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HEARING TO REVIEW THE LEGAL AND
TECHNOLOGICAL CAPACITY FOR FULL
TRACEABILITY IN FRESH PRODUCE

WEDNESDAY, JULY 30, 2008

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON HORTICULTURE AND ORGANIC
AGRICULTURE,
COMMITTEE ON AGRICULTURE,
Washington, D.C.

The Subcommittee met, pursuant to call, at 1:33 p.m., in Room
1300 of the Longworth House Office Building, Hon. Dennis A.
Cardoza [Chairman of the Subcommittee] presiding.

Members present: Representatives Cardoza, Etheridge, Mahoney,
Childers, Costa, Neugebauer, and Foxx.

Staff present: Nathan Fretz, Alejandra Gonzalez-Arias, Tyler
Jameson, Keith Jones, April Slayton, John Goldberg, Pam Miller,
Pete Thomson, and Jamie Weyer.

OPENING STATEMENT OF HON. DENNIS A. CARDOZA, A
REPRESENTATIVE IN CONGRESS FROM CALIFORNIA

The CHAIRMAN. We will call this hearing to order. I would like
to welcome everyone in the audience and all our panelists. This
hearing of the Subcommittee on Horticulture and Organic Agri-
culture is to review the legal and technological capacity for full
traceability in fresh produce, and it will now come to order. What
we will do is follow the agenda. We are going to start with opening
statements by myself and my Ranking Member, Mr. Neugebauer of
Texas, and then we will proceed to our first panel. We have a very
distinguished panel with us today. I want to start by thanking you
all for attending this hearing and taking your very busy time to be
here with us.

This hearing, as I said, is on the traceability of fresh produce. We
are holding this hearing in the midst of one of the most costly and
disruptive food illness outbreaks in recent memory. Since April, al-
most 1,300 Americans in 42 states and the District of Columbia
have been infected with Salmonella Saintpaul. This outbreak was
first identified May 21 by the New Mexico Department of Health.
As the number of cases mounted, state officials alerted the CDC of
the outbreak. Meanwhile, but unbeknownst to New Mexico offi-
cials, authorities in Texas also alerted the CDC that similar cases
had emerged in their state.

The investigation faltered almost from the beginning as health
officials in both states began asking patients what they ate before
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they became ill. They used standard questionnaires which list the
major but not all food items that the patients may have consumed.
The questionnaires listed peppers but not specifically jalapeno pep-
pers, a food commonly consumed in the Southwest. But a number
of those infected remembered eating tomatoes, so with little else to
go on, the FDA issued a nationwide warning linking consumption
of certain raw red tomatoes to the outbreak of Salmonella
Saintpaul.

Hundreds of miles away, however, a different conclusion was
being reached in Minnesota. A cluster of Salmonella Saintpaul
cases emerged in connection with a local Mexican restaurant.
Among the customers and employees sickened, jalapenos were the
common thread. So over 2 months after the first outbreak began,
over 1,000 illnesses reported and hundreds of millions of dollars in
losses to tomato farmers later, jalapefio peppers were implicated by
FDA as the source of the current outbreak. This missed connection
between jalapefios as the ultimate source of the outbreak is ex-
tremely troubling. Clearly, serious flaws continue to exist in the
methodology used by some states to collect primary epidemiological
data. Furthermore, the process used by CDC to verify and redefine
the collected data calls into serious question the effectiveness of
communications between states, the CDC and the FDA. I want to
note for the record that both Texas and New Mexico Departments
of Health were invited to serve here as hearing witnesses but un-
fortunately both declined due to scheduling conflicts.

Given the FDA’s reversal on the source of the outbreak, I am ex-
tremely interested today to hear from FDA and CDC regarding the
performance of the survey instruments, the methodology employed
in interviewing the patients and the sampling protocols. Frankly,
I would just like to hear what went wrong. We all sat here a little
more than a year ago and had nearly the same conversation about
spinach. Was nothing learned from that experience? Were we any
better prepared this time around?

What was particularly troubling to me as I watched the Sal-
monella investigation drag on and the illnesses and losses mount
is the government’s continued inability to effectively and accurately
trace products from the retail level back through the supply chain
to its origin. Some food safety experts that we will hear from today
assert that these traceback efforts have been hampered by a lack
of uniform record-keeping or product descriptions or that traceback
requirements within the 2002 Bioterrorism Act have been both
poorly implemented and poorly enforced by FDA. But industry offi-
cials on the other hand claim that traceback efforts in this current
outbreak have worked well and as expected.

