Collins avoids stories 
saying that a bill is pending and Congress should act. I wonder if we shouldn't more formerly press 
to testify and put her in the position of refusing to have administration testimony. Any ideas? 

FDA has sent me some material on further legislation they would like on in this area on civil 
penalties which I will pass along. They suggested they could ask for this additional tool this week 
prior to the hearings, but it seems a little small. We need a way to focus on the languishing 
legislation. 
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