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Louis J. Carson
Good morning. Welcome to the first of three public meetings that we will be
holding that the Food and Drug Administration, the Department of Agriculture
and the Centers for Disease Control as well as our state counterparts. And
hopefully you picked up materials as you came in the door. | just want to
mention what you should have in front of you as we go through the program
today. Each one of you should have an agenda, as well as materials that
we' ve provided, which is a summary of the guide, the guide itself and other

information associated with the guide.

Louis J. Carson
Okay, my nameis Lou Carson; | am the Deputy Director of the Food Safety
Initiative Staff here at the Center for Food Safety and Applied Nutrition within
FDA. And at the table, we have a number of speakers who are going to be
welcoming you here to this first public meeting. Before | turn over the mic to
them, I’d like to go through a few housekeeping chores. We will be meeting
this morning until around noon, we will break then for lunch and then this
afternoon, we will have a more in depth discussion of the guide. This morning,
we would like to bring everybody up to speed as to where we are in the process
and the development of the good agricultural practices. And then, this afternoon
go into much more depth about those and to seek your input. These public\;:J
meetings are for us to learn from the public, the best way to proceed and&t
should be within the guide. And, we need for you to have a very integral role as
we go forward with these three public meetings. Today, we are mee};;mg here
in Washington, DC; on Thursday, we will be in Miami, FL; and nexf\'week, we'll

be in San Diego. All three meetings are to allow a broad cross-ls,\e:ctlon of
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consumers, industry, state and local governments to participate in the development of the
good agricultural practices. We also have atranslated version of the guide. If you are
interested, a Spanish version is at the table as you came in and you can ask for it. We
hope to have a French version in a couple of weeks. We are also transcribing the public
meetings and we ask that each person who wishes to ask a question or to offer comments,
would go to the microphone and there’ s a microphone in the back of the room so that the
transcription service can capture that information and so that would be part of our record.
When you get up and ask a question or make a comment, if you would introduce yourself
and your affiliation so we can have that as part of the record, we' d appreciate it.
Secondly, if anyone would like to make a public statement, as we have time hereon the
agenda. Currently, we have one person who has asked to make a public statement. We
ask that you approach Ms. Naomi Kawin here and she will make arrangements so that we
can orderly ask people to come up to the microphone and make your public statement at
the appropriate time on the agenda. We do have time for those statements and if you wish
to make one, we'll be glad to hear from you. For those of you, again, on the
housekeeping issues, just outside the door on the left are the restrooms. Beyond the
elevators on the right-hand side is the cafeteria and that will be the most convenient place
for the lunch time break. We want to make sure that these public meetings areas open
and congenial and as informative as possible. And to make that happen, we would like
these to be an informal session where we have good give and take and good open
discussion. So, we would like to make these as informal as possible, but again with the
number of people, we will try and see your hand for a question or ask you to go to arnic
so that everyone may hear the question. We may also have to repeat questions just so the
whole audience has an opportunity to hear what you have to say either as a question or a
comment. Our first speaker is Mr. Joseph Levitt. He is the Director for the Center of
Food Safety and Applied Nutrition here at the Food and Drug Administration. Mr. Levitt
directs astaff devoted to the safety and nutrition of quality and labeling of foods and food



products. And, we also conduct research and develop regulations in association with
those programs. To that end, the Center for Food Safety and FDA along with our
colleagues at USDA, Centers for Disease Control is the lead administrative agency putting
forward the good agricultural practices which we are here today to discuss. And, I'd like

to introduce Mr. Levitt.

Joseph A. Levitt
Thank you very much. Let me extend my welcome to everybody here today. And for not
only coming here today, but participating in this process. | think everybody here knows
certainly by now that the issue of foodborneillness hasreally, you know, risen to the level
of (inaudible) imported. The administration has made it a major priority. And we at the
FDA arereally making a significant shift much more towards prevention, preventing
microbial hazardsin the first place and less focus proportionately on reacting afterwards.
Weredlly feel that prevention isthe key and we are looking at each step in the food
processing chain. Literally from farm to table at ways we can take prevention steps and
get prevention techniques put into place. | think everybody here also understands that the
number and extent of foodborne outbreaks, illness outbreaks, over the last couple of years
associated with fresh produce really galvanized us and put special focus on this area. And,
last of Fall, we developed a ptocess and started devel oping the guide that we're here
talking about today. | want you to know, we at the FDA, we recognize that many in the
fresh produce community are not historically used to working with the FDA. And so, we
have tried to go to considerable lengths to reach out to the community and be sure that
you're very much a part of this process. We put together an early discussion draft of this
guide last Fall, held a series of grassroots meetings around the country. We tried to not
just get feedback, but to listen to the feedback and put together internal working groups
that included folks from the states as well as folks from the federal government,

Department of Agriculture to really try and set what the issues are. We know that this
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kind of guidance, this kind of steps, you know, will not be effectively implemented if
they’re not viewed as important and useful to the growing community as we try to get that
in. We also, | think everybody understands that the ultimate goal here is to enhance
consumer protection. And we need these steps to be meaningful as well as reliable and
productive steps. | want to emphasize that this is a guidance document. It is not a
regulation. We feel that it is an important step. We feel it will be helpful. And it mirrors
the many respects for alot of what is being done here in the industry itself But, it is not a
regulation that carries with it that force of law that comes with a regulation, but it, we do
think it’s a significant step to something that can help consumers to a material degree. |
also want to emphasize particularly at this meeting that this guide would have equal
applicability regardless of the source of produce. Whether it’s grown in this country or
whether it's grown abroad. We are looking at produce from a consumer point of view.
And a consumer wants safety, regardless of the source of its product. And so, we are
looking at achieving the same level of protection around the globe for foods that are
consumed in this country whether they’ re grown within this country, or in another
country. That is what we're trying to achieve. We very much want your comments, want
your continued input. Our impression so far, and you all correct us, or reinforce this, is
that the level and type of comment that we're getting at this stage has showed that the
early steps have been worth while. They were, | would say a much higher level of concern
out in the grower community, were during last Fall, even last winter when | took this job.

I think that the publication of this guide while | am sure that there are additional stepswe
need to take and things we need to hear. At least | have afeeling that we are closer to the
same wavelength and kind of see the light at the end of the tunnel. We very much are
committed to getting afinal guide in place by the end of our fiscal year, the first of
October. And, we'll be holding to the end of the comment period as it was identified in
the document. So, please consider the period for public comment info, but we also need

to draw a close to that and we need to then try and bring this process to a close. With
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that, | think | will turn it back over. Again, thank you for coming. Most importantly, the
American consumer, thank you for coming because | think collaborated, really, we can put
in place together the kind of prevention steps that really will bring meaningful reduction to
the microbial hazards in the fresh produce supply. Again, thank you very much. Lou, I'll

turn it back to you.

Louis J. Carson
Thank you Joe. As | mentioned in my opening remarks, and as Joe' s mentioned, this has
been an interactive process with our colleagues at the federal level and at the state and
local level. And next, I'd like to introduce Mary Ann Keeffe, the Deputy Administrator
International Cooperation, Foreign Agriculture Service, US Department of Agriculture.
International Cooperation at the Foreign Ag directs activities promoting and enhancing
USDA'’s involvement in cooperation and development activities worldwide. For the
benefit of the US and cooperating countries, Foreign Agriculture Service provides those
linkages to world resources, new technologies and international organizations. Ms.

Keeffe...

Mary Ann Keeffe
Thank you very much, Lou. I'm very pleased to have the opportunity to speak with you
today. Indeed, USDA and FDA have had a very long and successful partnership and it's a
pleasure to discuss with you USDA’s commitment to President Clinton’ sinitiative to
ensure the safety of fresh fruits and vegetables. Y ou may be wondering why Foreign
Agricultural Service, so let me take just a couple minutesto tell you alittle bit about our
operation in terms of thisissue. We, at the Foreign Agricultural Service play an important
role in promoting world food security by helping supply the world with safe, nutritious
food products. We do this both by, helping US farmers export their food products, and by

cooperating with foreign farmers, food businesses and governments to improve global
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food production, processing and distribution. The Foreign Agricultural Service also
serves as an important liaison to facilitate linkages with other US Department of
Agriculture agencies on key international issues including food safety. Foreign
Agricultural Servicesinternational liaison role spans the spectrum of USDA
responsibilities, including regulatory issues with agencies such as: Food Safety and
Inspection Service. The important research agenda, including: The Agricultural Research
Service. And marketing with agencies such as: The Agricultural Marketing Service.
Foreign Agricultura Service has developed an effective partnership with the agricultural
private sector throughout the world. For example, since the mid 1980’s, Foreign
Agricultural Service has worked closely with the produce industries in the United States,
Latin America, the Caribbean and Asia to promote concepts of quality grades and
standards, post harvest treatment, improved packaging and distribution for traded fresh
fruits and vegetables. That experience will be invaluable in working with those industries
on food safety issues. Foreign Agricultural Service has a number of ongoing activities to
address international aspects of overall food safety and food quality. In cooperation with
other US agencies, FAS isimplementing international food safety related programs under
four general areas of cooperation. The first is training and technical assistance. Of which,
agood example is the Cochran Fellowship Program. I am sure, known by many of you.
This isfunded by USDA appropriations and provides short-term training in the United
States for international agriculturists. Over the past three years, the Cochran program has
provided food safety, and sanitary and phytosanitary training to over a hundred and
twenty international participants from thirty-five countries. The second areais data
management. Where FAS is working cooperatively with our Animal Plant Health
Inspection Service, AFIS; to develop a database to track international visitors, particularly
those visitors who are interested in sanitary and phytosanitary issues, including food
safety. Currently, a series of FDS training modules are being developed by AFIS and FAS

staff for use with international visitors and for distance learning. The third areais
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international cooperative research. Where FAS administers numerous cooperative
research programs in the area of food safety, utilizing appropriated finding, foreign
currency and funds provided by the State Department. These research projects are being
carried out in over twenty countries worldwide. And finally, the fourth area of FAS
involvement is with international organizations. Foreign Agricultural Service is facilitating
harmonization of sanitary and phytosanitary standards by working with official
multi-lateral standard setting bodies; such as the CODEX and the International Plant
Protection Convention of FAO. These initiatives help to ensure that imported products
are safe for US consumers, that our international trading partners understand the US
regulatory and policy framework relating to food safety. And that US scientists and
technical experts gain access to the most current technol ogies being developed
internationally. Some of these initiatives are funded with USDA appropriations. Others
are funded under agreements with other US agencies, such as the Agency for International
Development and the State Department, or with international organizations such as the
FAO. The Department of Agriculture and the Food and Drug Administration have been
partners and will remain so in assuring the continued safety of our food. USDA is
committed to the continued expansion of world trade in food products and freer markets.
If we dl exploit our comparative economic advantages the whole world benefits, including
consumers and the world will be better for safe food. Of course it is essential that al food
safety regulations including those being developed for fruit and vegetables are based on
scientific principals and consistent with our international obligations under the World
Trade Organization and the North American Free Trade Agreement. We intend to
continue to dialogue established at earlier briefings and public meetings since the
President’s initial directive on the Safety of Imported Foods in October of '97. Today’s
meetings is another occasion for insuring the input of our trading partners into the
guidance on good agriculture and manufacturing practices for both domestic and imported

produce. We look forward in particular to hearing your comments on the good
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agricultural practices guidance document. We believe that through continuing cooperative
educational and technical initiatives, we will solve food safety problems and provide a
win-win situation for us all. They key will be to continue to develop effective partnerships
among all interested parties, to facilitate cooperation and bring sufficient resources to
ensure the safety of domestic and imported food. Thank you very much for your
participation, | look forward to spending the morning with you and | have several staff in

attendance who are going to be part or the entire day. Thank you.

Louis J. Carson
Thank you, Mary Ann. Next, we have Dr. Michelle Smith who will bring us up to date on
the development process of the guide. Asit’s already been mentioned, we have pursued,
to what extent we can, a very collegial and collaborative process with, again, the federal
and state governments, as well as holding a number of public meetings starting last Fall.
And, Dr. Smith will bring us up to date on the guidance for industry, the Guide to
Minimize Microbial Food Safetv Hazards for Fresh Fruits and Vegetables. Dr. Smithisa
member of the Center for Food Safety and Applied Nutrition’s food safety initiative staff.
Sheisone of the authors of “ The Guide” and she is very knowledgeable as a scientist in

the hazards which microbes may cause to fresh produce. Dr. Smith...

Dr. Michelle A. Smith
Thank you Lou, and good morning ladies and gentlernan. It is a pleasure to be here on
such a beautiful day and especially in that context. So, I thank you all for your
participation in today’ s meeting. Wouldn't be a bad day to be out playing golf, if you're
into that. Now, as most of you are aware, on April 13th, FDA released for public
comment, a guidance document, entitled “ Guide to Minimize Microbial Food Safety
Hazards for Fresh Fruits and Vegetables’. I'll refer to this document as“ The Guide” as a

kind of shorthand. “The Guide” covers good agriculture and good manufacturing
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practices most likely to reduce the risk of microbial contamination of fresh produce in the
fields and packing house environment. Shortly, Lou Carson will look at the relevant
aspects of the larger food safety initiatives, the produce and imported food safety
initiatives and talk a bit about how all these pieces fit together. My job this morning is to
introduce the proposed guidance document and explain alittle bit about the process that
we follow to arrive at this point and where we expect to go from here. One of the reasons
that | personally think that it’s important that everyone understand the processis just to
help involve people further, to let them know that comments to us are valuable. And to
give you more of afeel about ways that you can participate in this process as we proceed.
I maybe alittle bit biased, but I think that the guidance document has come quite along
way from the working drafts that we released in November of last year. Later this
afternoon, in our section by section review of “The Guide”, we're hoping to get the kinds
of feedback that will help us start taking the next step towards the final document. Next
slide please... One of the questions that I’ ve heard when we' ve gone out for site visits and
other meetingsis, “why produce?, why now? . Clearly the incidents of foodborne illness
linked with fresh produce is relatively low, however it’s come to our attention that the
incidents of foodborne illness linked to produce is increasing relative to other foods. Now
this may be due in part to the fact that consumption of fresh produce is increasing. Public
health agencies are encouraging the increased consumption of produce and consumers are
listening. They’re getting the message. There’s nothing that we want any of our current
actions to do to hamper that message getting across. Some of the other factors involved
in this increase may be changing distribution patterns in a global supply that make fresh
produce available on a nearly year-round basis. Other changes are consumer demands
driving new technologies and new products, things like fresh cut. Finally, an additional
challenge we face is a changing population. People, the number of people that are
especially at risk, such as the aging and people with weakened immune systems is

increasing. So these are all concerns that we have that are helping to drive this initiative.
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Next dide.. .Now, a few points about the guidance document itself. The proposed guide
is a broad-scope document addressing general practices common to the growing,
harvesting and packing of most fresh produce in al regions of the US and abroad. For our
purposes, fresh produce means raw, unprocessed, or minimally processed fruits and
vegetables, including fresh cut. “The Guide” isvoluntary as a number of people have said
before and we expect to stress throughout the day. It does not impose any new
requirements for domestic or imported produce. “The Guide” focuses on rich production,
not elimination. How might “The Guide” best be used? “ The Guide” is intended to
increase awareness of the potential sources of microbial contamination in field and
packinghouse environments. And to provide suggestions for practices that are likely to
minimize these hazards. “The Guide” represents generally accepted recommendations
based on current science. The current scientific knowledge of FDA and USDA with input
from experts and a host of federal and state agencies. We believe that “ The Guide” will be
most effective when growers and packers apply the principlesin this document to their
individual operations and fit them with the needs that they have. The proposed guidance
document sets out general principles, alist of general principles common to successful
food safety programs. Two of these principles are listed on the slide. The first, very
importantly, is that prevention of food safety hazards is preferred over correction once
contamination has occurred. Another important principle is that there needs to be a
system established for accountability. No matter how good your plan may be, if there
aren’t steps in place to make sure that the plan is followed, then the value of the plan
diminishes greatly. One of the first things that became clear to us in drafting the guidance
document and in other aspects of this initiative was how much we did not know. For
some people, that’s hard to admit. But, | think that it gets everybody off to the right start
if you're up front about that. For example, no one knows how much contamination of
fresh produce occurs at the farm, or at the packing facility environment. On the other

hand, there is sufficient, current, sound science and knowledge of the pathways by which
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fresh produce might become contaminated. To set out recommendations which if
followed, may help minimize the risk of microbial contamination. This slide lists the areas
of potential hazards that we' ve covered in the guidance document. Including, water,
manure and biosolids, worker health and hygiene, field and facility sanitation and
transportation. Now, a little bit about the development process. When we began to draft
the early drafts of the guidance document in October of last year; the place that we started
and one of the first things we did was to review existing guidance documents. Guidance
documents devel oped by industry associations, universities, state departments of health
and agriculture. We relied very heavily on those guidance documents to develop
science-safe guidelines that could be applied uniformly across commodities and across
regions. The early drafts of the document were reviewed by a broad range of technical
expertsin a host of federal and state agencies. And then subsequently consistent with
FDA'’s good guidance practices policy FDA and USDA sought public input at a series of
public meetings. This slide shows some of the avenues for seeking public input. Our first
meeting was in November of last year to discuss the conceptsin “The Guide”.
Subsequently, we worked with the National Advisory Committee for Microbiological
Criteriafor Food, Produce Subcommittee to obtain additional feedback on this concept.
November 25th, we released a working draft of the guidance document. We then took
this guidance document out on the road for a series of six regional meetings and an
international meeting that was held here in Washington. Comments at these meetings
from consumer representatives and the agricultural community were captured in hundreds
of pages of transcripts just as we' re capturing the comments of today’s meeting in a
transcript. We also received fifty-five letters from growers, packers, industry associations,
academia, state agencies, containing comments on the working draft. Comments at the
public meetings help shape the next steps for developing the guide. For example, one of
the things that came up repeatedly at the public meetings was the importance of the