As we can see, there is a disagreement, but, hopefully today we
can stop the rhetoric that has been circulating around this inves-
tigation and start working on a solution because there is no dis-
agreement about one thing: the status quo simply cannot and must
not continue. Poor handling of this outbreak has confused con-
sumers, damaged producers and led to just mass confusion in the
public. You could describe our current food safety system as out-
break roulette: one spin of the outbreak wheel and your industry
may be bankrupt, your loved ones sickened. This is unacceptable
and we need to take steps to improve the response of our govern-
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ment and industry to foodborne illness outbreaks. We must stop
being reactive and wasting precious time pointing fingers as soon
as an outbreak occurs.

In the House-passed version of the farm bill, I and several of us
tried to take steps in this direction by allowing marketing orders
to include food safety protocols. I strongly supported this provision
and with the hope that the growers could fill the void of food safety
while Congress debated the merits of overhauling our current
tracking systems because tracking only solves the mystery after the
health problem has broken out. That is always helpful but the mar-
keting order approach helps improve grower and shipper practices
before consumption and before a possible outbreak. Unfortunately,
that provision lost out in a strange dance we call around here the
conference committee process, and as such, the status quo for food
safety remains in place.

But strengthening marketing orders and cultural practices are
only part of the story. Today we are here to take a closer look at
the legal and technological capacity for traceability in fresh
produce. We have four very distinguished panels to hear from
today. This hearing is purposely structured to include Members of
Congress, and we have two of the best here before us from different
parts of the country. It includes agencies, industry, scientists as
well as consumer interests. We all have a role to play in re-exam-
ining and reshaping this country’s food safety system.

[The prepared statement of Mr. Cardoza follows:]

PREPARED STATEMENT OF HON. DENNIS A. CARDOZA, A REPRESENTATIVE IN
CONGRESS FROM CALIFORNIA

Thank you all for attending this hearing and taking time from your very busy
schedules to testify today on traceability in fresh produce.

We are holding this hearing in the midst of one of the most costly and disruptive
food illness outbreaks in recent memory.

Since April, almost 1,300 Americans in 42 states and the District of Columbia
have been infected with Salmonella Saintpaul.

This outbreak was first identified May 21 by the New Mexico Department of
Health. As the number of cases mounted, state officials alerted the CDC of the out-
break. Meanwhile, but unbeknownst to New Mexico officials, authorities in Texas
also alerted the CDC that similar cases had emerged in their state.

The investigation faltered almost from the beginning as health officials in both
states began asking patients what they ate before they became ill. They used stand-
ard questionnaires which list the major—but NOT all—food items that patients
may have consumed.

The questionnaire listed peppers, but not specifically jalapeno peppers—a food
commonly consumed in the Southwest. But a number of those affected remembered
eating tomatoes. So with little else to go on, FDA issued a nationwide warning link-
ing consumption of certain raw red tomatoes to the outbreak of Salmonella
Saintpaul.

Hundreds of miles away, however, a different conclusion was being reached in
Minnesota. A cluster of Salmonella Saintpaul cases emerged in connection with a
local Mexican restaurant. Among the customers and employees sickened, jalapenos
were the common thread.

So over TWO MONTHS after the first outbreak began, and over a thousand ill-
nesses reported and hundreds of millions in losses to tomato farmers later, jalapeno
peppers were implicated by FDA as the source of the current outbreak.

This missed connection between jalapenos as the ultimate source of the outbreak
is extremely troubling.

Clearly serious flaws continue to exist in the methodology used by some states
to collect primary epidemiological data. Furthermore, the process used by the CDC
to verify and refine the collected data calls into serious question the effectiveness
of communications between the states, CDC and FDA.
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I want to note for the record that both the Texas and New Mexico Department
of Health were invited to serve as hearing witnesses, but unfortunately both de-
clined due to scheduling conflicts.

Given the FDA’s reversal on the source of the outbreak, I am extremely interested
to hear from FDA and CDC regarding the performance of the survey instruments,
the methodology employed in interviewing the patients and the sampling protocols.

Frankly, I would just like to hear what in the heck went wrong??

We all sat here, a little more than a year ago and had nearly the SAME conversa-
tion about spinach. Was nothing learned from that experience? Were we any better
prepared this time?

What was particularly troubling to me as I watched Salmonella investigation drag
on and on and the illnesses and losses mount, is the Federal Government’s contin-
ued inability to effectively and accurately trace products from the retail level back
through the supply chain to its origin.

Some food safety experts that we will hear from today assert that these traceback
efforts have been hampered by a lack of uniform record-keeping or product descrip-
tions. Or that traceback requirements within the 2002 Bioterrorism Act have been
both poorly implemented and poorly enforced by FDA.

But industry officials on the other hand claim traceback efforts in this current
outbreak have worked well and as expected.

As we can see, there is disagreement but hopefully today we can stop the rhetoric
that has been circulating around this investigation and start working on solutions.
Because there is no disagreement that the status quo can not and MUST NOT
continue.

The poor handling of this outbreak has confused consumers and damaged pro-
ducers. You could describe our current food safety system as “outbreak roulette”.
One spin of the outbreak wheel and your industry may be bankrupt, your loved ones
sickened. This is unacceptable, and we need to take steps to improve the response
of government and industry to foodborne illness outbreaks.

We must stop being reactive and waste precious time pointing fingers as soon as
an outbreak occurs. The House-passed version of the farm bill tried to take a step
in this direction by allowing marketing orders to include food safety protocols.

I strongly supported this provision, with the hope that growers could fill the void
of food safety while Congress debated the merits of overhauling our current tracking
systems. Because tracking only solves the mystery after a health problem has bro-
ken out. That’s helpful, but the marketing order approach helps improve grower and
shipper practices before consumption and before a possible outbreak.

Unfortunately, that provision lost out in the strange dance we called “Conference”.
And, as such, the status quo for food safety remains in place.

But strengthening marketing orders and cultural practices are only part of the
story. Today we are here to take a closer look at the legal and technological capacity
for traceability in fresh produce, we have four very distinguished panels to hear
from today. This hearing is purposely structured to include Members of Congress,
agencies, industry, scientists and consumer interests.

We all have a role to play in re-examining and reshaping this country’s food safe-
ty system.

With that, I now yield time to Ranking Member Neugebauer for his opening state-
ment.

The CHAIRMAN. With that, I would now like to yield the floor to
my Ranking Member, Mr. Neugebauer, for his opening statement.

OPENING STATEMENT OF HON. RANDY NEUGEBAUER, A
REPRESENTATIVE IN CONGRESS FROM TEXAS

Mr. NEUGEBAUER. I thank you, Chairman Cardoza, and I appre-
ciate you calling this hearing. Obviously this is a subject that a lot
of people have a lot of interest in. We see a lot of folks here, and
it is an important subject as well, and I appreciate the opportunity
to review the recent events with the Salmonella outbreak that has
been tentatively associated with fresh vegetables.

This was a tragic event. It is one that we hope that we can work
together both with the industry and this Committee and the gov-
ernment to come up with ways in the future to prevent these kinds
of episodes from happening. One of the things we do know is by
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and large Americans have enjoyed the safest food in the world. We
need to continue to work on that and make sure that process hap-
pens. Can we get better? I think we must. I think the real fine line
that we are all going to be walking here is, are there things that
we can do, for example, on traceback to ensure that when we do
identify that there is a problem that we can quickly resolve that
with the least amount of disruption to the marketplace and to the
consumers. I think it is going to be a cooperative effort because no
one knows more about the supply chain than the individual compa-
nies and producers themselves. We must integrate the information
that they have along with what the regulatory entities in charge
of food safety can provide for us and work together to look at the
overall system and say where are the weak links in this process so
that we can indeed make them stronger. And certainly the
traceback is one of those issues that we have had now, I believe,
two different jalapeno peppers that now have been identified as the
potential source for that.

But what we do know, as the Chairman alluded to earlier, that
tomatoes were originally named as the culprit and so we did a
widespread ban and took millions and millions of dollars worth,
maybe even billions of dollars worth of produce off the market as
a preventative measure. As it turns out at this particular point in
time, it was not necessary to do that. And so I think that also
brings up the other issue as we go down this road of making sure
that American people have safe food and the processes that we
might implement and the policies that we may make. What we also
don’t want to do is cause unnecessary processes that drive up the
cost of food to the ultimate consumer. We have already seen a fair-
ly substantial increase in food prices for Americans. Their gasoline
prices are increasing. Their food prices are increasing. And so what
we will make sense of as we listen to the testimony of those that
have interest and have knowledge about this, we are going to be
looking for common sense solutions of using the technology that we
have available to us today. We will be looking at some of the dif-
ferent places in the supply and the food chain where the cases of
contamination are more likely to happen and see what we can do
in order to make that process better.

So I appreciate the Chairman holding this hearing. I think it is
going to be very important. I think the American people are anx-
ious to see what we can and are going to do about this. With that,
Mr. Chairman, I look forward to hearing from our panel today.

The CHAIRMAN. Very good. I thank the gentleman from Texas.
He has been a great partner in working on the issues in this Com-
mittee. I would like to also say that I wholeheartedly concur with
him. I should have made this point at the outset of my opening
statement as well, that I believe that the produce and the food that
the farmers of this country grow and produce for consumption is
the safest in the world. This isn’t a question about indicting all of
our farmers. It is a question of making sure that when we do have
a problem, that we can figure out how to correct that problem and
that we continue to strive for the safest possible food that we can
produce. And so I thank the Ranking Member for making that
point.
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Now, we are going to recognize, if they come in, Mr. Peterson
and Mr. Goodlatte as the ex officio Members, Mr. Peterson being
the Chairman and Mr. Goodlatte being the Ranking Member of the
full Committee, if they show up later throughout the hearing, and
of course, they can participate as well. The chair would request
that other Members submit their opening statements for the record
so the witnesses may begin their testimony and we ensure there
is ample time for questions.