agricultural community and their relationships with other federal agencies and state and
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local agencies. Based on those comments, FDA invited in a group of people from other
federal agencies and state departments of agriculture and public health to roll up their
sleeves and really jump into the transcripts and the letters, pulling out the issue areas and
then participating in round table discussions of how the guidance document might best be
revised. What did the comments have to say to us? Well most of the comments agreed
with the goal of improving food safety and the general concepts that were expressed in the
guidance document. Some comments did express concerns about specific GAP's and
GMP’s and 1’11 cover some of these concerns in a little more detail in a minute. Some
comments offered specific suggestions for improving “ The Guide”. Right now, I'll say
thanks for those comments, those are the most useful kind of comments. If anyone has an
idea about how to take those the next step, we're certainly open to that. And we'll do
everything in our power to listen to what you have to say. A number of comments did
address issue areas that were outside the of scope of the guidance document. By outside
the scope, | mean that the comments weren’t dealing with specific recommended
practices, they were dealing more with the process of devel oping the guidance document
or some of the trade issues that might be involved. We did feel that these comments were
very important and we wanted to indicate that they have been taken into consideration. At
least in some of the more subtle changes that we made in “The Guide’. But in addition to
that, we tried to address the comments in a section, we've called and addendum. And
that’s attached to the proposed guidance document, just to help clarify issue areas where
people did have questions. Based on comments and with the help of our extended review
team, we have made a significant number of changes to “The Guide’. The first type of
change is pretty much tone and format, trying to be more responsive to peopl€’ s concerns
to make the guidance document more user friendly. And we're certainly open to any
suggestions anyone has about taking them further. We' ve increased the emphasis on the
health benefits of increased consumption of fresh produce. We' ve recognized the efforts

of industries, states and universities to promote food safety programs. And the leadership
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role that these groups have placed in reducing microbial hazards for fresh produce. With
the help of our team of technical experts, we' ve examined each of the recommendationsin
“The Guide” to ensure that the recommendations are based on generally accepted
scientific knowledge. As | mentioned earlier, there were some comments on specific
recommendationsin “The Guide” and I’'m going to cover afew just as an example of what
comments had to say and how “The Guide’ has been revised. With respect to the specific
recommendations, this afternoon’s working session is meant to get into this in a little bit
more detail. Having said that, in the area of agricultural water, many comments
guestioned a recommendation for microbial testing of agricultural waters, such as water
used for irrigation. When there are currently no established action levels, or corrective
actions for irrigation water. In response to these comments, we've revised the proposed
guide to recognize the difficulties and limitations of microbia testing for agricultural water
and we' ve shifted our focus to good agricultural practices for maintaining water quality.
We also refer growers to local water quality experts for additional information and advice
more specific to their operation and region. In the working draft, we noted that
submerging from produce and colder waters, may result in the internalization of water and
if pathogens are present, pathogens (inaudible) also. This finding that pathogens maybe
internalized in produce particularly in produce with airspace has lead to the
recommendation that some produce items to be washed in water that’s ten degrees
warmer than the produce and possibly even that the water by hydrochloronated. Many
comments on the working draft were concerns about this recommendation primarily on
the basis that they thought that it would conflict with an over-riding need to remove field
heat from the produce. What we' ve done as a proposed guide is we' ve narrowed the
recommendation to cover tomatoes, which are known to be susceptible to water uptake.
As additional information on other crops becomes available, this recommendation may be
updated. But right now, it’s limited to tomatoes with the caution that more maybe known

in the future. Recent site visits have shown that tomatq Packinghouse operations are
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carefully monitoring water temperatures. So, we feel that this recommendation right now
is consistent with current good manufacturing practices in industry and has a solid
(inaudible). In the manure section, a number of comments question the recommendation
for at least sixty to one hundred and twenty day interval between the application of
manure and harvest of fresh produce. Some comments noted that the growing season in
some regions of the country is less than one hundred and twenty days. The one hundred
and twenty day recommendation was based on anecdotal evidence presented to the
agency. The sixty day minimum isfrom the National Organic Standard Board
recommendation for use of manure on organic crops. We have revised the proposed
guide to continue to reference the sixty day minimum. We've deleted reference to one
hundred and twenty days. And we state that no one knows for sure how long pathogens
may survive in manure or in the field. Many comments on the working draft express
concerns about the difficulty of wild animal control. A number of comments noted that
animal control measures might conflict with local or state animal protection regulations.
In response to these comments, we've revised “The Guide” to take into account the
difficulties that are involved and the need for growers to comply with other
recommendations. However, we continue to caution that wild animals maybe a significant
source of human pathogens and we urge people to do what they can for their own
particular situation. In the worker health area, a number of comments stated that
monitoring employee health isimpractical and infringes on employee rights. The proposed
guide recommends that operators do be aware of symptoms of infectious disease with
employees that handle fresh produce. And to help operators do this, we' ve cited the FDA
food code, which contains a section to help people become familiar with the signs and
symptoms of infectious diseases. Glove use was also an area that generated a lot of
comments. Comments question the recommendation that workers and visitors wear
gloves. And they noted a number of situations where specific crops have their own

individual reguirements either for or against the use of gloves. The proposed guidance
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document now says that gloves may be an important practice in conjunction with proper
hand washing techniques. But that in no case should gloves serve as a vehicle for
spreading contamination. Finaly, in the traceback section, a number of comments express
concern about the cost and paperwork of traceback systems. Some of the comments also
maintain that operators have little control over produce when it leaves the farm or packing
operation. This section now contains an expanded discussion talking about both the
economic and public health benefits of an effective traceback system. And, on recent site
visits, many of the operations that we saw employed |ot numbering or other systems that
would be very useful in assisting traceback operations. While some of these systems may
have been initiated for other reasons, such as keeping track of payment to a farm or a
harvester, they do show alot of promise as potentially being part of an improved
traceback. Where do we expect to go from here? We're now in a seventy-five day
comment period on the proposed guide. The comment period ends June 29th. While

we' re seeking input and comments, we're having a series of public meetings. Thisisthe
first of those public meetings. We also intend to continue site visits to farms and
packinghouses. When | say we, a group of people from FDA and USDA are going out to
a number of locations to observe current practices and seek additional feedback. We
expect to begin comment review and revisions to the guide in July and August along with
the expanded technical review team looking at the document. With the final guide
publishing by October 1998. We expect alot of the comment review and revision to
follow asimilar track as before with considerable input from other federal and state
agencies. As additional information becomes available, that October 1998 final guide may
be revised again. So in essence, we expect it to be a living document. And | am open now

to any questions.
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Louis J. Carson
At this point and time, I'd like to offer an opportunity for, from the audience to ask any
guestions of the three opening remarks, of the three people up front. Are there any
questions at this point and time? We do plan to go into the guide in much greater detail

later. Yes...

Carolyn Smith deWaal
Thank you. I'm Carolyn Smith deWaal, the Director of Food Safety for CSPI. And I
unfortunately won’t be able to be with you most of today. Elizabeth Dahl is here from my
office. But | did have one question for clarification. The first sentence in the guidebook
says, “American consumers enjoy one of the safest food supplies in the world”. | notice
there’ s no citation to that and I’m interested in the basis of that statement. I'd also like to
recommend that given that this guidance document, isintended not only for domestic
growers, but also for growers in foreign countries. It might, you might want to change
that statement ‘cause it's somewhat put-offish, | think for many of our foreign growers as
well as not based on any studiesthat I’ m aware of in terms of government studies or

surveys of our food supply.

Louis J. Carson
Okay, thank you for the comment. The purpose of that statement is again, asit’s been
mentioned earlier, that we in drafting the guide in putting out the good agricultural
practices, at the same time, want to recognize the importance of fresh produce in the diet.
And we wanted to encourage people that we still believe in consumption of fresh fruits
and vegetables are very nutritious, but at the same time that we must be wary. So we

wanted to put some sense of that forward, but certainly we can improve the guide.
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Carolyn Smith deWaal
Y es, and nobody questions that they’ re an important nutritional part of the diet and also
that they’re generally very safe. But that particular statement, does anyone have an actual
citation or basis for that? Because | think if we want a document based on science that we

should just put rhetoric in it.

Louis J. Carson

Thank you for that comment. Are there any other questions or comments? Yes sir?

David Holzworth
I’m David Holzworth and I’'m hereon behalf of the Chilean Exporters Association and the
Chilean Fresh Fruits Association. | would liie to thank the Center for Science and Public
Interest for pointing out that there are other countries in the world that have an equally
safe food supply. I'd highly endorse that comment. My question goes to the flip side of
the question that was just asked. And that goes to the data that the FDA has cited. Not
only the FDA, but the Food Safety Initiative groups generally have cited suggesting that
thereis an increasing risk of microbial pathogensin fresh fruit and vegetables, Again, |
haven't seen any scientifically based data that would document an actual increase in
instance or risks. Although that is also thrown out in these meetings as a basis for the
whole food safety initiative. I’'m just curious to know exactly what data the agencies are
relying on for the detection ifthere’ s increased risk associated with fresh fruits and
vegetables. The data | have seen have indicated that most of the risk of foodborne
pathogens occurs in the meat/dairy/poultry products. And any increases in that category
as opposed to fresh fruits and vegetabl es.
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Dr. Michelle A. Smith
When we talk about the increase in risk for fresh produce, we' re talking about the portion
relative to other food. It’s not an increase in total numbers, it’s an increase in proportions.
Now, the proportion is still relatively low. The proportion of illness associated with fresh
fruits and vegetables has always been low, but it has in fact doubled. And CDC brought
this to our attention recently. | don’'t have the reference at the top of my list, but we can

try and incorporate that into our discussion.

Louis J. Carson
Again, | was, Ishould’ve repeated the question because as | understand the camera can
only feed from this mic. And the question was from Mr. Holzworth, “What data is there
to show that there is an increased instance of foodborne illness associated with fresh
produce?’. His understanding was it was mostly associated with meat and poultry. And
Dr. Smith was answering that we have received reports and there area number of reports
in the literature associated with fresh produce and those incidents, or reported incidents
have increased. But the proportion necessarily is not greater than any other commaodity,
but that it is increasing. And we can cite those reports in the literature to you later and we
can also make reference to them in the document as we further refine it. But there have
been a significant number associated with fresh produce and | think they’ ve made quite a
bit of notoriety in the news as well. So, we're referring to those reports both from CDC
and others that we have received at the Food and Drug Administration and the

Department of Agriculture.

David Holtzworth
Asafollow up to that, | have in my hand right here the CDC surveillance summaries for
the last several years. Again, | think it’s important instead of using terms like double or

increased to, if you' re going to have a science-based document, say exactly what the
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percentages are as well as the underlying numerical data. Because going from one
incident in ten yearsto two incidents in ten yearsis as we know, a hundred percent
increase, but it’s hardly a magnitude to justify an overall target hack on an issue. And |
think it’s also important because we also hear in the various, not only in this agency, but
also with Congress linkages or attempted linkages between this and imported groups point
out that most of the recent incidents have not been with imported product but have been
with domestic product. Or at least to give the qualifiable basis or the conclusions that are
being drawn. And finally, I’d like to note that there has been no report of any foodborne

pathogen linked to Chilean fruit in the United States.

Louis J. Carson

Thank you, any other questions or comments? Yes sir?

Chris Moore
Hi, Chris Moore with Shaw-Pif&nan. | noticed that the most recent iteration of the
guidance no longer mentions commaodities specific guidance. And | wonder ifthat’s

something you're till considering?

Louis J. Carson
I’ll handle guidance. As had been pointed out by Dr. Smith in her notes, the commodities
specific guidance and the comments made to the working draft have been fairly clear.
What we see as producing the broad-scope guidance is that, come October when we have
afina guide, we will need to work through the Department of Agriculture, the
Cooperative Research and Extension Service through Foreign Agriculture Service, Trade
Associations, Industry in applying “ The Guide” to specific crop, regional crop production
practices so that they can be applied in that way. What we're trying to do is engage the

industry, so, and what we' ve heard from the industry is that they want to be at the ground
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floor in making these good agricultural practices doable, practical and achievable. And so,
our approach has been to come up with broad-scope guidance based on the best science.
And then through old mechanisms available to us with our colleagues at The Department
of Agriculture to make those apply in the best cases to whatever commodities and crops
people want to apply them to. So our approach has been in a simplest fashion, | think, to

come up with general principles and then to apply those with the cooperation of industry.

Melissa Keyes
Hello Mr. Levitt, I'm here on behalf of Sherman & Sterling. And it was mentioned by Ms.
Smith that there will bean attempt made to make site visits to farms with packinghouses
as you develop the final document due in October. And | was kind of wondering whether
or not there have been in the past, or will be in the future, efforts to visit foreign farms

with packinghouses in addition to US?

Dr. Michelle A. Smith
Our visits are starting out climactically. We have done a number of site visitsin
conjunction with people on the development team going out and giving presentationsin
other areas. We're currently involved in sending teams of people from FDA out to site
visits that have been organized by industry groups and others in major growing regions
where there is activity and things to see at this point and time. The people on the team
that are making the arrangements for the site visits have made some contacts as far as
arranging foreign visits. But | think all that is under negotiation at this point. And we are
certainly open to invitations and will aso be a function of logistics and resources and
time. Corning out of the comment period, we need to start taking (inaudible) on the

guidance.
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Louis J. Carson
Let mejust follow on with that. Certainly we want to appreciate the variety and diversity
of agricultural practices worldwide. We at the Food and Drug Administration along with
the Foreign Ag Service, AID, Department of State are working on means and mechanisms
so that we can fully appreciate the agricultural practices abroad. Within this time period,
as Dr. Smith has mentioned, we have made some in-roads and have done afew visitsin
Mexico associated with a number of meetings that we have made presentations on the
food safety initiative in general and on the produce initiative in particular. We, likewise,
are working through NAFTA with our colleagues in Canada and Mexico to try and
broaden it. Next fiscal year when we actually receive funds hopefully for the produce
initiative, we would hope to do much more in a broad-scope way and work with foreign
governments, foreign country, foreign producers. This year, we are really focusing, as Dr.
Smith said, around the country and trying to get that and then apply as best we can with

our foreign country partnersin this.

John W. Farquhar
I’m John Farquhar, Marketing Institute, Washington, DC. We are working, currently with
the Embassy of Guatemala and implementing a program to bring around the level of
expertise of their raspberry operations. The records for this work really goes to the
CODEX Food Hygiene Committee on import-export inspection. And that particular
section has to do with equivalency. For you students in CODEX, look at that section and
you will see where you will have to dissect the entire operation of a product and begin as
we did in Guatemala implementing the guidelines that we are talking about today. | might
also add, in regard to inspection, that FDA as well as CDC has been in that country on
numerous times and there is a game plan again, based on equivalency that is being carried

out in conjunction with these two agencies. Thank you very much.
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Chris Silva
Hi, I’'m Chris Silva with Nutrition Weekly. | was just wondering in addition to broadening
visits, if perhaps, there is recommendations in the guide to perhaps more expeditiously get
inspectors onto sites once reports were made. | wast hinking in reference to, specifically,
Dionne Walluck, is an incident comes to mind where fatally, one little girl died from
drinking the juice. And | was wondering if there were going to be attempts or
recommendations made to perhaps get inspectors maybe to expand the number of

inspectors and then to get them onto these sites more expeditiously once reports are filed?

Joseph A. Levitt

That's a very important comment, but what I would say to that and to a number of others
that are starting to creep up. The purpose of today is the topic of the content of the guide.
And issues as fouled inspection or what’ s happening with particular countries right now is
really beyond the scope of what we're here to talk about. I mean | think your question is
an important one, but if we start fielding all questions on food safety today, we won't get
to the issue of we have a draft out here today, we're trying to get comments on the
contents or the scope of that draft as it is. We certainly understand that inspection

coverage fouled and so forth, but that’ s really related to a different topic.

Louis J. Carson
Are there any other questions or comments? Then | want to thank the panel for their
moving remarks and we will bring up the next panel and we might take a five minute

standing break while we move onto the next panel.

Catherine Carnevale
There are about ten countries in addition to the United States at this meeting. We have

Guatemala, Panama, Argentina, Thailand, New Zealand, Chili, Australia, Spain, Mexico
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and Canada represented at this meeting. I'd say that’s a pretty good showing. And we
have Uganda here as well. And Uruguay. And Taiwan. Also, I’d like to mention there
are eight press organizations represented in the room today. I’m not going to name all of
them, but there are eight different organizations that are represented here today.
Individuals, we have eleven people here from the Food and Drug Administration. Other
government agencies, we have eleven people here. Industry, we have twenty people at the
meeting, and there are seven people who have identified themselves asindividuals. Thisis
our second meeting that has been expressy designated as an international meeting, and it
is held for the international community, but especialy for our neighbors on Embassy Row
in Washington, which iswhy we're holding it here, where as | also want to mention there
will be two other meetings held, onein San Diego and one in Miami, and people from the
international community, of course, are welcome at those meetings as well. At the first
meeting that we held for the international community back in December, we presented the
working draft of the guide and went over that for your consideration and input into it.

You just heard a bit about the process that we are going through in developing the guide.
Later thisafternoon, you will hear a description of the guide in far more detail, and so |
expect all of you to show up after lunch. Right now, we are having a panel session, and
the panel is entitled, Good Agricultural Practices in the Global Context. The purpose of
this panel isto examine the importance of the guide in meeting the broad goal of
improving food safety and reducing foodbome illness. We're going to explore examples of
international cooperation and collaboration again to reduce foodborne illness and discuss
models for information dissemination, technical assistance and educational GAPs. All of
panelists are experts in their own areas, and I’ d like to introduce them to you right now.
The first person you have already met this morning, Lou Carson, who is our new Deputy
Director for the Food Safety Initiative within the Center for Food Safety. He will be
discussing promotion of food safety, how the produce initiative fitsinto the overall food

safety initiative and the farm to table concept. Larry Slutsker, who is the next person in
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our panel, is the Director of the Foodborne and Diarrheal Disease Branch at Centers for
Disease Control and Prevention, and he will be concentrating on actual experiencein
disease surveillance and emerging pathogens. LIoyd Harbert, in the center, is from the
Foreign Agriculture Service, US Department of Agriculture and he will be talking about
technical cooperation activities the USDA has with other governments. John Becker, next
in line, is from the Sustainable Development Office at the US Agency for International
Development, USAID, who will give us a short review of US agenciesinvolved in foreign
education, technical assistance and training. And, last but certainly not least, is FDA’s
own Ellen Morrison, who is the Deputy Director for Emergency and Investigational
Operations in our Office of Regulatory Affairs. Sheis going to discuss traceback and
international traceback. The biographies of all panel members are contained in a one
pager that you received at the registration desk so I’'m not going to go into that
information which you have. Each panel member, and I’ m saying this for you attention
panel members, has about 10 minutes to present your topic. What I’ m asking of the
audience isthat you hold your questions until we're at the end of the entire panel
presentation. | will mention that Naomi Kawin has index cards in her hands. If you need
one or two or five, signal her. She's going to be roaming around as we' re doing this so
that we can give questions to the panel members. Y ou still are welcome are go to the mic
and do it that way, but if you do fill out a card, we would appreciate you putting your
name and organization, country, whatever on it. I'm looking forward to a stimulating

panel session and without farther ado, Lou Carson.

Lou Carson
Thank you Cathy. | want to put into context the produce initiative within the overall
President’ s Food Safety Initiative. Last year the President announced on January 25 his
initiative towards the Food Safety Initiative and a request for this fiscal year's of $43.2

million. What was contained within that document, and as a matter of fact, many industry
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and consumer groups worked with the federal agencies in putting together the reports the
President that was dated May 1997, included a nationwide early warning system, increased
seafood inspections, expanded research, education and training. So at this point in time,
the produce initiative was not even a twinkle in the eye. On October 2, just at the start of
our fiscal year, when we have hopefully all of our plansin place and what we are going

to do for that fiscal year, the President announced a new directive to both the FDA

and USDA, and the goal was to improve the safety of fruits and vegetables, both
domestic and imported from foreign countries. Again, within the Food Safety

Initiative, within the report to the President, we had always included produce as one of
those commodities in which we needed to devote both research, education, and risk
assessment resources to so that we could better understand microbial contamination of t
those food commodities. US consumers again enjoy one of the safest food supplies. |
know we had an earlier comment, but again we wanted to promote, and we still want to
promote the consumption of fresh fruits and vegetables. But at the same time, again, from
the best information we have to date, from the best data that we have, we can only
estimate that there are 6.5 million to 33 million illnesses and up to 9,000 deaths annually
associated with contaminated foods. Estimated costs of foodborne illnesses again
estimated are around $5.5 billion. However, we can relate to a specific number where
food product recalls from life threatening bacteria have increased from 79 reportsin 1988
to nearly 400 in 1995. So what is the goal of the produce initiative? The goal of the
Produce Initiative and the Food Safety Initiative are two-fold, and | have one hereon the
slide. To reduce to the greatest extent possible the incidence of foodborne illness and
secondly, to forma better, more effective food safety network at the federal, state and
local level. | would like to spend the most time on this slide here and try and describe
what the context is for the produce initiative. Within the food safety initiative, we have
been charged with improving the effectiveness response of the federal and state food
safety network. Based on the increased numbers of foodbome illnesses, based on the
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diverse reactions to those foodbome illnesses, we see our role in working with our federal
counterparts in better coordination of response, better identification of those diseases,
liiing those diseases to a particular product. The slide here identifies the six major areas
within the Food Safety Initiative. Surveillance, which the next speaker will speak on
more, is the effort with USDA, FDA working with CDC. CDC has its Food Net central
sites that for us to work with CDC in evaluating the data that they receive through those
active surveillance sites. Inspections, within the inspections is the area for the Produce
Initiative. We have within the inspection arem all of the good agriculture guidance,
regulations that we would put forward to improve the overall food safety system,
including good agriculture practices. Risk assessment and Research: As has been pointed
out earlier, there is much we do not know. There is much about microbia contaminants
when it applies to the food system as opposed to clinical situations that scientists today do
not know. We do not know why certain microorganisms become pathogenic, why certain
microorganisms are more pathogenic with certain populations. We do not know
microecology, and we do not know how best to target our resources yet based on those
vectors. We need to invest in the risk assessment and research so that we can have the
supporting documentation to apply better practices, to give better intervention strategies,
and to understand why traditional preservation techniques such as heating or high acid are
not working with certain microorganisms. | think, as Dr. Smith pointed out earlier, the
microbes revolving. They’ re able to overcome certain obstacles that have been
traditionally put there so that we can have a safer food supply. Education: Education cuts
through each one of the activities. As we develop new regulations or new practices or
learn more about the science, we need to inform and educate, make people aware of all
segments, from farm to table. Today we are focusing on the farm load. We are applying
good agricultural practices and trying to use that vehicle to educate farm workers, farm
owners and producers of what those hazards are, but within the Food Safety Initiative, we

are making those efforts at each stage both at the production processing, transportation
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retail and at the consumer level. We need to coordinate this effort better than we have in
the past. With the more than ten federal agencies, the hundreds of state and local food
safety agencies, we need to have a better coordinated effort so that we' re duplicating
efforts, but we're adding to each one's efforts to make a better food supply. That's why |
say the second goal of the President’ s Food Safety Initiative is for us at the federal and
state level to work smarter and better together. Much of the effort in FY ’98, this year,
has been devoted to establishing those linkages and to creating good formal partnerships
with our federal and state counterparts so that we can have mechanismsin place as we
develop new regulations or new guidance’s as we learn more about the sciences that we
can then use those mechanisms to distribute that information and get it to where it needs
to be. We further need, in the next years, to enhance our abilities to work with the state
and local governments and with foreign community. Our efforts this year are starting
small. We are working with Codex in working on a similar guide, as we have developed
here. Canada is the lead on the Codex document so we're trying to be transparent.
Whatever we're doing domestically, we're trying likewise to do world wide, and we're
using a consistent approach. As has been mentioned aready, the good agricultural
practices are voluntary. These are voluntary guidelines. What we believe we need to do
isto promote these good agriculture practices because we believe that in the end as they
are applied that we will improve the overall food supply. My purpose here was to simply
tell you that we are not only devoting attention to the farm part of the farm to table
continuum, but that we have many activities under way devoted to the retail and consumer
levels, at transportation and at processing, and that we see that each one of those areas are
important to sustaining a safe and quaky food supply. We are here today though to lower
our attention to good agricultural practices and the proposed guide that’s under
discussion, but we wanted to make sure that you understood that within the context of the
Food Safety Initiative it is one part, and we don’t believe that we're undeservedly bringing

attention to this area because we need to make sure that at every level we are applying

27



0
)

affirmative steps to improving the food supply through awareness, education and the best

that science has to offer.

Larry Slutsker

| want to thank the organizers of the meeting for inviting me here today to share a little bit
of information with you. Basically, | want to do three things today very briefly. First, |
just want to share with you some of the data on the draft of what we learned from some of
the most recent foodborne outbreak investigations relating to fresh produce and how some
of those findings that contributed to the document that you are hereto discuss today. |
want to highlight some of the surveillance methodol ogies that we're using to try to better
understand and detect these outbreaks, The third thing | want to do is note that I’ m not
the director of the Foodborne and Diarrheal Diseases Branch seeming my real boss Rob
Totes could be alittle bit shocked to find that | came to Washington to do a coupe while
he was back in Atlanta. I’'m the staff epidemiologist and Dr. Rob Totes is the director at
the branch. First dide please. We're really faced with changing scenarios for foodborne
outbreaks, as many of you may know. The old scenario outbreaks that are certainly
classically taught in textbooks involve sort of a church picnic scenario where there’'s an
obvious contamination event. It usually occurs at alocal level involving just afew people,
and there is some sort of gross mishandling, usually the time or temperature abuse or a
food handler. Produce related outbreaks are really more the prototypical event for the
new scenario where we have widely dispersed outbreaks occurring over many states,
perhaps even here nationally. There's often avery low attack rate because the
contamination rate may be low and, of course, there’s along complex chain of production,
processing and distribution at any point along which the contamination can occur so it
makes investigation these outbreaks areal challenge. We think we’ ve done alittle bit
better both with recognition and response to these kinds of outbreaks because of improved

surveillance, some laboratory methods and some better collaboration among agencies,
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both at the federal and state levels. Next slide please. | think you're al pretty familiar
with this, the Complex Farm to Table Chain for Produce, but basically thisisjust to
emphasize the point that produce like alot of other foods goes through a complex history
before it winds up on the consumer’ s table and that there are plenty of handling events and
environmental factors in each step along the way, which could potentialy result in a
contaminated product at the level of the consumer. Next slide. These are some of the
data that we have alluded to a little bit in the first session. These show a report of
foodbome outbreaks related to fruits and vegetables in the United States from 1973 to
1991. They are showing a two-year period here beginning back herein 1973-74 and
basically we've had about five to ten produce-rel ated outbreaks per two year period until
this point here when the number of outbreaks doubled to an average of about 15 to 20 per
two year period. This still represents a small proportion of reported foodborne outbreaks.
Basically, back here was around 2 %. Here, it’s around 5 % of reported outbreaks and
perhaps 8 % of patients. Each year there are about 500 outbreaks reported in the United
States. Thisis not a Cadillac surveillance system. This is a passive surveillance. The state
health departments send reports into CDC. Sometimes it takes years for the reports to
comeinto us, and it’sapay for pay system so there' s no rapid turnaround, but nothing has
changed in the system during this time, so we think that represents the real increase. Next
dlide. Thisisjust sort of alaundry list of some of the selected produce associated
outbreaks since the beginning of the decade. The point here is not to memorize the details
but to make a couple of points. First, a number of pathogens have been involved. We've
had bacterial pathogens, salmonella, E. coli 0157, and shigella here. We've had parasites,
cyclospora, of course, and we've had viral pathogens, hepatitis A couple of times. A
number of kinds of different produce vehicles have been involved. Very often these are
outbreaks which are fairly large involving dozens, sometimes hundreds of cases,
sometimes several, even dozens of states and occasionally other countries, and again to

make the point, the source of the produce sometimes comes from a foreign source and
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often it comes from a domestic source, and T don't really want to emphasize the source
here so much as the fact that it can occur with produce from either source. Next slide. |
just want to highlight a couple of recent outbreak investigations just to show you some of
the tools that we' re hoping will help us do alittle bit better job on these. These are data
from a salmonella outbreak detection ulger that we run our surveillance data every week.
State health departments stereotype so that there are isolations of salmonella.

Stereotyping isjust atyping method and they send them electronically to CDC on a
weekly basis. Sometimesit doesn’t comein quite so timely, but they usually send it in at
least twice a month and we are able to compare their reports to a historical base line,
based on the previous five years of data, so we can do some statistical calculations and see
if there are deviations from the expected, and this just shows a salmonella base line. Here,
these are the actual number of case reportsin 1995, and every time there’ s alittle star

here, it means that there is a statistically significant deviation from what would be
expected from a historical base line. In fact, this was flagging all over the United Statesin
23 different states and we thought it deserved further investigation so we began an
investigation there. Next slide. And, in fact, we went to Arizona where one of those flags
was occurring and an afalfa sprouts epidemiological investigation implicated alfafa
sprouts pretty convincingly. There were no other food exposures that were found
associated with illness. A separate independent study in Michigan also implicated the
same food vehicle. Next slide. With our colleagues at the state health departments and
the FDA, we began arather elaborate traceback. We tracedback the source of sprouts for
50 cases in six states. There were nine different growers involved, so there clearly was
not a common grower that explained the cases. All cases did track back to one US seed
supplier, who supplies 60 to 70 - of the market. Next slide. The seed supplier had
gotten his seeds from a shipper in the Netherlands. All of the seeds that caused casesin
the United States had come over on one shipment, a 40,000 pound shipment, and at the

same time the outbreak was occurring in the United States, a part of that same shipment
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had gone to Finland and also caused an outbreak in Finland, same salmonella stanley. So
we know that the contaminations did not occur in the United States but occurred some
where before that. The source of the seeds was not the Netherlands. We were never able
to traceback the source of the seeds. Some of the difficulties of tracebacks are what you
get really far down the line. We learned a lot from this outbreak. We learned that alfalfa
seeds are a (raw) agriculture product, lots of opportunity for contamination by salmonella.
During their growing and distribution, they sometimes go for years without actually
making it to the market and may reside in interesting places along the way. Salmonella do
survive pretty well in dry conditions so they can survive on the outside of the seed, and the
sprouting process is red flag application step. Y ou can take one cell and multiply it up to
an infectious dose just during the sprouting process so it's realy a potentially risky
situation. Thiswas kind of a central event for us, and then we' ve had five additional
sprout-related outbreaks involving nearly a thousand culture-confirmed cases so we think
that these outbreaks are quite real and deserve some attention. Next slide. With this
outbreak | think it was demonstrated the utility of some of our surveillance tools,

salmonella stereotyping by state laboratories that we should have done for years, but now
report electronically through the Public Health Laboratory Information System we call
PHLIS, and that rapid reporting really helps us to at least be able to better detect these
clusters that are spread out over many states. And implementing this ulger also helps us
quite a bit. And thiswas areally collaborative effort among public health agencies. The
industry was extremely involved in this and helped to pay to support studies looking at
ways to decontaminate seed, and they paid academiato do these decontamination
experiments, so we thought it was good melding of public and private activity. Next slide.
Let me just mention one more outbreak. Thiswas an E. coli O 157:H7 outbreak due to
leaf lettuce in 1996. Next slide. This shows what we call epidemic curves occurring in
two states simultaneously in the summer of 1996. On top you see lllinois, and on the

bottom you see Connecticut. Each one of these boxes represents one case of infection
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with E. coli O 157:H7, and this is approximately four times the number of cases either of
these states would expect to see during this time period. Next slide. We were wondering
if the outbreaks were related although the states are several hundred miles apart. The
patients had similar demographics. These were mostly middle-aged women living in
affluent areas. In lllinois, epidemiological study implicated red leaf lettuce and in
Connecticut an epidemiologic study independently implicated mescaline mix, which is a
mix of baby lettuces that does not include red leaf lettuce usually. We wondered if they
were related, but w-e weren't really sure and so the laboratory really performed a critical
element here, the molecular sub-t yping by this method basically doing molecular finger
printing of the bacterial strains from patients in lllinois and patients in Connecticut, and we
found there were indistinguishable. Next slide. As you can see here, this just shows the
fingerprints basically. It’s just a DNA from the bacteria from the patients in Connecticut
and the patientsin Illinois right next to each other. These are the outbreak-related strains.
They’re exactly the same, and these are unrelated strains from both Connecticut and
Tllinois, and they are very different. So we thought that this is good evidence that the
bacteria came from a common source. Next slide. The investigators in Illinois then went
back and did another epidemiological study and indeed, mescaline mix had been eaten by
the majority of the Illinois patients. It wasn't asked about in the original questionnaire
because none of the investigators had ever heard of it. The traceback implicated one
grower in California, and you see here the results of the follow-up investigations at the
growing site, and some of these are some of the kinds of things that are addressed in the
guidance document. Next slide. This outbreak really demonstrated for us the value of this
kind of molecular sub-typing to link these kinds of widely dispersed outbreaks and also
emphasized the importance of the ongoing collective research with state health
departments, which led us to industry practices, which is still ongoing. That’s still a
fruitful collaboration that's occurring to help to identify critical control points in that

industry, That outbreak was really one of early models or progenitors of what we now
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call Pulse Net. Pulse Net is one of the surveillance networks that we' ve devel oped along
with the FDA and the USDA over the last few years to link state health department
laboratories electronically so they can compare those finger print patterns of bacteria and,
therefore, a health department in Oregon that’ s investigating cluster can compare their
pattern to a pattern on the East Coast almost instantaneously and see if they have identical
patterns and perhaps identify a common link that would have been difficult, if not
impossible, to come by just afew yearsago. T don’'t have a slide that shows the Food Net
sites. Food Net has been mentioned a couple of times. Food Net sites are collaborations
between several state health departments, schools of public health, FDA, USDA and CDC.
The current Food Net sites are in Oregon and Northern California, Minnesota, Georgia,
Connecticut, Maryland and New Y ork, and in each of these sites, investigators do very
active surveillance. They identify all foodborne related infections by canvassing
laboratories in the states. They conduct special surveys of the general population to find
out about food consumption patterns, and they do extensive case interviews to find out
histories of patients who have these foodborne illnesses. They are doing studies on
patients who are not part of outbreaks to find out what their risk factors are for certain
kinds of foodborne infections, such as salmonella or E. coli, and we hoping to gain some
information about risk in terms of non-outbreak situations. Next slide. Thisis the last
slide, and it is sort of a summary that we think to meet the challenge of
produce-associated outbreaks, we need to, as we are doing with the public health
laboratory information system and the salmonella outbreak detection ulger and enhancing
our surveillance, making it more rapid, easier to detect clusters, implementing sub-typing,
including salmonella stereotyping and the Pulse Net networks and the international
networks that are linked electronically, conduct ing further applied research through
cooperative efforts with industry and continuing to collaborate among all the elements that

work together to help alleviate this problem. Thank you.
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Catherine Carnevale
Now we're going to switch from Department of Health and Human Services over to the

US Department of Agriculture.

ILloyd Harbert

I must admit | really enjoyed Dr. Slutsker's presentation because, in fact, that was one of
the kcy messages that we at the Department of Agriculture wanted to get out to the
international audience, and that’s our Food Net and this Pulse Net net work out there that
is creating al this information about new foodborne illness outbreaks, and each time we
have an outbreak reported in the popular press, it immediately callsinto question the
safety of our domestic food supply, and we get alot of questions over the Foreign Ag
Service from exactly a 101 of the people sitting in this audience about what’s going on. So
I just wanted to thank Dr. Slutsker for that presentation. That was excellent.Today,
have been charged with giving a brief breakdown on our foreign technical cooperation
within the Department of Agriculture. | thought that was covered fairly well earlier on by
our Deputy Administrator for International Cooperation and Development, Mary Ann
Keefe. | would like to touch on afew points. T think, as you well know, the Department
of Agriculture has along history of working with the Food and Drug Administration and
other agencies within the United States Government to design and implement technical
cooperation agreements, cooperative research programs, and technical assistance and
training programs with foreign governments. The area of food safety is no exception.
The Department of Agriculture directly through international programs undertaken by the
Food Safety and Inspection Service were in cooperation with the Department of Health
and Human Services, Food and Drug Administration has initiated a number of activit ies to
facilitate food safety internationally. As Mary Ann pointed out, the department has
sponsored a host of foreign visitors, and as she mentioned in her remarks, over 120

international participants from over 35 countries have visited usin the last 35 years. And |
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can tell you from recent experience it’'s increasing daily because of the popular press
reports we' ve had around food safety, and foodborne illness outbreaks. We inundated. If
fact, in the next two weeks, I think we have delegations coming in from Europe, press
writers, all that are interested in learning more about what’ s happening in the United States
in the area of food safety. In addition to this, the Department of Agricultureis also
undertaking specific food safety related technical assistance efforts, such as working with
30 health and food safety technicians from El Salvador, Guatemal a, Honduras to develop
methods for conduct ing tests for microbial hazards. We have similar programs ongoing
with Morocco, Egypt, Indonesia and Russia. The Department Foreign Ag Service also
administers numerous cooperative research programs in the area of food safety utilizing
appropriated funds, foreign currency and funds provided by the Department of State and
also the US Agency for International Development, which will be touched on by the next
speaker. T think one of the things that has come out of the President’ s Food Safety
Initiative from my perspective are the effortsin the international area of food safety are
becoming much better focused and better coordinated. | want to draw attention to that
because now we have an international meeting which is chaired by the Food and Drug
Administration that meets once every two weeks. And that is now providing us an
opportunist y to discuss, not only visitors who are coming into town, but also what kind of
technical assistance outreach efforts do we want to target because we are dealing with
limited resources. In addition to that, this cooperative spirit has expanded to our efforts to
develop international food safety standards and make sure they're based on sound science.
The USA Codex, for example, office, which is housed in the Food Safety Inspection
Service, now operates under the guidance of a policy level and atechnical level group that
includes representat ives from the Environmental Protection Agency, the Food and Drug
Adrninktration, the Department of Agriculture, the Department of State and several other
agencies. And those policy and technical groups are meeting on a {requent basis. When

wc look at foreign governments are ways we can strengthen institutional linkages,

35



between our public health authorities are hoping better understanding of how regulatory
decisions are made, build trust and retain public confidence in the safety of our respective
food supplies. In designing the future technical cooperation agreements with foreign
governments, | think we're going to be focusing on four key areas. The first isincreasing
international awareness of how our Food Net system works, and that was one of the key
reasons we had Dr. Slutsker here today, so he could give some insight into that, and that is
amessage that we' re going to be building more and more technical assistance and outreach
programs in the future. The second area is improving risk assessment methods for
microbial contamination. Our knowledge base is expanding rapidly particularly in regard
to a broad range of foods, particularly seafood, meat and poultry. However, an
understanding of the factors that determine the risks associated with microbial
contamination on produce has evolved. A third area, and the one that particularly has an
interest for my office, isimproved risk communication. A central concern ishow isa
government to raise public awareness of an emerging public health concern without
unnecessarily eroding confidence in the food supply. As you’ ve heard, the United Statesis
significantly expanding our surveillance system. It is certain when wc look harder we will
find more foodborne illnesses. At the same time, it will be imperative to communicate to
our domestic and international consumers the comparable risks. And finally, the fourth
area that we're going to be focusing more attention on is the development of international
guidelines, recommendations and standards in this microbial area, Efforts are already
under way within the Codex, particularly within the Food Hygiene Committee. | think the
success of our international effort will in large part be determined by commitment of our
consumers, producers, and academic community to work together and support this
initiative. It is not simply a question of budgetary resource. It is also a question of will,
and how we perceive the problem. As our ability to identify the source of foodborne
illness outbreaks improve, and thisinformation findsitself on to the internet, consumers

perceptions of the safety of the specific food, the reliability of an individual supplier and
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the integrity of the public health authorities can change overnight. That’ s the challenge
before us, and | think al of us involved in promoting the President’s Food Safety Initiative
welcome all you here today to become involved in this effort. That’s why we made a
specific attempt with this panel to show a broad range of the depart ments and agencics
interested in promoting this initiative. The challenge facing each country represented here
today is how we proceed. As wc uncover more knowledge relative to microbial
contamination on produce, will it be presented is a threat? Will it be viewed as areason to
halt trade? Or will it be seen as an opportunity to improve international food safety and

cooperation? Thank you.