[The prepared statement of Mr. Peterson follows:]

PREPARED STATEMENT OF HON. COLLIN C. PETERSON, A REPRESENTATIVE IN
CONGRESS FROM MINNESOTA

Thank you, Chairman Cardoza for recognizing me to speak and for holding this
hearing on this serious issue. As we have watched the situation involving cases of
Salmonella Saintpaul unfold over the past several months, many of us in Congress
have become more and more concerned about the ability and agility of government
and industry to respond to foodborne disease outbreaks. I also want to thank the
witnesses who have joined us today. There are some serious questions that need to
be asked, and their answers will help us better understand what needs to be done
to respond better to the next outbreak.

There are several issues related to the current outbreak that this and other pan-
els in Congress will be taking a close look at. First is the information provided by
different states to the CDC during the effort to identify the cause of the outbreak.
Information from New Mexico and Texas suggested tomatoes as a culprit, but in
Minnesota, officials found a cluster of illnesses that started after suspect tomatoes
were removed from the menu. Now, the source appears to be jalapefio peppers, but
some people question how sure FDA can be about this source after first implicating,
then exonerating another.

Beyond these serious questions about availability and quality of information re-
ceived by CDC and FDA from the states, there are questions about why it took so
long to rule out tomatoes as the source. It is vitally important both for consumer
confidence and public health purposes that we can identify the source of food prod-
ucts quickly and effectively. This is particularly important when we'’re trying to stop
the spread of a foodborne disease outbreak.

This is a serious problem that we seem to come back to after every serious out-
break. Traceability must be a priority—it is critical not only to ensure public health,
our top priority, but also to ensure that consumers can feel confident that when
there is a problem with a food product, we can quickly find the source and prevent
additional illnesses.

Looking at the current outbreak of Salmonella Saintpaul and other recent inci-
dents, there is plenty of blame to go around—government and industry have made
mistakes and have failed to address the flaws that have been highlighted in recent
outbreaks. But what is more important is that we work together to find solutions
that will help government and industry do a better job next time. I hope that today’s
hearing will be a step in that direction.

Chairman Cardoza, thank you again for holding this timely and important hear-
ing, and I look forward to the testimony from the witnesses.

We are going to start out with two of the best, as I said, Con-
gresswoman Diana DeGette from Colorado and Congressman Put-
nam from Florida. Thank you both for being here. You have been
leaders in this question, and the floor, Ms. DeGette, is yours for
your statement.

STATEMENT OF HON. DIANA DEGETTE, A REPRESENTATIVE IN
CONGRESS FROM COLORADO

Ms. DEGETTE. Thank you very much, Mr. Chairman and Mem-
bers of the Committee. My urban constituents were a little be-
mused when they found out that I was testifying in front of the Ag-
riculture Committee but I reminded them that they are all con-
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sumers too, and certainly we have an important topic today with
the recent foodborne disease outbreaks that we have seen.

Mr. Chairman, you mentioned in your opening remarks about
déja vu all over again with the spinach outbreak and now the to-
mato/jalapeno outbreak, which we feel the same way in the Energy
and Commerce Committee where we have had a series of food safe-
ty hearings. While it is absolutely true that we have the safest food
growing and distribution system in the world, we can still do better
and I think that is all of our hope as we fashion legislation going
into the fall. This is an important hearing and it is an important
topic and I think that we can well address it.

As you may know, I have been working on traceback legislation
for almost 6 years now. H.R. 3485, the TRACE Act, would require
the USDA and the FDA to set up a food product traceability system
that would track foods all along the supply chain. Now, obviously
our primary focus needs to be on continuing to build quality into
the system and avoid outbreaks all together. Being able to fully
trace tainted food is not the ideal situation because by then the
tainted food is in the stores and in the households and on the
plates of Americans. But the fact remains that we also must have
procedures in place to deal with an emergency to get food off store
shelves quickly, to avoid the kind of mass panic we saw in the most
recent outbreak of Salmonella and most importantly to prevent
more people from getting sick. If we did, businesses, Mr.
Neugebauer so aptly pointed out, would save millions of dollars in
avoiding overreaching recalls as well.