Catherine Carnevale
Just as areminder, if you do have questions for panelists, please pass them to Naomi
Kawin as she cruises up and down the aisle. We're now going to here from John Becker
from USAID, Before wc get to John, T was reminded, when Lloyd was mentioning the
web materials that the Food Safety Initiative does have its own web site under FDA’s web
site, so you can get to that by fda.govoryoucangotothe ~ page, but if you just go
to fda.gov, you will see icons, and there will be one for food, so you go to that and get to

the Food Safety Initiative.

John Becker
| can attest to the fact that’sit’s on the web site. Over the weekend, in preparation for this
meeting, T think | spent about five hours on the Internet going over the good agricultural
practices and material. Let me very quickly cover two broad points regarding USATID's
interest in microbial safety of fresh produce and secondly what USAID is doing to help
developing countries come to grips with this issue of microbial safety in fresh produce.
First, the agency objective in economic growth isto strengthen agriculture and food

securit y systems in developing countries. That’s one of our objectives globally. With
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respect to fresh produce and the Latin region, and | am with the T.atin-American Bureau,
rather than representing the entire agency, although | can comment on some of the other
programs. We have been long supporting expanded fruit and vegetable production in the
Latin-American region. It is akey element of our nontraditional ag export strategy that
was implemented in the 80’ s and into the early 90's, and then we were backing off on
some other things, and agriculture has gone down, but we are coming back, and we're
looking at agriculture again. In that context, T understand about a third of the imported
foodst uffs in the United States are fruits and vegetables, and approximately 80% of those
emanate from the Latin-America region. So quite clearly, thisissue, microbial safety of
fresh produce, is a Latin-American agriculture issue that we're interested in. We're also
interested in it from a hemispheric, economic integration markets perspective, if you
would, T.ast month at the Santiago Summit of the Americas, wc rcitcrated that it'sUS
policy to advance economic integration and free trade. In that context, our discussions
with developing countries and our partners in the region, agricultural t radc is very
important to these countries, asthey’re all trying to adjust to globalization, not just market
access to the United States, but in the European union. It's the growth within their own
domestic economics down there and some of the sub-regionalism that’s going on. Then,
obviously, microbial contamination of foodst uff is a serious problem that needs to be
addressed as soon as possible so that this integration process can continue unimpeded. In
this context, USAID isintcrcsted in the issue from two other perspectives. First, USAID
is interested in verbalizing both public and private sector investments to improve food
systems. And secondly, in particular, wc arc concerned about the equity of the integration
process, the sustainability of it, which means the participation rates of the small growers,
small packers, etc., by making certain that they can cent inuc to participate in the food
systems that arc evolving. Often times it involves a great deal more certification. The
second broad point | would like to make is regarding what arc we doing. | want to point

out that we really are just getting started, Our agricultural programs were going down in
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the early 90's. They are coming back as we look at the importance of the agricultural
sector and the development proposition. Over this past year, we have been working with
the USDA to assist particularly the Caribbean countries to improve their sanitary and
phytosanitary systems to ensure market access. We working with the Caricom member
states. There's probably going to bc an expansion of that agreement this year working
more closely with the FDA as well asthe USDA. The second thing that we're doing is
we' re working with the USDA on a market survey that’s going out to the trade
associations, some 700 of them, and we' re going to try to find out alittle bit more about
their interests in the rest of the world. What parts of the world that they’re interested in,
etc. As you move away from broad guidelines, you’ re going to be looking at commodities
in specific regions, and we certainly want to be finding out alittle bit more about the trade
associations in the United States and how they see their goal in perhaps standard setting in
terms of investment and these sorts of things. Our second area that we are just getting
started with is the US AID partnership with the Inter-American Development Bank.
There'sagreat deal of interest on the part of the bank looking at their current portfolio of
investment programs in the region to address some of the lower quality issues. Some of
the larger public center investments that are being made, and there is currently a diagnostic
that’s being introduced, | think they expect by July, that diagnostic to be completed.

Carol, who isworking with us, and is with the USDA FAS, is the counter of the main
point of those discussions to date. But wc are working with IADB on the diagnostic, and
that should probably lead to some technical assistance to complement their loan programs.
Again, we've viewed quite a bit of investment in sanitation investment in lower quality
issues, and we're trying to appease those things out at this juncture. And then thirdly, we
arc examining the impact of the certification schemes and the systems that arc evolving on
small growers with non-governmental organizations. Specifically, wc want to make
certain that small growers remain in the system and recognize we take a specia cflort to

assure their continued role. This may be some research that we're looking at, their
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particular role in competitiveness and then essentially there will be some targeted
educational programs. At that point, we'll probably have some more ideas. | think that
one thing that is quite interesting is some of the surveillance stuff that's going on and event
monitoring. We' ve been working with a number of institutions about event monitoring
and conflict resolution in the region. But certainly that monitoring of the news media as it
relates to these outbreaks and this sort of thing, it’s important and of interest to the trade

associations. Thank you,

Catherine Carnevale
Thank you John. That was very informative, | wanted to mention, we started this panel
about a half hour late, and as you can see from the presentations so far, there'sa
trcmendous amount of information that this group has to convey, and so we will be

running over, and wc will allow time for questions, And with that, wc go back to FDA,

Ellen Morrison
When wc get to an outbreak stage, we've had afailure of system that all thisleads up to,
and one of the challenges for outbreak management for the FDA or the USDA and
everybody clsc involved, is trying to figure out where that product has come from. Wc
call thistraceback, and the document addressesit in some specifics that | would like to
talk about the challenges and what wc do in traccback today and the difficultiesin doing it.
First, we call traceback the ability to track food items, including fresh produce, back to
their source, growers or packers, even to the farms in some cases. It’s a system to identify
the source of afresh product, and it can’t prevent the occurrence of the microbiological
hazard, but it may lead us to clues on what caused the outbreak so that we will be
prepared to look at that issue at the level of the farm in fact. The ability to identify the
source of a product traceback can serve, w-c believe, as an important complement to good

management practices, good agricultural practices, intended to prevent the occurrence of
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food safety problems. And the information gained from traceback, as we have seen in our
work in the last few years, will assist in identifying and eliminating a hazardous pathway
and will help avoid effecting unassociated produce for farms for that matter. We can
definc it, as | say, as an investigation to determine where the product originated and
document the distribution in commerce. We know that the criteria we have been using for
traceback in the FDA, we' ve worked extensively with the CDC devel oping the process for
our own staff to do traceback when there's a multi-state outbreak, interstate outbreak for
that matter, and it’s very difficult, wc can tell you this from our own experience. The
criteriathat we were using, and we still believe we continue to use, is that epidemiological
cvidence implicate the specific product in that the hazard analysis done in that FDA
investigation show that other contributing factors were not to blame, such as cross
contamination or food handlers, So wc don’t want to be necessarily doing traccback when
the cause of theillness is something other than a contamination that occurred someplace
clse. If it’s occurring in a restaurant or occurring in distribution, wc need to kno w that. Tt
needs to be factored into the epi. We depend, therefore, on the states, the counties, the
CDC to provide us this information. Now, what arc traccbacks likely to do in the rea
world? Well, they’re rarely clean and straight forward we can tell you. They’ re complex
and involved multiple distributors at each Ievel. The ones Larry was showing you had
only a couple of distributors, maybe even one. The ones we have seen in Cyclospora
involve nine, ten different arms, four different distributors, and five different states. In
many cases, they’re a nightmare to do. It involves multiple FDA regions, districts. The
length of time has to be factored in from the date of the event until the reporting of the
outbreak. There are variations in the strength in FDA investigations that we get from
across the country. And we're working on that and another arena on the Foodborne
Outbreak Response Coordination Group to try to standardize what the federal agencies
want in the case of a multi-state outbreak, by the way. But there arc often multiple

jurisdictions, multiple states, multiple distribution involving FDA districts all over the
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country and the lack of specific information as to the date of purchase of the suspect part
that the consumer buys. However, the challenges facing the produce industry, as wc say
in the document, that fresh produce with arelatively short shelf life, is often gone by the
time an outbreak is reported making it extremely difficult to identify the itcm causing the
foodborne illness. That's particularly true in the parasitic diseases as we've seen in
Cyclospora. If fresh produce is linked to an outbreak, current practices in the fresh
produce marketing and distribution systems, such as using recycled shipping crates and
co-mingling during distribution, make a direct identification of the source of the product
very difficult. Now if an implicated source, afield or packing house, isidentified, the
source of contamination may no longer bc present when the investigators arrive on the
scene. Another great challenge. As we've seen in Cyclospora, the economic burden is
especialy troublesome for those industry segments for those industry segments that may
later prove to not have been related to the outbreak. And certainly in Cyclospora in 1996,
when strawberries were wrongly implicated, it cost domestic strawberry producers over
$40 billion in lost sales. In terms of the complexity of the tracebacks in our view, the most
important factor causing difficulty is the fact that there’'s no federa requirement for
records being maintained for processing and distribution of food products. The
cxceptions, there arc afew, low acid canned foods, acidified foods and infant formula

But there’ s no question where we are today, that the lack of record requirements prevent
tracebacks from being done much more rapidly, and the source of the suspect product
being identified more quickly, which would bean advantage to both the industry and
public health. What arc the advantages of an cffective traccback system? As wc’ve seen
in the document, despite the best efforts of food industry operators, food may never
completely be free of microbial hazards. Wc know this. However, in an effective
traceback system, even if only some items carry identification, can give investigators clues
that may lead to a specific region, packing house, even ficld, rather than an entire

commodity, From a public health pcrspective, improving the speed and accuracy of
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tracing implicated food items back to their source may help limit the population at risk
during an outbreak. And rapid and effective traceback can also minimize the unnecessary
expenditure of valuable public health resources and reduce consumer anxiety. As soon as
wc can identify the source, the better. Iimiting the potential scope of an outbreak, Icssens
the economic burden on those industry operators not responsible for the problem. So
improving the speed and accuracy of tracing implicated food items back to their source
may also improve the ability of public health officials to determine the potential causes of
contamination thereby providing data for growers, operators and others for ident ifying and
minimizing risk factors. It's the FDA’s view that it's critical for farmers and packers to
work with their partners in transportation, distribution and ret ail to develop technologies
that allow grower-packinghouse information in identification to follow produce from the
farm to the table. W¢ know some industry groups arc devel oping technology, such as Bar
Code stamps, stickers, etc. to identify the source of produce and software to assist
retailers in providing more accurate traccback to the grower path or level. It would be
our view that continued efforts along those lines would be advantageous to all. Thank

you.

Catherine Carncvale
Thank you Ellen. Now we're going to allow some time for questions. We already have a
number of questions that have been sent up that are in writing and we'll let anyone that

wants to come to the mic also do that.
Catherine Carnevale

A couple of questions for Larry, and this comes from David Holzworth with the Chilean

Exporters Association. And the first question is,.,
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David Holzworth
To what extent is the increase in reported outbreaks in 1996-98 attributable to better

reporting and surveillance techniques?

Catherine Carncvale

And these mics here should both be dlive, so...

Laurcnce Slutsker
Yes, those arc good questions. The dlide that | showed that showed that increasc in
produce related outbreaks actually went through 1991. The current foodborne operating
systcm as | mentioned, is an cxtremely slow database systcm and it’s not a high priority
for the state health departments to send those reports, although we plead with them on a
regular basis to do so. So, the incrcasc that you saw was really before a lot of the
attention that has been focused on produce had even come to light. So, data from ’96 to
98 arc not available, wc do have some data from ’92 through '95 that arc still being
cleaned, but should potentially be available in the next six months or so. So, if |
understand the question correctly, | guess that wc don’t have data from *96 to ' 98, 1 think
that it’s, but | would say that better reporting and better detection will change the number
of outbreaks that wc can detect, And I think that it'll be a challenge to evaluate, you
know, a new set of data obtained by, you know, different better methods. It will be
challenging and we’ll have to bc real careful to compare it to the old baseline. ‘Cause |
hope that we do get better at detecting outbreaks. As an example, we did not, you know
wc did a study of E.coli O 157:H7 infections in 1990, trying to ascertain the risks
associated with sporadic infections, not outbreaks. And we didn't even have on the
guestionnaire or anything about alfalfa sprouts nobody had even really though about
afafa sprouts as a food control that would be important at that time. So you know as we

learn more things, you change your tools and you get better at detecting them.
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Catherine Carnevale

Thank you, Larry. There's a second one for you also from David Holzworth.

David Holzworth
Why doesn’t the guide contain an evaluation of relative risk based on the actual number of
reported outbreaks from fresh fruits and vegctables comparcd to actual outbreaks for all
foodborne illnesses?

Laurence Slutsker
I’m not sure I’'m the proper person to answer that but | guess the relative risk would be if
the proportion of produce related outbreaks had changed over time, and | think that it has
based on the data that we have now. The relative risk is, kind of a tricky term, is the
outbreak data as | say are not the kind of data that you would want to compute a relative
risk on. | don't think anyone has done that. It's again, its not, its just passive surveillance
data and the denominator as | said, has stayed the same, about the same from year to year.
We haven't seen an overall increase in the number of foodborne outbreaks reported
suggesting that overall reporting hasn’'t changed all that much. So, | guess that’s the best |
can do in answering the question. Relative risk is usually something you try to get at with
a population based study where you're realy determining al the illnesses, which you don’t

do with afoodborne outbreak reporting system.

Louis J. Carson
Let me try and address the point made about the guide. |1 think roughly for the same
reasons as have already been mentioned the food net system and the active surveillance is
just now starting to generate what in several years may be at base line prime which we
may be able to do some prioritization or categorization of relative risks. Currently we've

developed that the science was not sufficient or the database efficient to make those calls.
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Hence we didn’t, wc refrained from doing such at this point and time. But | think as we
learn more we wanted to approach the vector standpoint and that’s why as the
presentation earlier, wc wanted to show water and manure as the scicncc-based roots of
contamination that we know of. But we do not have information on the relative incidence
for particular a microorganisms or a particular commodity, nor do wc have the propensity
of one commodity to have more microorganisms than another. But it’s a very complex and
complicated question and we just don’t believe that science is there to make those kinds of

determinations at this point.

Catherine Carnevale
Okay, thank you both. | have a question here from Uganda from Nimisha Madhviani or

closc to that, It says...

Nimisha Madhviani
This effort is excellent however, for greater or broader effectiveness than embracing
awareness it is essential that USAID and other NGO’S practice or provide practical
sessions in rural areas in Uganda and the region. |I"'m not sure whether this should be for
Lloyd or for John. There’'s more to it in talking specifically about Uganda and the fact that
they emphasize production of products for exports of avocados, fish, etc. But | think,

maybe it would be interesting to talk alittle bit about how we arc going to do (inaudible).

Unknown person speaking from the audience

(Inaudible - not speaking at a microphone and very mumbled)
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Lloyd Harbert
Yes, | think, as | mentioned in my remarks we' ve set up this international activities group
that meets hi-weekly and part of that is so we can start getting a sense of what, how’s the
best way to do the outreach. In part, | think the reason there’s been afocus, | think on the
Latin American countries to an extent is because they’re such a magjor supplier to the US
market of produce so it was an obvious first step. What we like to look at in our
international activities group from a broader context is the overall presence food safety
initiative that applies across the board to seafood or, all food products; not just limited
strictly to produce. And | think there, we'll start looking at how we might also be able to
use CODEX and some of the international organizations to design programs. As John
said, he's primarily with the Latin Bureau and I, we are just in fact now getting in a
systematic way, AID involved in getting the activity. In the past, most of our food safety
efforts were somewhat, | don’t want to say digjointed, but they aren’t particularly focused.
They tended to be on, as somebody would come in and say I'd like to get some specific
training or something, we would try to direct them where there was some funding
resource available. We're trying to be much more focused in our approach now in terms of
starting to look at our foreign visitors who are coming in. Making sure rather than just
having these foreign visitors go to five or six different sites around the city here in
Washington, or around the country, that we can start having them come into a central
point and get a much more comprehensive briefing somewhat similar, we might have here.
As opposed to going to one individual agency and maybe not talking to the right person at
the end of the day. And | think that the fact that you've drawn our attention to Uganda’'s
interest, | think that’s something we will drum up for discussion in our next public

meeting.
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Catherine Carnevale

Okay, we have a problem in that, we need to speak into microphones. Is there any

possibility that you can...