To a certain extent, we have limited traceability right now. Most
food companies know their own suppliers and customers and the
Bioterrorism Act requires companies to have the ability to trace
one step up and one step back. While this is a good start, it is not
enough because it does not fully trace food from field to fork, as we
have seen all too painfully in the most recent outbreak. In that
case, the FDA sifted through boxes and boxes of paper to determine
who the suppliers and customers were. In the meantime, over 14
weeks went by and over 1,200 people got sick, not to mention the
endless news stories, tons and tons of spoiled food and entire in-
dustries destroyed unnecessarily. This one outbreak has shown us
that the system is agonizingly slow and simply incapable of keep-
ing up with a globalized food distribution system. And it is not over
yet because despite the discovery of a tainted jalapefio pepper re-
cently and now another one just this week in my home State of
Colorado, the FDA cannot say with any certainty whether or not
tomatoes were ever to blame and it still does not know where the
contamination occurred. Given the new warning that consumers
should not eat jalapefios despite their origin, it is obvious that we
still have no idea where the tainted peppers came from or were dis-
tributed.

Mr. Chairman, there really is a better way. As I mentioned be-
fore, H.R. 3485 would require the USDA and FDA to set up a sys-
tem to trace foods throughout the supply chain. Not only is this
legislation technologically feasible, it is absolutely critical. Now, I
am not saying that the government should be in the business of
mandating certain technology. There are many ways of electroni-
cally tracking foods and tracking is already being done by some
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companies and some industries all over the world using labels,
barcoding, wireless RFID readers, lasers and even GPS. What I do
think is that the government’s role is to standardize and coordi-
nate. What we need is an integrated system rather than a patch-
work of incomplete and incompatible traceability systems. Because
of the valuable public health and economic benefits of full
traceability, I think that the Federal Government must mandate
these systems.

Now, Mr. Chairman, I will put the rest of my statement in the
record but let me say and let me be on record, I don’t want to cre-
ate a system that is overly burdensome for business or to put a
whole new set of costly regulations in place that would burden food
distributors or small farmers. Quite the contrary. In fact, right now
I am being approached by businesses from around the country that
tell me they want to get going right now because they want to
avoid the kinds of losses that we saw in the tomato industry just
with this latest outbreak. If you meet with the FDA, if you meet
wlith the business groups, you know we do have the technology in
place.

In the Energy and Commerce Committee, Chairman Dingell has
put together a Chairman’s markup of a food safety bill. This bill
does not yet include traceability but I would hope as we move for-
ward in that Committee as well as in the other Committees of ju-
risdiction, we would seriously look at having our Federal Govern-
ment put together traceability systems that are interoperable and
that can help us trace from field to fork where this food came from.

So, Mr. Chairman, I look forward to answering the questions of
the Committee, and with that, I suppose I will yield to my distin-
guished colleague. Thank you.

[The prepared statement of Ms. DeGette follows:]

PREPARED STATEMENT OF HON. DIANA DEGETTE, A REPRESENTATIVE IN CONGRESS
FrOM COLORADO

Thank you, Chairman Cardoza and Members of the Subcommittee. I would like
to start by thanking you for giving me the opportunity to testify before this distin-
guished Subcommittee.

I also want to commend you for taking up such an important topic at such a crit-
ical time. The events over the past few months have crystallized the need for a com-
prehensive food traceability system in this country, particularly with regard to fresh
produce.

I have been working on traceback legislation for about 6 years. H.R. 3485, the
“TRACE Act,” would require the USDA and FDA to set up a food product
traceability system that would track foods at all points along the supply chain.

In my opinion we cannot begin to address updating our nation’s food safety laws
without looking at the ability to track our food.

Obviously our primary focus needs to be on building quality into the system and
avoiding outbreaks altogether. Being able to fully trace tainted food is not an ideal
situation.

But the fact remains that we must have procedures in place to deal with an emer-
gency, to get food off store shelves quickly, avoid the kind of mass panic we saw
in this most recent outbreak of Salmonella, and most importantly prevent more peo-
ple from getting sick.

To a certain extent, we have limited product traceability right now. Most food
companies know their own suppliers and customers, and in fact the Bioterrorism
Act requires companies to have the ability to trace one step up and one step back.
While this is a good start, it is not enough, and we need to find out whether these
requirements are even being enforced. And I think we can all agree that whatever
traceability system that exists today certainly did not work in the tomato/pepper
Salmonella outbreak.
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In this case, the FDA sifted through boxes and boxes of paper records to deter-
mine suppliers and customers. In the meantime, over 14 weeks went by and over
1,200 people got sick—not to mention the endless news stories, tons and tons of
spoiled food, and entire industries damaged unnecessarily.

It has become clear that this system is agonizingly slow and simply incapable of
keeping up with a globalized food distribution system.

And 1t’s not over. Despite the discovery of a tainted jalapeno pepper recently, the
FDA cannot say with any certainty whether or not tomatoes were ever to blame,
and it still does not know where the contamination occurred. And given the new
warning that consumers should not eat jalapenos, despite their origin, it’s obvious
that they have no idea where the tainted peppers were distributed.