Mary Ann Keefe

Oh, I've never needed a microphone my children will tell ya...

Catherine Carnevale

Well, we're having all kinds of, yes...

Mary Ann Keefe
WEell, I’'ll just be very quick and say, | happened to be in Uganda a couple of months ago
and it was another area of AID that was involved in meetings there, and the African
Bureau. And there was quite a bit of discussion related to food safety. And as well, | had
been meeting with officials of the Ugandan Agricultural Department. And so, this is
definitely on the radar screen there and I think what you' re talking about is something that
everyone's concerned with and realizes obvioudly if we can do this sort of thing up front,

it'll save everybody a lot of trouble.

Catherine Carnevale

And, you don’t need a microphone. Y es, John.

John Becker
| just wanted to add, actually I sort of focus the issue here on fresh produce and microbial

safety issue. We, AlID, has been very much involved in passive training around the world.

The African Trade and Investment Program is certainly examining these issues. But, |

think, in 1991 there was a major effort with an agri business program that was looking at
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the competitiveness of the export dimension. So, AID, | think has always been very much
involved in some of these issues relating to food safety. Just getting started here and
focusing on the microbial safety issue is what I was counting on in terms of just getting

started.

Catherine Carnevale
Thank you. One question that | think is probably on alot of people’s mindsis whether we
can possibly share some of the speakers presentations with the group. And | don’t know
whether there has, particularly the slides. Is that something that can be done for speakers,
no problem? Okay. So, if people do want to get copies of the dlides that were shown
today, you need to contact one of the staff people that are standing around the room and
we can make arrangements to get those to you. | have a question here and it is from Lynn
Bradley with the Association of State and Territorial Public Health Laboratory Directors

and it says...

Lynn Bradley
Please discuss the value of monitoring produce for microbial contamination as

prevention/quality assurance.

Catherine Carnevale

And | guess that could potentially be for Ellen or for Lou. Let’s see what he does.

Louis J. Carson
The question about just simply testing produce for the level or incidents for
microorganisms, by in large, from our point of view, we believe the simple survey of that
~ nature is not very helpful, nor informative. | think we need to better target a survey to

look for a specific microorganism and/or it's pathogenicity at its vector into the food
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supply, into the human population. Simply identifying the load or number of
microorganisms on a product doesn't really say whether that product is safe or unsafe
because bacteria, not al bacteria are bad. We, | think we need to know better what we're
looking for and to design a program that will give us some valuable information that we
could use; in either providing better guidance to those people who are producing that
product or in helping the food safety network of state and local people to test for a
particular microorganism. But, to simply do a general load test, | don't think is very
beneficial, at least from our standpoint. It doesn’t really give us much information. We
know bacteria is the ubiquitous, we know it's there, but not all bacteria is bad. So, you
have to differentiate and you have to know what it is you're looking for before you can
apply a test. Just doing total plague count | don’t think really does much benefit to

anyone.

Al Yarnada
There’s a question about whether there is a danger that gaps will be treated as
requirements for foreign firms, but it’s voluntary guidance for domestic firms. And | guess

that’ s the summary.

Louis J. Carson
Yes, let me try and pick up and answer that again. | think Dr. Smith tried to do that this
morning in her opening remarks. From the Food and Drug Administration standpoint, and
certainly from the Department of Agriculture’s, we look on these guidelines as voluntary.
We hope that they are applied, but again, we want to promote their application. But in no
way shape or form are we putting these out as regulations. These are simply voluntary
guidelines, applied practices which we believe they will be a greater likelihood of safer
food supply. But again, not all of the pointsin the guide apply to all commodities. And this

afternoon as we go through the individual sections of the guide, I believe that point will be
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brought home. We recognize there is a great diversity in the agricultural practices, the
regional differences, the differences in commodities, the manner which certain
commodities may be produced in a safe manner. And so these broad-scope guidelines need
to be applied and need to be applied at the local level that makes sense. As | mentioned
earlier in my remarks, we hope to use the Department of Agriculture’s Cooperative
Research and Extension Service, Foreign Agriculture Service, State Department AID,
WHO, FAOQ, all these different mechanisms who have much more direct involvement with
the producer level to make sure that we are applying these in a proper way. We also want
the guide to be a living document. So as we put forward our recommendations within the
guide, we need feedback through these applications of what worked and what didn’'t
work. We really see the publication of the guide in October as a starting point, it is not a
final document. It is something that needs to be applied and as it's applied, we'll learn
better what needs to be changed or what we can refine within the guidance. So again, we
want to reemphasize that based on the manner in which it's written, we wanted to allow
great flexibility in its application. But we do on the other hand, want to promote its

application.
Catherine Carnevale
Okay, and thereis, we'll get to remaining questions from the floor, after, in just a moment.

Was this related to this...

Sue Doneth

Oh, | wanted to ask...

Catherine Carnevale

Okay, do you mind going to a microphone? Y ou can come up hereif you'd like,
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Sue Doneth
This will follow the questions asked. My name is Sue Doneth, I'm from STOP, Safe
Tables Our Priority. If | could just have some clarification | guess on the voluntary
guidance for industry and in reading the GAO report that came out and some of the
problems with imported food. If we're going to be using this as a voluntary guideline
domestically and we're saying that we're going to be using this as a voluntary guideline

for imported food as well? Am | understanding that correctly?

Louis J. Carson

That’s correct.

Sue Doneth
How is that going to improve the safety of imported food, when essentialy what we're

using now for imports is a voluntary system which doesn’t appear to be working?

Louis J. Carson
| guess what | would say is that we see is that there is a material improvement and by
putting out the good agricultural practices over what the status quo is already. | think
from what we've learned over the last six months, the amount of interaction we've had
with industry governments and alike, we have made great progress in making people
aware of when they produce a commaodity, it's a food. Often times at the producer level,
they’ ve always thought of their products as commodities and not food and that there is
some accountability as to going down the food chain to the consumer that they need to be
aware of. We do not believe within the good agricultural practices, we have sufficient
science for a particular commodity base right now to go any further. As we develop that
information we may then establish rules and regulations that are far more specific based on

the science that we have. Beyond the good agricultural practices and beyond fresh
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produce, the Food and Drug Administration and the Department of Agriculture certainly
have established passive and other regulations where they can apply and truly do improve
the food safety system. So, | would disagree with your point of view that since the status
guo of the President’s food safety initiative let’s say in 97, | think we've seen a great
number of changes both from FDA and USDA and others in implementing measures that
we believe will have a better impact on improving food supply. In particular, these are
voluntary because we believe that the broad scope cannot be applied simply to each and
every commodity. It has to be done in a manner in which we can get the industry and the
farmers to actually understand what is there and then to develop programs that will make
that happen. We have tried to make this a positive step. We're fearful that if we take a
different tactic, we'll be very negative and we will not get compliance. It's a very, | think
very important for us to make that first step about awareness. And we would then have
subsequent steps after that as we learn from the science. So, | don't think I would agree

with you that these are simply status quo, 1 think thereis a change.

Sue Doneth
| guess | just have one comment in response to that. | don't see the difficulty if we're

implementing mandatory (inaudible) since USDA (remaining portion inaudible).

Catherine Carnevale
And | think. I’m going to cut you off just because | have some more questions here. But |
think we're going to be talking about that in the months to come as GAO’s recent report

on imported foods is going to be discussed further.

Catherine Carnevale
| wanted to ask Ellen a question. And that is, what do you think are the most effective,

excuse me, important and effective characteristics of the traceback system?
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Ellen Morrison
Certainly, from prior experience, if there was some way we could identify a food product
that ends up in a retail shelf going to a consumer who becomes ill back to the grower,
that’s one thing. This is extremely difficult. We understand that and with industry growth
we continue to seek solutions that are voluntary with the industry. But the key is knowing
where that product came from, as we would with packaged food. Now, understanding
where the contamination occursis a difficult process as well. And that does depend on the
epidemiology and it aso depends on our work with CDC and the states and counties.
Where is the distribution of cases? If the distribution of cases is more than one place, as
Larry had said in one of the outbreaks he looked at, you know that the contamination
didn’t occur at this place, when the cases are all over the place and they didn’t go through
the same distributor. It’s not a science, traceback is right now, not a science. We're trying
to make it more standardized and a better process, but it's very, very difficult. But the key

to be able to go back to a particular producer/farm would be the best thing we could get.

Catherine Carnevale
Okay. Could | have some idea, is there going to be, if there's some questions from the
floor that are remaining, just a show of hands of people who have additional questions.
Let me just finish the questions that | have on the cards then. And this one is from John
Farquhar with the Food Marketing Institute. And basicaly, it says that...

John Farquhar
Recognizing that cycrospora cayentanensis has not been detected in raspberries to date.
And there appears to be little knowledge about this emerging pathogens and information
to that would lead to the source of the contamination. What was the FDA ban based on?

Larry?
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Laurence Slutsker
Well, maybe | can make a few comments and then someone from FDA would also
comment. It's obviously a sensitive issue and | can appreciate that. | think a couple of
points. First, it is, as the question directly points out, it is an emerging pathogen and
sometimes these pathogens emerge before all the diagnostic assays are available to fully
characterize them in al the kinds of situations that you would like to do that. We're pretty
good at identifying it in patient’s stool specimens, but the technology for identifying it in
foods wasn't there, certainly during the time of the 1996 outbreak. And 1 believe thereis a
fair amount of work going on and that now maybe somebody else can comment on that on
the panel here. Second point is that when in the epidemiology in that particular situation
was | think overwhelming. There were at least | don’t remember the exact number, but
there were at least fifty outbreaks. And the particular vehicle was overwhelmingly
implicated time and time again. And I think that it's certainly reasonable to act on the
epidemiologic evidence alone without microbiologic confirmation. If there's a need to,
public health need to do so, and if the quality of the evidence is good enough and | do
believe it was in this investigation. And the precedent was also there for the Guatemala
outbreak when the company was notified and the decision was made to act on the
epidemiologic evidence aone before the organism was recovered from the juice. So, you
know, | think that those were some of the thoughts that went into the decision. And if

somebody from the FDA wants to come and...

Louis J. Carson
I’m going to be brief because | think the right people to answer the question are not really
here. But we certainly have worked, as you have aready pointed out, in your earlier
comment, Mr. Farquhar, about the CDC/FDA efforts with the Guatemalan Berry

Commission and the Guatemalan Government. We in FDA are a public health agency and

55



we have been working with the Guatemalan Berry Commission in trying to resolve this
matter. You currently point out that the science is still not there for us to properly target
which commodities are most likely to have cycrospora nor have we been successful in
recovering it when we target it. We are accelerating our research on cycrospora within the
President’s food safety initiative. It is one of our highest priorities. We may have methods
of detection that are more suitable today. However we still do not have an appropriate
sampling regime that will give us any better identification of cycrosporan in a product back
in ’96. So, we're still struggling with it from a scientific standpoint. And | would again
defer on the compliance activity that FDA and the Guatemala Berry Commission have

undertaken, | don’'t think we have the right people here to talk about that.

Catherine Carnevale
Okay, | will alow time for one more question if there is one more from the floor. All right,
well then | will thank our panelists, they did a wonderful job. Before you leave, take out
your pens, I’m going to give you a phone number. For those of you who want a hard copy
of the dlide, call Joyce Fesker at, thisis (202) 260-8920. That’s 260-8920. And | also have
been asked to remind you that there will be a full transcript of today’s meeting that will be
available on the web in some period of time. And I’m looking at the time, | think that we
can, you’ re supposed to be back here, | believe the program’s going to resume at 1:30. Is
that something we can probably do? That’s forty minutes for lunch. | think 1I’'m just going

to keep it at 1:30 for the session to resume. And with that, | thank you for your attention.

Louis J. Carson
During this afternoon we will go through the individual sections of the guide and
to engage the audience in how we might improve the guide and to clarify the
guide if you have questions of certification. So we do want to make this informal

by recognizing that we are trying to have a transcript made of this session. We

56



will ask you to use the microphone so that our transcriber can capture that
comment or that question. Secondly, | invited people if they would like to make
a public comment at the end of the session, again to let us know. Currently we
have two people who have asked to make a public comment and there will be
ample time if you wish to do so. Please let us know. Again we have allotted
the rest of the afternoon, except for the public comments, for the full discussion
on the guide and full interaction with you in the audience. So Dr. Smith and

Dr. Saltzman will be taking you through the different segments of the guild and
then seeking any and all comments and questions based on those sections.

So, Michelle.

Dr. Michelle A. Smith
What we have in mind for this afternoon was to go through the guidance document
section by section. Both myself and Dr. Saltzman who is the other co-author of this
document will present basically one section at atime and then at the end of that
presentation trying to get a dialog going about some of the recommendations and
some of things we might do. | am going to start with water now and in the proposed
guide we have noted that the source and quality dictated the potential for pathogen
contamination. Water is the concern in two regards. First, as a direct source of
contamination if pathogens are present in the water itself that was used. And then
secondly, as a vehicle for spreading localized contamination either in the field or the
packinghouse. One of the overlying factors is not just the exposure of produce to
pathogens in water or in other vehicle, but whether or not those pathogens survive
until harvest and through the post-harvest handling operation to the point of the
consumers. There are may variables involved here that impact on the types of
guidance that we are able to provide. We will get into them as we go along.

Next dlide please. Now just very briefly this slide shows some of the pathogens
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that may be carried by water. Next please. It is important to remember that
even same numbers of pathogens can cause foodborne illness. No one knows
what proportion of contamination of fresh fruits and vegetables occurs on the
farm or in the packinghouse. That was stated this morning, | will repeat it right
now. Other compounding factors are things like many neighbors sharing a
watershed. Operators may have limited control over the activity outside of the
boundaries of their own property. However, this guidance is urging growers and
packers to be pro-active in minimizing those hazards in areas which they have
some control. Next please. Water quality needs will vary depending on a
number of interrelated factors such as when and how the water is used. Just

in very general terms, as the degree of water to produce contact increases so
does the need for higher quality water. For example, for some crops overhead
irrigation may cause a greater risk than drip irrigation. Thisis avery general
statement. I comes with a multitude of caveats. For example, on recent site
visits we saw afield where the only overhead irrigation that was applied, was
applied at the time of planting because that is so far removed from harvest and
there wasn't even at that point a crop growing for the overhead irrigation water
to contact the edible portion of a crop. Obviously, any potential hazard there
isalot less compared to other situations where we saw crops that were being
irrigated up until about the day of harvest. So these many interrelated factors
that need to be taken into consideration. In addition, crop characteristics that
foster attachment or entrapment may enhance risk especially close to harvest.
For example, if you have crop with surface characteristics or that would help
trap water as opposed to a smooth surface crop where the water runs off

or if you have leafy vegetables that may trap water, you would have a potentially
riskier situation there. The previous statement were water in general. For

agricultural water uses again, water quality should be adequate for its intended
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use. What is adequate? That varies depending on so many interrelated factors
it'sdifficult to say. As| mentioned this morning there are no current action
levels for microbial centaminants in agricultural water. Having said that, what
can growers do. There are a number of things they can do to help minimize
risks. First of al to identify the water sources that they use. Farms that

divert water for it's use in an agricultural environment are listed on the did.

For some growers they may have options, they may have access to more

than one source of water. For other growers they may not have choices

it maybe just a single water source. In general ground water such as deep
wells or municipal water supplies would have less potential for exposure to
heavy loads of pathogens compared to surface water. And important thing

to kept in mind, if you operation has those options. So far as maintaining
water quality, we are recommending that growers be aware of current and
historical land use. Make sure potential sources of microbial contamination
on-farm sources of contamination include sources such as leaking or over-
flowing manure storage lagoons, or livestock access to surface waters or

pump areas. Growers should follow good agricultural practices to eliminate
obvious sources of contamination. Soil conservation practices such as

sod waterways and diversion berms may also help protect water sources

form contamination in runoff situations. We could take questions right now on
agricultural water before getting into water use and the processing or packinghouse

operation. Does anybody have any questions on agricultural water?

Sue Doneth, STOP (Safe Table Our Priority)
Some of the terminology that is used in this document, you know, we're talking
about using water of better quality and water quality should be adequate for

it's intended purposes. Those are pretty subjective terms to be interpreted
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anumber of ways. | am also looking under reviewing existing practices and
conditions to identify potential sources of contamination. These or other
potential sources of water contamination should be assessed and controlled
to the extent feasible to minimize microbial food safety hazards. How is an
independent grower suppose to interpret what the potential sources of a
contamination are? How do they assess them? And how do they control

them? And what is the feasible extent?

Dr. Michelle Smith

That's an awful of questions. | will try and start at one end and work my way
through to the other. As | had mentioned there are a lot of soft words in
there as such as to the extend feasible, and that’ s tied in with alot of different
factors some of which relate to the fact that the freer/packer do not have
the control over our situation. For example, one potential sources of
contamination might be if your farm islocated across the street from a

dairy operation or from afeedlot. The dairy operation or feedlot there
isapotential from runoff onto your farm, one of the things that you might
want to consider doing is putting in soil conservation practices as erosion
control measures. So you may have the ability to protect your fields from
possible contamination from that source. On the other hand if thereis
feedlot across the street and you have problems with possible dust or wind
blown contamination, I'm not sure what kind of control measure anybody
could put in place. Now they might be able to work with local people, and
they might be able to work cooperatively with their neighbors and do some-
thing. What we are trying to do in this guidance document which is voluntary
is raise peoples awareness about potential sources of contamination. To

have them look at their own operation. Look around them, see what things
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may impact on their operation and do what they can do. First of al to eliminate

obvious sources of contamination. There's a lot that we don’t know. Much

of the research isjust starting now on how pathogens can survive in the field.

A recent workshop that USDA/ARL held in Kansas City on (inaudible)

management, one of the people that | spoke with said that preliminary research

that they are involved in is not isolating pathogens from dust particles they are

collecting across the street from a feedlot. So part of the problem is that we

don’t know how much hazards difference imposed. Does that answer most of your
guestions? What does (inaudible)? And | think it has to be accepted as that. In my bias
opinion a good beginning. But | don’t think this is where we are going to stop. It will be
combined with education outreach and any other effective tool that we can come up with.
Any other questions on agricultural water? Again with processing water, just as with
agricultural water, water quality should be sufficient for it’s intended use. In a
packinghouse environment we starting to be able to have more control over the
environment compared to a field environment. We are able to say a little bit more about
what quality criteria should be. But even here you have a lot of variables that come into
place. Again, as the degree of water to produce contact increases, water quality needs
also increase. Treatment towards the end of processing where the product is getting
closer to the consumer such as the final rinse may require a higher water quality compared
to earlier operations. An example of an earlier operation would be dump tanks or
swimming type operation. Produce coming in from the field may contain a significant
amount of field debris and so having the cost and effort of super clean water and then you
dump atruck load carrots and dirt into that super clean water, it maybe possible to reuse
water from earlier operation for that receiving operation. Now we said in the guidance
document that water used for processing has to be “ safe and sanitary” for its intended use.
And athough the quality requirements do vary with intended use, we would consider

water that meets the microbial standards for drinking water to be “safe and sanitary”.
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If water is recycled within different unit operations, the reusable water should be
counter current to the movement of product through this operation. For example,
water that is used in afinal rinse might be reused for an earlier process such as

the dump tank operation. Although water quality needs may vary for these

different unit operations the water should never contribute to a food safety hazard.
In other words, the produce should never be in worse shape for contact with that
water. Some of the water quality GMPs that we mention in the guide include
periodic microbial testing; monitoring pH and the levels of antimicrobial present

if they are used; and changing water for adding overflow as necessary. In

addition, packers should routinely clean all water contact surfaces and equipment
including removing debris and plant material from the equipment. Packers should
also routinely inspect and maintain all equipment that has a function in insuring water
quality, such as filters, backflow devices, chlorine, some other monitors. Now one
of the first food safety principles that we mentioned in the guidance document is
that prevention of contamination is preferred over correction of contamination once
it has occurred. We can not expect at this time to be able to completely prevent

all contamination from occurring So it maybe useful to have additional controls
that may be built in for fresh produce. And especialy for fresh produce which is
not going to receive alethal treatment, such as a cooking treatment to kill any
pathogens that may be present. We suggest that antimicrobial treatments may

have value for some crops. Now the value comes in two forms, one is reducing

the pathogen level on the surface of the produce and the other is, reducing the
potential for cross contamination or pathogen spread in the wash water. Chlorine

is acommonly used antimicrobial. The guidance document also sets out information
on a number of other antimicrobial that are being researched and may prove to be
effective for use on fresh fruits and vegetables. When using antimicrobial in processing

water we suggest that all applicable FDA and EPA requirements be followed. That
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the operator follow the manufactures directions for the use of that antimicrobial
chemical. When we had the folks in from the state departments of public health and
agriculture, one of our visitors helping with comment review told us of an operation
that he had visited that used maybe 500,000 gallons of water in its wash tanks and
the operator would add one bottle of clorox and fell like he was doing something
good. Now that is an extreme situation. | think that everything that | have seen
people have really been making good strides to do the right thing, but is important
to get the information to make sure that you are using the chemical appropriately,
so they are both effective and don’t pose a hazard to anyone else. In addition,

the antimicrobial washes or dips should be followed with clean water rinse. It's
important to know that antimicrobial washes maybe reduce but not eliminate
pathogens, so back again to the prevention is preferred over correction principle.
Typical reductions are 10- to 100 fold. Furthermore as organic materials builds

up in wash water things like plant cells, juices, dirt and debris that will tie up the
antimicrobial and decrease their efficacy. Good manufacturing practices that we
recommend to maintain the efficacy of wash treatments includes things like removing
as much field soil from the produce as you can before entering the packinghouse
and if that is not possible then operators may want to consider something like a
pre-wash before they get into any antimicrobial wash to get the organic matter off
so the wash itself is more effective. That isthe wrap up of the summary the
agricultural and processing water section, does anyone have any questions or

comments?

Sue Doneth, STOP
I’m looking back on page 16 “follow good management practices to minimize
microbial contamination from processing water”, if we are talking about, | guess

I am interested in what the basis is for the statement in the document “water
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quality used for a dump tanks or anything that comes from the field may not be
as great as for water used later washing and rinsing treatments. If we are talking
about prevention, you know, the grower might not be aware of the product is

in worse shape. If the grower is not aware what mayor what may not be
contamination the soil in hisfield. Not al pathogens can washed off and most of
them can’t. Is there a basis for -- | mean that’s pretty open-ended. I mean can

a dump tank be used for entire fields of crops? Should it be changed every so
often, | guess my thought isif you have contaminated soil and you use this dump
tank water you can essentially contaminate the entire dump tank and then every

product that you put in it will be contaminated.

Dr. Michelle Smith
Point taken. That particular section there again isin reference to the fact that a
dump tank is likely going to be receiving produce straight from the field and contains
field soil, and so water that had been used earlier or actually later in the process for
the clean water rinse is going to be fairly clean water when it gets into the dump tank
but is potential for cross-contamination. It is still something that we need to consider,

so we will take care of your comments -- into account.

Elizabeth Dahl, CSPI
I have a question that goes actually to both the irrigation water and the comporting
water, so | want to ask it at the same time if we are talking about both of them.
The guidelines said that the water should be adequate for its intended use or
compatible for itsintended use, but if this water is going to go either to spray
type irrigation system on ready-to-eat food that we eat after it is harvested or
in processing water, what is the rationale for using any other type of water

other than (inaudible) water or sterilized water. | guess what | am asking is
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why doesn’'t the guide just come right out and require sane and sanitary i.e.

safer drinking water for both of those type of uses?

Dr. Michelle Smith
First of all because thisis a guidance document there are no requirementsin it
other than the fact that we did site existing regulations where relevant. And there
are some regulations in place and the guidance is not meant to superseded any other
requirements. There are no standards for water quality used in the agricultural
environments for irrigation. We don’t have data right now on pathogen survival in
the field or the other information that we would need to establish water quality
criteria if we wanted to. And that maybe EPA’s job anyway. Furthermore,
because of there are some many different factors, for example, your risk maybe
greater for overhead irrigation than from the drip irrigation system for those crops.
If your crop is carrots it probably does not matter how your water gets there.
Some spray irrigation systems in an orchard for example, maybe above ground
water delivery but below the level of the produce that is there. Some crops require
irrigation only at certain limited times in there growing season, other crops may
require irrigation right up to the point of harvest. It is really difficult to say that any
one quality of water is necessary for all of those different water situations. The
situations that | saw recently in Florida, the irrigation water sources were either
generally most often deep water wells which we would expect to pose minimal
hazards or in some case there were surface waters that were used for irrigation.
There would be a very large expense involved in expecting and requiring (inaudible)
wash be used for al agricultural water uses. And in some areas they have water
districts which is not my area of expertise since there are additional requirements
that are imposed on growers. Some of the requirements are financial, some of them

are legal. It just goes beyond what we are able to do in a broad-scope document
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like this.

Dr. Michelle Smith
Now the second section that | will go over -- Manure and Municipal Biosolids --
is kind of my favorite section. | mentioned that | went to a USDA/ARL manure
workshop in Kansas City a couple of weeks ago and it was really something else
to be in aroom full of about 500 people that made manure their Me's work. And
| have never heard so many manure jokes in my life. But it is really an important
topic as far food safety in fresh produce goes. We recognize that animal manure
and biosolids can be a significant source of nutrients for soil and a soil amendment
at the meeting in Kansas City there was talk about billions of pounds of manure being
generated annually and it really has to go somewhere -- land application makes alot
of sense in some areas particularly were there really big animal populations. So, our
concerns here are two-fold. Let me back up alittle bit. The animal manure and
biosolids and feces from wild and domestic animals maybe a significant source of
human pathogens. And some of those pathogens are shown on this slide. Next
slide. Asfar as use of biosolids go, this an area that’s largely regulated by EPA.
In Title 40, CFR part 503 the EPA requirement for the use biosolids on non-
public land are contained. Now for biosolids there’s an EPA requirement that
the pathogensin this material either be eliminated or significantly reduced, and
there are additional restrictions on use such as limited access to the site and
specified time intervals between application and harvest of the crop that is
grown on those fields. For manure the research on pathogens survival in manure
IS just beginning. So once again we in a situation were we are providing good
agricultural practice recommendations based on the state of current science and
our best recommendations for minimizing hazards. The GAPs that we recommend

when the norm is used intentionally on afield, the grower because of the potential
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hazards needs to follow good agricultural practices to minimize that hazard. The
GAPs that we recommend include things like treating the manure to reduce the
levels of pathogens that maybe present, and maximizing the time between the
application of manureto afield that will be used to grow fresh produce and the
harvest of that fresh produce. In addition growers must be alert to the presence

of fecal matter that may be unwittingly introduced into the growing environment.
Potential sources of contamination includes untreated or improperly manure;

nearby manure storage or treatment area; livestock or poultry operations; and

high concentrations of wildlife. Treatments to reduce pathogens in manure maybe
divided into two basic categories: first there is passive treatment which relies
primarily on the pathogen time in conjunction with environmental factors such as
natural temperature and moisture fluctuations and UV irradiation to reduce
pathogens. To minimize microbial hazards growers relying on passive treatment
should make sure that the manure is well aged and decomposed before applying to
the fields. At this point and time we do not have a firmer definition of “well aged
and decomposed” that we can provide. If anyone has one, feel free to shareit.

This language in here now isto raise awareness for those folks that may be storing
manure for avery short term consider that as effective passive treatment and then
be using it on the farms. Active treatments for pathogen reduction includes things
like pasteurization, heat drying, anaerobic digestion, alkali stabilization, or combinations
of these. It isimportant to remember that comporting is an actively controlled and
monitored process. It is a process that is commonly used to reduce pathogens in
manure. The high temperature generated during comporting can kill most pathogens
in a number of days. However, some pathogens may have higher thermal resistance
than others. In addition the time temperature combinations required for effective
pathogen reduction may vary depending on a number of factors such as the material

being decomposed, environmental factors of the region, how actively managed the
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compost pile or structure is, how often it is turned and regulated, and how thoroughly
it maybe turned. We discussed a number of good agricultural practices for the
handling and application of manure including the fact that storage or treatment sites
near fresh produce fields increase the risk. We suggest that growers look at their
operation and where there is a concern put in place structures or whatever mechanisms
are necessary to secure that compost lagoon or other treatment area. And growers
may consider covering manure storage areas such as making sure they are under
roof or under some appropriate covering. Next, untreated raw manure cares a
higher risk compared to manure that has been treated to reduce pathogen levels.
Applying raw manure to produce fields during the growing season isNOT
recommended. Growers may reduce the risk of contamination from manure by
maximizing the time between application of manure to afield and harvest. As

I mentioned this morning for those of you who were here, the working draft of

the guide sited a 60-to 120-day minimum between applications of manure and
harvest. We've removed reference to the 120-days because we did not have
ascientific basis for that. That was based on antidotal information provided to

the Agency. The 60-day is sighted in the National Organic Standards Board.

Under the Organic Food Production Act of 1990 guided the National Organic
Standards Board to state raw manure should not be applied within 60-days of
harvest of organic crops intended for human consumption. At this point and

time no one knows how long pathogens may survive in manure or the field so

we have a 60-day minimum. We don’t have another number at this point and time,
There is research going on at USDA/ARL Beltsville Agricultural Research Center
and a number of other places are looking into this right now. But thisis based on
our current information. And finally because treatments to reduce pathogens in
manure may reduce but not eliminate those pathogens, the guidance document

is suggesting that the extent feasible growers may want to consider the recommendation
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that we have made for use of raw manure when they are using treated manure.
Recommendations such as maximizing the time between application and harvest.

| am open for questions or comments.

Elizabeth Dahl
| really need to take issue with this 60-day time period between application and
harvest. The Organic Food Production Act as you pointed out was passed in
1990. And we have learned alot since then. And secondly the Organic Food
Production Act was not a safety piece of legislation it was more for quality for
organics. But there is a study that shows the E. coli 0157:H7 could live in
cattle manure for up to 70-day. There is another study that shows it could
live in sheep manure for over ayear, and there is another study showsit could
livein soil for 130-days. So | think we definitely have a basis for going beyond
the 60-days. And then if you look at the EPA’ s sewage sludge biosolids
regulation for untreated sewage they require -- it's a complex set of regulations --
but anywhere from 14 to 48 months between application and harvest for sewage
sludge. And they don’'t have any special waiver for areas with short growing
season, so people just can't use that form of fertilizer if they don’'t have a growing
season that is long enough. If they aren’t willing to leave it on there for that period
of time. So | really don’t think, | really am concerned that 60-days is not protective

enough for the public’s health and would urge that you look at the science on that.

Sue Doneth
We were talking about, it just appears to me that the report sort of contradicts itself
and if thisin fact is a voluntary guideline document | guess my fedling is that we should
probably ask for the moon and be happy if we get one of the stars. | guess | take

some exception to either recommending a passive approach to treatment to reduce
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pathogen levels. Why are we not just coming out and recommending the active

approach?

Dr. Michelle Smith
Thereisevery likelihood that the passive approach if it is applied for along enough
period of time won’t be effective, but we just don’t know what that period of time
will be. And that is being researched. The passive approach is very likely to be
employed in a lot of operations just because of limited equipment, personnel etc.
We aso don't have any evidence to be prejudice against that kind of treatment

if the manure is well aged enough.

Sue Doneth
If you don't have any clear cut guidelines on what “well aged” means, what you are
saying a passive approach will be as effective if it is done correctly, but we can’t

tell growers what done correctly means.

Dr. Michelle Smith
And we can’t even tell growers what done correctly means for all of the active
treatments at this point and time either because there are just to many variables.
The research on manure has focused largely on soil fertility issues. Research on
Food Safety is largely just beginning. As a matter of fact there were two of us
speaking in the Food Safety area specifically at the workshop. There have been
alot of other factors that kind of taken precedence in peoples minds. And that is
one more reason for the guidance document at this point and timeisto try and
raise peoples awareness in an area that may not have been concerned about.
I’ll just relate one comment that came in on the working draft which you may

appreciate. One comment said that people have been using irrigation water
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and manure for thousands of years and we're still here. And so they thought
that we had gone to far in the recommendations that we were making. But

just to put a different prospective on things.

ChrisSilva, Nutrition Weekly
On page 25, the handling and application -- | was just thinking perhapsiif there
could be a little bit more specification as to perhaps maybe the length of distance
that could be suggested from the manure sites to or there holding pensin relation
to the water tanks or other areas on the farm that are at risk for contamination.
There just seemsto kind of gloss over rather quickly. | know that thisis suggested
but can’t really make requirements about, but perhaps it could suggest an appropriate
length of distance that they can used as a guide. Also, if the FDA does think that
a storage site would work then maybe they could go into alittle bit more of what
agood storage site would be, i.e. whether it would need a roof, what material it
should be made out of; and some things a little more like that. And then backtrack
then perhaps with the water that they could also suggest that the area that the water
tanks are going to be in, that they be looked after alittle bit more meticulously
perhaps to bare animals from sheltering up in the area and causing concern of
insects falling in or etc.

Dr. Michelle Smith
Thank for the comments. In reference to providing more explicated recommendations,
again thisis avery broad-scope document but if anybody can help us with information
to make more explicated recommendations that would have broad application or
even any kind of tool to provide information on what might be most appropriate in
different situations, we are certainly open to that. There is some really neat research
going on at Beltsville where they have land that has specifically been sloped to different

degrees and they are measuring water travel and pathogen travel. It's on akind of
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fake roof almost with dirt on top and you climb underneath and collect leachy with
different soil types. So, in some regards we are not there yet. In other regards we

are looking to get as close to it as we can, based on any kind of help we can get
between now and October. The other option is to work with USDA (inaudible)

and others to develop more region specific guides where it maybe possible to

get into some of the finer details. At this point and time, | would like to introduce the
co-author of the guidance document, Dr. Joyce Saltzman. She is a Consumer Safety
Officer with the Food and Drug Administration, the Center for Food Safety and Applied

Nutrition. And in a previous lifetime she worked on health claims.

Dr. Joyce J. Saltzman
| think it isimportant that when we start looking at sanitation and hygiene with
respect to our agricultural commodities in our environment that we have to
recognize, that we have avery diverse agricultural work force in this country.
And it is made up of individuals with many different backgrounds and coming
from many different cultures. It can not be assumed that the work force knows
about or even practices good hygiene while working with fresh produce. The
guide therefore recommends that all operators establish good hygienic practices
that should be followed by everyone that handles or works with fresh produce.
Perhaps the first step in doing thisis for operators to be aware of existing regulations
that are out there now that deal with worker health and hygiene. For example, the
Occupationa Safety and Health Act has set standards for protecting worker health
in the field and in packing facilities. Even though this approach is from OSHA it
comes from the prospective of the worker, coming from the perspective of the
produce we must realize that infected employees increase the risk of contaminating
fresh produce when they handle fresh produce. So all personnel should be trained

in good hygienic practices before working with fresh produce. What can an
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employer due or an operator? First of all we recommend that they establish a
training program. Each program should be geared toward the level of understanding
for their employees. A formalized training program along with periodic evaluation
and follow-up with training sessions has proven to be effective in other segments of
our food industry. Operators or the person in-charge of employees should also
become familiar with typical signs and symptoms of infectious diseases. This

was briefly mentioned this morning that we did receive a number of comments on
this questioning whether we are asking farmers now to become physicians, which
we are not. We are simply asking that they become familiar with signs and
symptoms. Workers with diarrhea disease and other signs of infectious diseases
should not work with fresh produce or produce handling equipment. Lesions
containing pus that are located on parts of the body that may have potential

contact with fresh produce, has the potential of contaminating it. Operators should
provide protection for any employees or workers that do have such lesions. It

will easier to adequately cover it so it will not contact fresh produce, that worker
should perhaps be reassigned to job where they won't have contact with fresh
produce. | just mentioned the training program, this ssmply give some elements
that we recommend for a training program, it is not limited to this. We want the
training programs to be individually geared toward the different employees that

an operator may hire. Aswe said all personnel should comply with established
hygienic practices. To do so, you should teach them the importance of good
hygiene and help them to understand what happens in the absence of good

hygiene. They should be taught the importance of good handwashing, when to
wash, and handwashing techniques that should be used. Don’t assume that