Mr. Chairman, there is a better way.

As I mentioned before, H.R. 3485 would require the USDA and FDA to set up
a system to trace foods throughout the supply chain. Not only is this legislation
technologically feasible and cost effective, but it’s absolutely critical.

I am not saying that we should be in the business of mandating certain tech-
nology. There 1s a whole host of ways to electronically track foods, and it is already
being done by certain companies and certain industries all over the world, using la-
bels, bar coding, wireless RFID readers, lasers, even GPS.

Where I think the government can be useful is to help coordinate. What we need
is an integrated system, rather than a patchwork of different traceability systems.
And because of the valuable public health and economic benefits to full traceability,
I feel the FDA and USDA have a responsibility to help.

We must ensure systems are interoperable and can talk to each other, so food can
be continually tracked along the distribution system, especially when there is a
transfer of ownership.

What I don’t want to do is create a system that is overly burdensome for business,
or to put a whole new set of costly regulations on our nation’s food distributors or
small farmers. Quite the contrary. In fact, I am being approached by businesses
from across the country that want to get going now.

Full traceability is going to be good for business. IBM Consulting has written a
report that recommends its clients develop full traceability to improve consumer
confidence, which has eroded in recent years due to recall after recall.

As we have seen in the latest Salmonella outbreak, as well as previous recalls
in spinach and other products, when contamination happens at even a single facil-
ity, an entire industry can be devastated. Despite the fact that nearly all spinach
was harmless in 2006, and the vast majority of jalapenos are probably safe now,
and the distinct possibility that not a single tomato was ever contaminated, growers
and distributors suffered catastrophic losses.

Nationwide, blanket recalls and generalized consumer warnings with no connec-
tion to actual distribution chains create mass panic, causing customers to avoid cer-
tain products and altogether. In an industry where brand preservation is every-
thing, we can’t allow this to continue.

A comprehensive traceback program would allow for targeted recalls; if an out-
break occurs we will know exactly what lots were potentially contaminated instead
of targeting the entire universe of products like we did with spinach, tomatoes, and
peppers.

We can find out within seconds where tainted food was sent and where it origi-
nated, and have an orderly process of notifying affected consumers and pulling prod-
ucts from shelves. Therefore the 99.9% of businesses selling perfectly safe food from
perfectly sanitary facilities will be protected against contamination that occurs else-
where.

And electronic traceability has benefits to business that go beyond brand preser-
vation and insurance against recalls caused by other parts of the market.
Traceability brings better inventory control and supplier/customer monitoring prac-
tices, and is a good marketing technique to attract and retain customers.

To be sure, the outbreaks of foodborne illnesses in recent years have spurned ac-
tion in the private sector. Traceability systems are being implemented by industries
as diverse as fresh produce and alcohol, from processed food to fast food, just to
name a few.

But the USDA and FDA need to play a key role. My legislation will build upon
this important work that is already happening by linking all of the pieces together
without being overly burdensome.

Mr. Chairman, we cannot waste any more time postponing food safety reform.
Why wait for the next outbreak, the next 1,200 illnesses, the next mass panic that
devastates our farmers, before we act?

There is much to be done. It is time to create a unitary food agency, so 12 dif-
ferent agencies aren’t sharing the jurisdiction yet passing the buck. We need to pro-
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vide the USDA and FDA with mandatory recall authority. And we have to start re-
building the FDA and USDA to be able to better operate in a 21st Century,
globalized food distribution system.

But the latest Salmonella outbreak has shown that food traceability must be a
part of the mix. Consumers want to know where there food is coming from, busi-

nesses need insurance against risk, and as policymakers our first priority must be
public health.
Thank you so much for the opportunity of appearing before this Subcommittee.

The CHAIRMAN. Thank you, Ms. DeGette.
Mr. Putnam.

STATEMENT OF HON. ADAM H. PUTNAM, A REPRESENTATIVE
IN CONGRESS FROM FLORIDA

Mr. PurNAM. Thank you very much, Mr. Chairman. It is great
to be back in the Agriculture Committee. I was explaining to my
colleague here that when I arrived, I was the next to bottom chair
here at the kids’ table embarking on that farm bill discussion back
in 2001.

I appreciate the opportunity to be before this Subcommittee on
which I used to serve, and like you, Mr. Chairman and Mr.
Neugebauer, Ranking Member, I am very interested in hearing
what the other panels have to say in terms of what went wrong.
Clearly there was a very serious breakdown and we need to im-
prove the system as we move forward, recognizing that Americans
are sltill blessed with the safest, cheapest and most abundant food
supply.

I want to spend just a little bit of time talking about the recent
outbreak of Salmonella and then talking about a bill that I have
filed with Mr. Costa, who is also a Member of the Committee, from
California and the work that we have done based on the work that
each of our states have done, California and Florida, to really
produce a seamless food safety net, especially for the produce as-
pect of agriculture.

The outbreak of Salmonella Saintpaul, which is now estimated
to have impacted over 1,300 people in 43 states, not only called into
question the integrity of the system designed to protect our food
supply and the security and safety of our consumers, but also sig-
nificant disruptions to the network that produces those agricultural
goods. The aftermath, the damage that was caused to the early
publicly suspected commodities though lasts far longer than the
impact of this illness. There is permanent damage done to the mar-
kets, which is something that is an important aspect of this discus-
sion, that as a result of early errors in the investigation, there were
early public statements that inaccurately identified particular com-
modities. That is damage that transcends this discussion, that
transcends the illness and is permanent to those producers and to
the market brand or image of those crops. This incident dem-
onstrated that our governing food safety authorities are outdated.
They must be reformed and enhanced to reflect modern scientific
standards and industry practices as well as sound and strong poli-
cies implemented to prevent future food contamination.

The bill that Mr. Costa and I have introduced is called the Safe
Food Enforcement, Assessment, Standards and Targeting Act, or
the Safe FEAST Act, H.R. 5904, we believe it would help to provide
the highest level of food safety protection both for goods produced
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domestically and those that are imported from abroad. As I said
earlier, it is based on the success from our laboratories of democ-
racy in the states where this has been tried real-time, and imple-
mented, and it is functioning well.

The comprehensive measure would modernize our food safety
network and put into place new food safety standards all along the
food chain from farm harvest, processing, packing and distribution,
to the retail outlet and finally to the consumer to identify and pre-
vent potential sources of foodborne illness. The bill calls for bal-
anced, science-based food safety requirements for farm and food
companies, domestic and abroad, implementing the principles of
risk assessment and risk management, to improve safeguards in
our food supply as well as mitigate unwarranted market disrup-
tions to agricultural suppliers.

To ensure the highest level of food safety for the American con-
sumer, the bill requires all domestic and foreign food companies
selling food in the United States to conduct a food safety risk anal-
ysis that identifies potential sources of contamination, outlines ap-
propriate food safety controls and requires verification that those
controls that are implemented are adequate to address those risks
of foodborne contamination.

Similarly, to ensure that food products coming into the United
States from international sources are safe, those imported goods
would also have to adhere to the same safety and quality standards
as set by the FDA for what is grown in the United States. It spe-
cifically establishes new standards for fresh produce, putting into
place for the first time mandatory food safety regulations for high-
risk produce and voluntary good agricultural practice guidelines for
the safe production of all fruits and vegetables.

For those produce items that are deemed to pose the highest risk
by FDA, the bill calls for the issuance of mandatory science-based
regulations to prevent the occurrence of foodborne illness at all po-
tential points of hazard from the farm to the table. It calls on FDA
to establish standards for the safe production, harvesting and pack-
aging of those types of fruits and vegetables for which the Sec-
retary has determined are necessary to minimize the risk of serious
adverse health consequences.

These food safety initiatives have the support of the produce in-
dustry. I think that that is an important piece of this. This is not
something that is being foisted on an industry that is either tech-
nologically incapable of for various reasons in the supply chain or
the production of these commodities are unable to implement these
new regulations. It has the support of the industry, which has a
stake in ensuring the safety and security of their food products.

This issue, the spinach issue, other issues prove the growers, the
farmers have as much at stake as anyone in making sure this
doesn’t happen again. I mean, your public health officials and your
farmers are of one mind in being committed to prevent this from
being a future problem. It is in no one’s interest to continue to un-
dermine public confidence in the safety and sanctity of the nation’s
food supply.

This bill strengthens the relationship between Federal, state and
foreign government agencies by increasing cooperation to better
control food safety threats, calling on the expertise and resources
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of these partners to respond to the food safety occurrences in a
more timely and efficient manner.

This is the second point that I would like to make. Just as our
bill, which was drafted long before the Saintpaul Salmonella out-
break, built on the success at the state level, one of the failures,
frankly, in this recent outbreak was the breakdown in communica-
tion between not only industry experts and public health officials
but state public health officials, people who are charged by their
state legislatures under state statute with implementing food safe-
ty guidelines for their states. I don’t believe that in this investiga-
tion we fully utilized all the resources that were out there in gov-
ernment, in public health, in the industry to deal with this in a
timely way. As time went by, more and more people got sick be-
cause we weren’t using all the tools in our toolbox to track down
or traceback the source of the contamination. Time is of the essence
and the industry and our state and local health and agricultural
officials are on the frontline and can narrow that knowledge gap
and close the time window when people are still getting sick.