every one knows the correct way to wash their hands. Thisis asimple task but

it isan important one, and it is certainly a measure that it can be done very

easily and it should be done correctly. With some of our other public meetings
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we had comments from a farmer that said well | never though that | should teach
my employee how to wash their hands but now I am going to reevaluate that.
He just had the assumption that everybody knows their hands. Thisis what we
want the operators off- to come away with, to reassess their own operation
and take steps that they can do -- some of them maybe very simple to help
reduce the potential hazards of microbial contamination of the farms. With
respect to toilet facilities. The guide recommends that workers be encouraged
to use available facilities to reduce the potential for crop contaminating fields,
produce and other workers and water supply. Be sure that workers are given
the opportunity to use the toilet facilities and not just have to wait until they go
on breaks. The obvious reason for thisis to try to discourage the elimination
of waste in the field. Provision of toilet facilitiesis required for workers under
OSHA. What is shown here is OSHA Regulation. CFR 1928.110 which
addresses the field worker and OSHA Regulation 1910.141. subpart J, gets
into the actua establishment which does include packing facilities. Any kind
of an enclosed or partial enclosed establishment. Some general practices to
apply to sanitary facilities including both toilets and handwashing equipment
includes that they should be accessible to all employees. They should be
properly located so not be near awater source used in irrigation or in an
areathat is subject to potential runoff in the event of a heavy rains. They

also so should be well supplied with toilet paper, awater basin, water,

soap, sanitary hand drying facilities or devices and a waste container. All
facilities should be kept clean and sanitary. Containers that are used to store
water for handwashing should be cleaned and sanitized on aroutine basis

and refilled with potable water. Now in discussing sanitary facilities we have
to also address sewage disposal. In this situation we have to refer to our

friends with EPA who have a number of regulations that are in place under
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40 CFR Part 503. All operators should be following these regulations which

have been in place for some time. What we recommend in the guidance document
is that tank trucks should have direct access to toilets for servicing them. For

all toiletsit isimportant to have a plan for containment of effluent in the event of a
spillage or leakage. We have seen in one operation where toilet facilities were
moved along the field on the flatbed behind the tractor. Thisis while the workers
were in the field harvesting produce. This situation maximized accessibility of the
facilities to the worker, but care must be taken to ensure that the facilitiesin the
field do not contaminate produce. In this particular operation the toilet facilities
were moving behind the workers and were not actually rolling over produce. They
were only going over land that was already harvested. Before | go on into the

field sanitation, | would like to entertain any questions you might have on worker
health and hygiene. On field sanitation. Some good manufacturing practices that we
recommend in the guide: that when working in the field you want to have any storage
facilities that are located in the field to be clean so they don’'t contaminate or cross-
contarninate produce. If you are using cartons that are in need of repair or darnaged
they should be assessed. If they can’t be repaired they ought to be thrown out

and replaced. For muddy containers or cartons, they should be cleaned before
being used. The produce that is being removed from the field for further packing

or processing, remove as much mud and dirt from the product as practicable in the
field. In other words, leave the contamination in the field as best as you can. And
lastly, insure that produce that is packaged in the field is not contaminated during
the process. Because we know there are a number operations where there is

just alittle packing shed right in the field and produce just sits and then is processed
for packaging right there in the field. So that hasit’s own set of concerns that need
to be address in order to maintain good field sanitation. Field equipment must be

used properly whether it is planting, growing, or harvesting season. Field equipment
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includes a number of different articles, not just large machinery but it aso includes
cartons and baskets, tables, packing materials, brushes, buckets etc. Many different
things. But any equipment, particularly the large equipment that has been used to
haul or carry items such a garbage, manure or any such material that could possible
contaminate fresh produce should not be used unless it has been cleaned previoudly.
And cleaned and disinfected depending on what has been hauled in it. The guide
recommends that operators assign someone to be in-charge of equipment and be
responsible for insuring that it is maintained, working properly, and kept as clean
as practicable. Now looking a packing facilities. Just a general recommendation in
the guideisthat for all packing facilities or packinghouses in the ground around them
that they may be maintained in good condition to reduce the potential for microbial
contamination of fresh produce. With respect to the grounds around them, the
packing facilities, it includes things of ssimply keeping the grasses cut; keeping trash
hauled away -- you don’'t want to be attracting pests, rodents or animals that could

possible get into the facility and then contaminate produce.

Sue Doneth, STOP
In the field portion of the guidelines there is no reference made at all to actually
handling food products. Most of it talks about equipment; it talks about
removing dirt from product. | guess specifically I’'m think in terms of strawberries
for instance that are picked for processing to be frozen. The calyx isalot of
times manually dug out of the fruit from aworker using a fingernail. Is there
going to be anything added in here in terms of using tool or something else

on certain kinds of produce where you actually have to manipulate the fruit?

Dr. Joyce Saltzman

We didn't attempt to get into specifics because of the broad-scope of this.
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Initially as you hear early on in the produce safety initiative we were considering
(inaudible) these specific documents which would have gotten into that direct
issue, all of the issues related to specific harvesting of produce. At this point
we have not considered it Try to address the handling in the sessions of
training workers and ideally teaching them proper handling techniques for

produce.

Sue Doneth
Well you can word it in away (inaudible -- attendee was speaking from her

seat)

Dr. Joyce Saltzman
Well that is a good suggestion. We'll take your comment on that. Thank you.
Are there anymore guestions on that section?
Within the packing facility, recommendations not to unlike what we saw for the
field. Before you bring produce into a packing facility try to remove as much dirt
and mud as practicable from the product outside the facility or packing area.
Again for cartons, repair them or discard the darnaged carton that you cannot
keep clean properly because they can harbor organisms that can contaminate
the food. Clean muddy pallets, container -- all general practical knowledge
that is very applicable to the packing facility and to the field. In one of our site
visits we saw a carrot packing where trucks seemed to unloading at least as
much as field soil as carrots, and this is just viewed that this extra field soil
placed a huge burden on the cleaning operations for the produce. So any
thing that can be done ahead of time away from the packing facility we think
will maximize reduction of microbial contamination. The packaging equipment

like field equipment it al needs to be kept in good working condition, as clean
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as practicable, and used appropriately to prevent microbial contamination of
fresh produce. If you have packing equipment be sure it does what it is suppose
to do. Make sure it works. All packing areas should be cleaned at the end of
each day or more frequently depending on the specific operation. Be sure that
when you start a new operation that the equipment is specific for that, it has been
cleaned, sanitized if necessary or disinfected if necessary. Operators should
ensure that cooling systems are maintained in proper working order and be kept
clean. | am not addressing the water quality here. That was addressed in
Michelle's session. Here we are just talking the equipment itself. Be sure that

it works. Be sure that it does what it is suppose to do. And keep it clean.

It is also important to clean all product storage areas on a regular basis.
Removing dirt, debris, and produce waste. Finally all packing facilities should
have a pest control system in place. The guide recommends that operators
establish a pest control system which would include maintaining the grounds in
good condition; monitor and maintain facilities regularly; blocking access of
pests into the enclosed facilities as best possible; and use a pest control log

to help monitor what has been done, areas that might have been infested that
have been treated, do spot rechecks to make sure that your pest control
approaches are working and are effective. Now before | move onto the

last section of my area, are there any comments on the packing facility.

New to this guide that we didn’t have in the working guide isin response

to comments. Operators who permit customers to pick there own produce

or who sell produce directly to customers should use the opportunity to

teach customers about good handling practices for fresh produce, and to
promote good hygienic practices. Customers should follow established
hygienic practices just asif you would require an employee. The guide

recommends that all customers who pick produce be provided with properly
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equipped handwashing stations in the field, and that there be clean, well supplied,
and convenient restrooms for their use. Encourage operators to educate
customers about washing fresh produce that is going to be eaten raw.

With regard to transportation this general statement, that produce may become
contaminated with the loading or unloading storage transport operations. Obviously
anyone who is working in the transport area whether they are loading or unloading
should follow good hygienic practices. So again an operator, if they are not the
transporter whoever it is should have their own good hygienic practices established
and apply the same kind of requirements that we would for workersin the field.
Anybody who is going to handling or transferring produce should follow. Operators
should ensure that some is responsible for inspecting trucks that transport cartons
before loading inspect for cleanliness, odors, any signs of contamination, and find out
what prior loads were carried in the vehicle before loading the produce. It maybe
prudent to clean and disinfect it before any loading is done. We had some farmers
at our other public meeting who said that they automatically just clean the trucks.
They don’t even try to find out the answers to some of those questions. They just
take it on themselves to ensure that those vehicles are ready for transporting their
produce. It isimportant to keep in mind that transport vehicles to keep them clean
in order to reduce microbial contamination or cross-contamination. Once again,
focus on prevention of problems, and not be chasing after problems and to reduce
them later. During transport it is recommended that proper storage temperatures
be maintained to ensure both the quality and safety of fresh produce. If when
trucks are loaded they the produce should be loaded so as to minimize damage

to the products. Now the last section of our document is on traceback. Are there

any question on transportation | will be glad to take them.
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Catherine Carneval
Traceback was covered very well this morning by Ellen
and she pretty much gave everything that we have in our
guidance document so we can go over this fairly
guickly. Traceback is the ability to trace, to track
food items, from the consumer to the source of the
products. An objective traceback program can serve as
an important compliment to any good agricultural
manufacturing practices intended to prevent the
occurrence of food safety problems. In the guide, we
give an overview of the traceback process. It begins
with identifying the suspect food item and the point of
service where the food that caused the outbreak was
served or sold. Next, pertinent information is gathered
such as identifying product type, packaging, labeling,
lot numbers, expected shelf life, and so forth.
Identification and documentation of the source of
suspect shipments of the product can be obtained up to
t he point of service of one of two ways. One by tracing
lot numbers or by reviewing delivery records for
information about the time period when the product was
salable and usable combined with employee interviews i n
al | pointsin the distribution chain.Thisoption does
require a lot of time and effort and the information
gained may be less than perfect. Now Ellen also went

through information about the challenges for the fresh
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produce industry. We repeat those in the document. | am
not going to go over them now. And advantages of an
effective traceback system. As she pointed out,
traceback is very difficult and very complicated, but
we certainly do encourage operators to consider ways
that they might be able to try to keep track of their
own produce as far as possible along the food chain.

In conclusion, that once your good practices, your good
agriculture and manufacturing practices are in place,
insure that the process is working correctly.
Regularly monitor operations to insure all practices
are being followed. Without accountability, the best
attempts to minimize risk of contaminating fresh
produce are going to be subject to failure. Andthat’s

all 1 have to say. Do you have any questions?

Sue Donet h
Just one comment on page 46 the sentence that reads,
“assistants who identify the source of fresh product
cannot prevent the occurrence of a mcrobiologica
hazard that may lead to an outbreak of foodborne
di sease.” | would just suggest that nay be reworded to
just include the word “an initial” outbreak of
f oodbor ne di sease. Because | think traceback capability
will allow the reduction of an outbreak because it may
prevent further distribution of a product, nunber one.

And number two, if an outbreak occurs and you are able
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to trace it back to find the origin, you nay be able to

clean up practices there and prevent a future outbreak

Cat heri ne Carneval

Thank you very much. Any other comments?

Louis J. Carson
I would like to enphasize that each one of the sections
of the guide, while sone people may think certain
recommendations or actions are trivial such as hand
washing, we do not. 111 share with you an antidotal
story. There was a report in the paper about hospitals
and what was |leading to the increase of infections at
hospitals. NH did a study and found that physicians
who should know what they are doing were not properly
washing their hands which led to a significant increase
in those infections. So, even in the section where we
tal k about taking sonme tinme to educate workers on how
to wash, while it may seemtrivial, can really pay off
di vidends where it can pose severe problens to that
product. So, we believe that each one of the sections
does have a value added to the overall quality and
safety of the product. So we would |ike to enphasize
that. | think sonme of these can be |ooked on as comon
sense, everyone does it, but you'll find if you |ook at
the systens, not everyone really does that. So | would

just like to offer that as encouragenent that, while
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these are voluntary, | think a lot of what we are
trying to do and has been enphasized is raise the

awar eness on the food producers to nake sure they are
taking affirmative steps. And affirmative steps are
what we’'re about. Many are, as we have said, we' ve
based nmany of these recomrendations on industry
practices or industry documents, but nore can be done.
If there are no other comments or questions concerning
the guide, then | am going to open it up for public
comrents and there were two people that have indicated
so far that they would like to nake a public conment.
So let me first call on those two people and then, if
anyone else would like to nmake a public coment, you
may. I was remnded that | had forgotten to nmake one
ot her statenent about the good agricultural practices.
One of the things that we ve been struggling with is
how are we going to assess progress. W have been
grappling with this both from a donestic and an
international standpoint. W are working with a
national agricultural statistic service within the
Departnment of Agriculture. W will collectively be
devel oping a survey questionnaire which we wll be
using with farners through the National Association of
State Departnents of Agriculture will directly conduct
the survey for us. It will be to assess Ag practices as
they are today and then, after a few years, to assess

if there are changes in those practices. So this
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survey, which we hope to do in a pilot form next fisca

year, will then, once we’ve |earned how well the pil ot
has worked, we will then expand it. Those survey
guestions will then also be used to assess

international agricultural practices. W need to first
get a baseline. What we are struggling with currently
is the fact that agricultural practices within the
United States are wi dely diverse based on the commodity
region and avail able systens. Likewise, it’'s even nore
di verse as you go beyond our boundaries. So we are
trying to cone up with a survey mechanism that wll
give us a general sense of those agricultural practices
and then to assess what inpact the voluntary guidelines
have had on those pre:tices. W are not going to be
using the survey to _y what practices are good and

bad. W’'re going to be there to assess what the
practices are and to what extent people have

i ncorporated the guidance that we have put forward in
changi ng those practices and what practicalities have
been devel oped in using those guidelines. So | just
wanted to let you know that we are working with the
Departnent of Agriculture in trying to get an
assessment tool. OK, let me next turn it over to

El i zabeth Dahl who would like to make a public

st at enent .
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El i zabet h Dahl
Thank you very nmuch. | would like first to just respond
briefly to the conment that was referred to earlier
about someone saying that we have been using irrigation
and manure for thousands of years and we’'re still here.
But we have al so been getting sick and dying from
i nfectious diseases for thousands of years and that
doesn’t nean that we should still be doing it. | nean
that’s why | think that these guidelines are a good
first step and that they include many, many excellent
ideas. But the real question for ny organization is
what does this really nmean for consuners? Are they
going to be adopted? Are we going to see a decrease in
foodborne illness from produce? That would be the rea
nmeasure of success from our viewpoint. | would like to
just point out that fruits and vegetables that are
contam nated with pathogens are adulterated under the
Federal Food, Drug and Cosnetic Act and the FDA
therefore has the authority to require sonme kind of
steps that producers take to reduce this contam nation
just as they did for seafood (inaudible). So we would
like to strongly reconmend that the FDA consider taking
such a step particularly if producers don't inmediately
start conplying with the voluntary guidelines. |
understand that there was a statenment made that we
don’t have the science to require maybe everything that

needs to be required at this point. But we do have
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science on sone points and regulations could go into
place in those areas. FDA should | ook for commonalties.
For exanple, wherever in the process water is touching
a product that’'s going to be eaten that’s not going to
be cooked first, | mean that could be a control step.
That could be a point where intervention is nade

wi t hout having to analyze every step and agricultura
process in the country. In talking about this
particular guideline, as | said, a voluntary
recommendation, | noticed a big difference in wording
between the water in the nmanure sections and the
sections after that. In that, the water in the manure
sections are very vague and they contain |anguage |ike,
producers should be aware of risks or they may want to
consider doing x, y or z. That really isn't enough.
Action steps should be included. Just because it’'s a
vol untary docunent doesn’t mean that it shouldn’'t
include a tough, clearly enunciated standard so that it
really has sonme value to the growers, to the people it
is trying to assist. Thanks very nuch for the

opportunity to coment.
Louis J. Carson

Next is Jaine Almonte who would like to make a public

conment .
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Dr.

Jai me Al nont e-Al var ez

Thank you very much for the opportunity to make these
comments. On behalf of the Departnent of Agriculture in
Mexico, | would like to nake sone inportant conments.
On behalf of Dr. Francisco Qurria-Trevino,
Undersecretary, Secretarial de Agricultural in Mxico, |
am pl eased to provide these general conments on the
draft guidance: Quide to Mnimze Mcrobial Food

Saf ety Hazards for Fresh Fruits and Vegetables. Mexico
has watched with interest the devel opment of President
Cinton’s Food Safety Initiative. As a nmjor source of
the inported fresh fruits and vegetabl es consuned in
the United States, Mexico is especially interested in
the President’s initiative to ensure the safety of
imported fresh produce and is conmmtted to working with
the United States to devel op appropriate guidance for
the growing, harvesting, packing and transportation of
its agricultural products. On behalf of the nany

rel evant agencies in Mexico responsible for food
safety, SAGAR is seeking to finalize a formal,

conpr ehensi ve partnership agreenment with the United
States to ensure cooperation on research, technical
assi stance, training and education, surveillance,
nonitoring, technology and information-sharing and

ot her aspects of the FSI. Mxico believes its food
safety standards and enforcenent will neet U S food

safety standards and is commtted to working with the
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United States, Canada and other countries around the
world to secure and sustain the confidence of the U S.
and gl obal consuners in the safety and whol esoneness of
the international food supply. LiketheUnitedStates,
Mexico is committed to science-based food safety
standards. Food safety is an inportant international
public health issue, and the protection of public
health renmains one of the nost cherished
responsibilities of every nation. Like the United
States, Mexico also strongly believes that food safety
should not become a tradeissue.Valid public health

i ssues should not be abused by conpetitors to disrupt
the flow of trade. SAGAR urges the Food and Drug

Adm nistration, the U S. Departnent of Agriculture, and
the other relevant agencies of the U.S Government to
take care to ensure that any and all food safety
regul ati ons and procedures be based on verifiable
science and that their enforcenent be carried out in an
obj ective, non-biased, and structured nanner. Food
safety rules should not be available as tools to confer
a conpetitive advantage. SAGAR S producer, processor
and exporter constituents are confident that their
systens and standards neet the requirenents of the

gui dance, many of which are common practice in Mexico.
But the nature of the guidance is that conpliance with
its requirenents envisions additional supervision

and/or surveillance. Wether or not the guidance

88



remai ns “voluntary, " Mexico's custonmers nmay seek sone
form of certification or assurance of conpliance. And
these certification procedures and protocols are likely
to require substantial additional tine, investnment and
training. Like our US. counterparts, we believe these
requi rements could be nore effectively inplemented wth
additional tinme. Qur constituents are also concerned
that the United States may |ack sufficient information
to provide appropriate guidance for products not grown
in the United States. As you may know, Mexico has
offered to work with the United States to devel op
appropri ate guidance for the production, harvesting,
packing, etc. of its products. W wll provide
additional, detailed coments to the Food and Drug

Adm nistration prior to the June 29 deadlines. | thank

you for your attention.

Louis J. Carson
Thank you. Previously, Ms. Edith Garrett from
International Fresh Cut had also asked to nake a public

statement. |s she here? OK | would then...

Dr. W. T. Jolly
I’'mDr. Jolly from the New Zeal and Enbassy. The
statenent that the Enbassy would like to make is that
t hroughout the guide there are references to basic

legislation in the United States and al though that
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legislation is particularly relevant and the principles
on which that legislation is based is very relevant,

t he Enbassy and New Zeal and would like to see an
equi val ent statenent so that the guide does not only
reference donestic legislation but recognizes the
equi val ence of overseas legislation with respect to
hygi enic requirenents etc. etc. so the principles are
carried through but we don’t have producers just
replicating the donestic legislation but the principles
it contained and net with, where overseas |egislation
is nore stringent than inporters fromthe United States
expect that their legislation is actually applied. The
only other coment we’'d like to nake was nmade a little
bit earlier this norning. The term “relative risk” is
not really incorporated and that’s been explained that
the science is not quite there to actually give a
ranking, but we'd like to see as the guide is
progressed that if the principles had been considered
and if it was directed to Ag, had the issues nost
significant so that we do get sone stance inprovenent
and we don’t get over (inaudible) but it’'s sone degree
of relative risk and principles incorporated in the

gui dance. Thank you very nuch.

0



Louis J. Carson
Thank you for those comments. Next, M. Nancy Snider
fromthe Sprouts Association would like to nake a

conment .

Nancy Sni der
Hello. I'm Nancy Snider, President of the International
Sprout G owers Association. | want to say that | have
really learned a great deal fromlistening to all these
presentations this norning. It’s surprising how much of
this is quite appropriate to our sprout problens.
Basically, | amgoing to talk just a mnute about
sprouts. | won't take long. I wanted to coment nore on
the mcrobiological safety evaluation and
recommendation. To introduce ny subject, | would |ike
to give you just a few statistics that may surprise
you . Worldw de sprout sales are approximtely one
billion dollars with the U S. market being about 250
mllion dollars. There are approximately 5,000 sprout
growers worldw de and this excludes China which is a
huge sprout growi ng nation, but we don’t have much
statistics. There are about 475 growers in the U.S. and
Canada. The sprouting industry in the U.S. and Canada
is about an exact parallel to the farming industry
which variesinsize from very small growers about
fifty thousand dollar a year type people to five

million dollars to the larger growers. There are many
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benefits from eating fresh sprouts. Not only are they
rich in proteins, vitamins and ninerals, but governnent
and independent nutritional studies have shown that
Americans should indeed increase their consunption of
fruits and vegetables to at |least that fanmous five a
day. These sane studies show that generous servings of
fresh fruits and vegetables in our diet are protective
agai nst many cancers and | essen the risk of coronary
heart disease. Researchers at Johns Hopkins University
show that broccoli sprouts contain 20 to 50 tinmes the
amount of the conpound, |’'m sure you' ve all heard
about, sulphoraphane as mature broccoli. Sulphoraphane
is a very potent chem cal which appears to protect
human cells agai nst cancer—-causing chem cals.

According to Dr. Talalay, a Hopkins nol ecul ar

phar macol ogi st, “our prediction is that sulphoraphane
will block tunor formation in animals and presumably in
man. . . But because it will take many years to conplete

human trials on such chenoprotectors, the best we can
do for nowis to nodify our diets in a way that has a
scientific basis.” For now, Dr. Talalay recommends that
we sinply eat nore cruciferous vegetables. Based on the
Johns Hopkins work, the consunption of broccoli
caul i fl ower and cabbage sprouts can be associated with
| owering your risk of contracting cancer. Researchers
at the University of Kentucky indicate that there nay

be compounds in alfalfa sprouts which will al so benefit
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in the fight against cancer. However, that research is
just beginning. Wth all the good reasons we shoul d
include fresh sprouts in our diets, there are sone

ri sks associated with eating sprouts. These risks are
about the sane in fresh sprouts as for fresh cut
produce, as the mcrobial loading for both is

identical. Mst sprout conpanies have never been
associated with a foodborne illness and many of us have
been growing and selling sprouts for nore than twenty
years. In the past five years, less than one percent of
the growers in the United States have been involved in
any sprout associated illness. Sprouts are generally
locally grown and distributed in small geographic areas
with nmost sprouting seed shipped through only a few
distributors. As a result, outbreaks are easy to
recogni ze, trace and contain. Sprouts are a unique
product and consumers can easily remenber if they have
or have not eaten sprouts before they becane ill rmaking
the traceback much easier in sprouts than in nost fresh
produce. Because all but one of the foodborne illnesses
associated with sprouts have been attributed to

contam nated seeds, we in the sprouting industry are
vigorously pursuing all possible research avenues to
find nmethods of sanitizing our seeds. W are exploring
various chemcal treatnments which will sanitize the
outside of the seed hull. Amng those that we have

tried are potassium sorbate, calcium propionate, sodium
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hyproclorite, peroxide and ozone. The best results that
thus far we’ve been able to obtain is by using 2%

cal ci um hyproclorite for nearly twenty m nutes,

t horoughly rinsing and re-soaking the seed and then
rinsing again in potable water. Various surfactants
were tried but nost inhibited germnation while not
increasing the efficacy of the treatnment. The above
treatnents are very effective for seed contam nation
when the seed hull has not be penetrated by a pathogen

Several researchers out at ARS are experinenting with

irradiation or gassing of seed which will penetrate the
seed hull. Meanwhile, what are we doing? Before we can
find a lethal treatment which will either kill or find

t he pathogens or sonething that we can introduce into
sprouting seed that will crowd out all possible

pat hogens, we at the sprouting industries are view ng
all sprout workers as food handl ers and not
agricultural workers and are follow ng good

manuf acturing practices for food handling. W view all
sprout seed as food and we insist that good
agricultural and manufacturing practices be enployed in
seed production in the processing and storing of seeds
that are designated for sprouting. W are updating our
sanitary guidelines for our industry as nore
information is available. W have devel oped and are
continuously upgrading a HAACP plan for the sprout

i ndustry. This plan includes a critical control point
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for the chlorination of seed or, in the alternative,
sonme nethod of seed sanpling that will determne if the
seed has been contaninated. |SGA is establishing a seal
of approval for the sprout industry. This seal wll
only be awarded to sprout facilities that enploy good
sprouting practices which have been verified by a
private inspector. W intend to advertise this program
to all supermarkets and let them know what this sea
nmeans and to encourage them to buy only products which
contain this seal. W are educating our nenbers as well
as non-nenbers in safe sprouting processes. | SGA al so
recogni ze that we have not yet found a nagic bullet

that will kill all pathogens that mght be on sprouting
seed; however, by chlorinating our seeds at high levels
and enploying good farm practices and good
manufacturing practices, we have greatly reduced or
elimnated nuch of the risks associated with eating

fresh sprouts. Thank you.

Louis J. Carson
Thank you for your comments. Next we have M. Sue

Doneth who would |like to make a comment from STOP.

Sue Donet h
I don’t have a statenent prepared, but | thought it

necessary after sitting through the neeting to comrent

somewhat at the end of this. 1'11 be brief. | think
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El i zabeth covered very adequately a lot of the concerns
that consuners have. | wll tell you again who |I am

My nanme is Sue Doneth and I'm from STOP, Safe Tables
Qur Priority which is a national grass roots consumner
organi zati on of foodborne illness victins and their
famlies. It was started during the Jack-i n—t he—Box
Ecoli outbreak and has since grown to include a nunber
of foodborne illness victinms. | became involved in this
i ssue when ny own daughter becanme a victim of foodborne
illness a year ago. Since then, |’ve becone very
involved in the issue involving the safety, or |ack

t hereof, of produce both donmestically and inported.

One of the things that | want to stress, talking as a

nother, talking as a consunmer, and talking from a

consumer group, | don’t care where ny food conmes from
I want it to be safe. Period. | don't want it to be
safe at the lowest cost. | want it to be safe. | don’t

think there is a consuner shopping or a nother feeding
her famly who is not going to pay a few pennies nore
to be relatively assured that the product that they are

buying is safe for consunption and safe to feed to her

children. Another thing that | want to stress and one
of the reasons that | come to these meetings, | don’t
do this for a living. |’ m not a paid professiona

speaker. |’mnot a lobbyist. | have a full-time job. |

use all of ny vacation tinme to do this on a volunteer

basis because | think it’s inmportant that industry and
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governnent hear from consuners. | think it’s inportant
at these neetings for everyone in here to renenber when
we are talking about statistics and reports and
guidelines and all of these other terns that, when we
talk about the 80 mllion people who get sick every
year from foodborne illness and the over nine thousand
that die, all of the people have a face. They all have
a name and they all have famlies. They all cone from a
community. M el even—year—-old daughter, a full vyear
later, is still suffering nmedical difficulties as a
result of getting ill fromfood. So |I think it is

i nportant that everybody renmenber that. W’ re talking
about people and a lot of tines we are tal king about
children. The cost to the victins of foodborne illness
is astronomcal and it can’'t always be quantified. |
can’t put a cost on many of the things that have
happened to ny daughter in the last year. | can't tell
you how nmuch it costs a ten-year-old not to be able to
participate in soccer or be able to participate in a
dance class because she’s not physically able to do so.
There is no cost that | can be put on that and | hope
that industry keeps that in mnd when they are | ooking
at the cost of inproving their systens to assure a
safer food supply. One of the other concerns | have as
a consuner, and | think all consuners have, is red
flags go up when we hear the word “voluntary.” | know

this is a start and | know that we have to start
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somewhere, but put quite sinply, consuners do not trust
voluntary actions all the time by industry. There have
been a lot of nmandatory standards in place that have
not been followed. There have been rules that have been
broken and |aws that have been broken across the board
t hat have happened. So there is a lot of consumer
skepticism when we tal k about voluntary which is why I
think it is very, very inportant that when we are

| ooking at a docunent like this, because we are calling
it voluntary, because we’'re calling it a guideline, |
think that we need to stay away from the soft words. |
think we need to stay away from the passive approach
and | think we need to be very, very specific because,

I think we do know what works in sone cases and what
doesn’t. | think, rather than dancing around the

i ssues, sonetines we need to just spell it out and
stress to industry that these are things that they

shoul d inplenment. Thank you.

Louis J. Carson
Thank you for your comments. W have two nore speakers.
One from the Enbassy of Chile. Do you want to cone up
now? WIl you please give your nanme when you cOme up

and any other affiliations?
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Eduar do Sant os
My nane is Eduardo Santos. |I'm wth the Agricultural
Counsel for the Enbassy of Chile responsible for all
the agricultural issues and trade matters between Chile
and the United States. As you are aware, we are an
exporting country but basically depends to a very |arge
extent on agricultural and agricultural exports. W
like and we want to reassure our custoners, our
consunmers, that we are producing to the best standards,
the best international standards, and we would like to
keep it that way. W will continue to cooperate with
the United States and other countries to keep that
matter. W have worked pretty closely with the Food and
Drug Administration and the Chile Departnent of
Agriculture and actually we have today the | argest
contingent of U S. inspectors outside of the United
States. Every single food package you get in this
country has been inspected by U S officials in Chile
and here on arrival at the US. ports. W want to
assure consuners, we want to assure the United States,
that we will continue to cooperate and work together
closely with the United States on these matters and
these issues. W would also like to work with
international communities. W are cooperating very
closely with the coll eagues and Secretaries. A couple of
weeks ago, we held in Chile a neeting of colleagues,

Dr. Saltzman was present there representing the United
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States. W will remain closely associated with the work
that the international comunity is doing in these
matters because it is nobst inportant to us. Having said
all of that, we are getting a little bit concerned
with some of the devel opments that have taken place in
this country. We hear different information. |’ m not
going to claimthat I am an expert on food safety or
food issues, but since this discussion began to take

pl ace about a year ago in this country, | think that I
have been attending every single neeting that has taken
place. W get different information. W get different
data. W get different recomendations. And sone of
them very (inaudible) recomendations. Those of you
that were present at the hearing last week in Congress
probably heard the Food and Drug Adm nistration was
being criticized very harshly on sone type inspection
on foreign food. Those are worrisone matters for us and
| am particularly interested in them W like to
cooperate and will continue to cooperate with the
United States and the international communities in this
matter. They are of the nobst high inportance to us.

But we want all of these decisions being made on sone
science with respect to international rules, respect

for international agreements. W wouldn’'t like to see
these as a trade issue. W wouldn't like to see these
interfere with nornmal trade relations between our

countries. Thank you very nuch.
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Louis J. Carson
Thank you for your coments. Next, from the Enbassy of

GQuatemala, again if you would give your nane and your

affiliation.

Robert o Rosenberg
Thank you very much and ny nane is Roberto Rosenberg
and | work in the Enbassy of Guatemala here in
Washington. | also would like to take this tinme to
i nform the audience that Quatemala has been taking the
food safety issue very seriously. Quatenala has been
cooperating with CDC and FDA in all investigations
since last year and the governnent has taken this so
seriously that we have created a high I[evel conmm ssion
for food safety with the minister of our country,
m nister of public health, mnister of econony. W have
created working groups for research for both harvest
treatnent and for the certification and inspection of
farnms. Cyclospora is our nunber one priority right now
In these working groups we have included FDA officials,
CDC officials, scientists from Guatenmala and from the
Us., from different universities, Cornell University,
to help us out in this investigation. Because as we
still don’t know any thing about cyclospora. It’s a big
hypot hesis what, you know, the science is not there. So

we are trying to do everything we can to cooperate with
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CDC and FDA. But the governnent and the Berry

Conmmi ssi on has gone even further and we have

i npl emented a quality assurance program with
supervision fromthe FDA and the CDC in the farms in
GQuatemala. This quality assurance program has taken
into account the guidance that have been discussed
today. It’s even nore conservative than that and we
presented to the FDA good support for the food safety
initiative (inaudible) to be able to export throughout
the year the raspberries. It’'s even nuch nore
conservative than the quality assurance or the guidance
that we have discussed today. W have received a
positive response from the FDA a couple of weeks ago
for the export of sonme of these farns that we have
selected a low risk. W are still waiting from the FDA
for a letter which is going to specify exactly which
are those farnms that we will be able to export and what
is the conditions that they have to neet to export to
the U.S. the whole year. So that is the statenent that
| wanted to say and | thank you much for the

opportunity.

Louis J. Carson

Thank you for your comments. Are there any further

coments? Yes, M. Holzworth.
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Davi d Holzworth
I’m David Holzworth and I’m a Director of CGovernment
Rel ations for the Chilean Fresh Fruit Association and
Chil ean Exporters Association. | like to think of ny
group as a consumer group also. A consuner group
because it has a product that is intended for
consunption and our constituents consist of all those
people in the United States who buy over sixty mllion
cases of Chilean fruit every year. It is very inportant
to our conpanies within the Chilean Exporters
Associ ation, that products to you continue to be
popul ar and accepted by the consumer and neet the
hi ghest standard of food safety. Like everyone else in
this room the Chilean Exporters Association and the
Chilean Fresh Fruit Association is in favor of food
safety and is in favor of increasing standards for food
safety as we find nore and nore effective neans of
getting a high quality product to the consunmers. | have
only a few comments to nmake generally. Qur technica
comments Wll follow in witten form First coment is
that we believe that the data and all discussions of
data including statistics about foodborne illness and
t he nunber of deaths that result fromit nust be very
carefully made and very precisely comunicated to the
nedia so as to not create any confusion as to what we
are talking about. Earlier in the day, we heard general

sets of statistics about food safety applying to al
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illnesses related to products including seafood, neat,
poultry and dairy. W later heard some nore precise
statistics from the Center for Di sease Control that
quantified the amount of the problem that is directly
attributable to fruits and vegetables. There has been
no precise discussion of the data in terns of what the
issue is and how it should be framed with respect to
inmporting fruits and vegetables. One piece of data that
I’m absolutely sure of is that there are zero instances
of foodborne pathogens related to products inported
from Chile and that’'s a very inportant point that if
anybody in the nedia doesn’t get right we'll be sure to
remind them Now, we have been very blessed in Chile by
certain natural barriers to pests and also a very
favorable climate often conpared to California only in
the southern hemisphere. That has allowed Chile to take
advantages of its natural environment to develop its
industry to the point where it is today. No one can
guarantee with absolute certainty that there isn't
going to be a food safety problemrelated to a product
froma particular farmor from a particular country,

but all of us here in this room want to work toward
mnimzing that possibility to the snallest degree
possible. For that reason, we are glad to join with
FDA, USDA, consuner groups, consumer representatives,

or should | say the other consunmer representatives, to

work toward that goal. That’'s what we want to do. In
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addition to participating in these proceedings and, as
Eduardo Santos has nentioned, the Chilean CGovernnent
has cooperated with agencies at the U S. Governnment and
that’s also involved a trilateral arrangenent with the
Chil ean Exporters Association to basically have a very
| arge contention in the USDA inspectors down in Chile
to look at the fruit. But, beyond that, what hasn't
been nentioned nuch here are the efforts that take
place in an ordinary course of comrerce in a

mar ket pl ace to increase food safety standards. There
are a nunber of voluntary contractual agreenents

bet ween exporters and growers and conpanies that ship
the product to the United States that absolutely
require a certain level of inspection, quality
assurance, and neeting of standards to try and get that
| evel of quality product up to the point where we all
want it. Put all of those prograns together, the
voluntary prograns that are entirely within the private
sector as well as those prograns that involve the USDA,
FDA, Chilean Governnent, and Chilean Exporters
Association are sited throughout the literature of the
i ndustries and by governnent officials in private

i ndustry as well as a nodel of cooperative effort ained
at the common goal of getting the best quality product
to the consuner. W commend the agencies on their
efforts here with the guidelines to get a discussion

going fromall the groups that are affected. W think
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that’s a very inportant discussion. W fully support

it. We applaud the effort and we will continue to
participate in it. At the present tine, fromthe
governnment side, in nost cases, we think that voluntary
gui delines and voluntary has to have quotation marks
around it here because once the guidelines are out
there and, as was pointed out, FDA does have certain
authorities, those guidelines beconme a standard that is
not exactly technically required but is still nore than
vol untary because it beconmes a standard that the
industry nust nmeet to remain conpetitive in the market
pl ace and get their product to the consumer. W
appreciate the opportunity to participate and make
these comments and we | ook forward to neetings in the

future.

Louis J. Carson
Thank you for your comrents. Are there further coments
people would like to nake? That is the end of the program
fromour side. If you have any specific issues, we wll
still be here and you can ask us directly. Also, let ne
reiterate the phone nunber if you wanted slides fromthe
speaker, the phone nunber is 260-8920 area code 202 and we
will make copies of the slides that we presented this
nmorning by the opening panel. W wll be accepting comments
to the docket as has been nentioned up until June 29. W

encourage you to attend our other two public neetings. One
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will be in Mam this Thursday and on the 27th in San Di ego.

Thank you for com ng.
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