Collaboration with state and industry partners is key, and in our
home State of Florida, they have adopted mandatory regulations on
good agricultural practices and best management practices for the
production and handling of tomatoes through all channels of com-
merce. It was developed as a cooperative effort between the Depart-
ment of Agriculture, the Florida Department of Agriculture, the
Florida tomato industry and the FDA and they are based on sound
science. They provide traceability and they establish practices and
procedures for the safe handling of tomatoes. These state efforts
should be broadened through vehicles such as this legislation, the
Safe FEAST Act, to provide greater protection and traceability in
our food network both at the domestic level and at the inter-
national level.

So, Mr. Chairman, I applaud your willingness to hold this hear-
ing. I appreciate all of the Members’ work in jumping on this issue
and attempting to get something into the law that modernizes our
food safety network and system. I just want to reiterate, it is in all
of our interests to have a high consumer confidence in the food sup-
ply in the United States. There have been a series of incidents both
in fresh produce, in processed foods, in dog food and in toys, essen-
tially in every aspect of the consumer’s world, there have been inci-
dents over the last 2 years that have continued to undermine that
level of confidence. It ought to be our challenge to restore the faith
and confidence of the American consumer and reiterate again that
American produce is the safest, cleanest and healthiest in the
world.

With that, I appreciate the opportunity and look forward to your
questions.

[The prepared statement of Mr. Putnam follows:]

PREPARED STATEMENT OF HON. ADAM H. PUTNAM, A REPRESENTATIVE IN CONGRESS
FroM FLORIDA

I am Representative Adam H. Putnam, representing Florida’s 12th Congressional
District, and it is my privilege to provide testimony to the House Subcommittee on
Horticulture and Organic Agriculture on an issue of national significance, protecting
the safety and security of our country’s food supply.



13

Thank you again for the opportunity to testify, and I also look forward to the
statements of those witnesses here today that serve “on the front line” in ensuring
the safety of the American food supply for the public, as well as the testimony of
those critical to providing food resources for our country.

While our nation’s food supply continues to be the safest in the world, recent
incidences of foodborne illness have highlighted deficiencies in our food safety sys-
tem that must be addressed.

The outbreak of Salmonella Saintpaul, said to be associated with foodborne illness
affecting in an estimated 1,284 persons, not only called into question the integrity
the system designed to protect our nation’s food supply for the safety and security
of consumers, but also caused significant disruptions to the food supply network and
those that produce agricultural goods for our nation.

This incident demonstrated that our governing food safety authorities are out-
dated and must be reformed and enhanced to reflect modern scientific standards
and industry practices, as well sound and strong policies implemented to help pre-
vent food contamination.

The Safe Food Enforcement, Assessment, Standards and Targeting Act “Safe
FEAST Act”, H.R. 5904 which I am proud to have cosponsored with my colleague
from California and Member of the House Agriculture Committee, Representative
Jim Costa, would help ensure the highest level of food safety protection for our na-
tilt))n’s dfood supply, both for goods produced domestically and those imported from
abroad.

The comprehensive measure would modernize our food safety network and would
put into place new food safety standards all along the food chain—from farm, har-
vest, processing, packing, distribution to retail outlet, and finally to consumers—to
identify and prevent potential sources of foodborne illness.

The Safe FEAST Act calls for balanced, science-based food safety requirements for
farm and food companies, domestically and abroad, implementing the principles of
risk assessment and risk management, to improve safeguards in our food supply as
well as mitigate unwarranted market disruptions to agricultural suppliers.

The bill focuses on strengthening preventative measures, building upon existing
regulations with tough—but common sense standards, while expanding the tools of
the Food and Drug administration (FDA) to more effectively respond to food safety
incidents in this nation.

This bipartisan bill strengthens the relationship between Federal and state agen-
cies to better control food safety threats, and for the first time, and grants FDA new
authorities powers to recall contaminated food in the case of adulteration.

By reinforcing the public-private partnership, the Safe FEAST Act improves
FDA'’s role in safeguarding and overseeing the safe production of food, while draw-
ing upon the strengths of industry to meet the highest food safety standards.

To ensure the highest level of food safety to American consumers, H.R. 5904 re-
quires all domestic and foreign food companies selling food in U.S. to conduct a food
safety risk analysis that identifies potential sources of contamination, outlines ap-
propriate food safety controls, and requires verification that the food safety controls
implemented are adequate to address the risks of foodborne contamination.

Similarly, to ensure that food products coming into the United States from inter-
national sources are safe, imported goods would have to adhere to the same safety
and quality standards as set by the FDA, through completing a Foreign Suppliers
Quality Assurance Program, documenting the food safety measures and controls for
FDA review.

H.R. 5904 also establishes key new standards for fresh produce. It improves and
expands upon FDA’s Good Agricultural Practices for the safe production of fruits
and vegetables. For those produce items that are deemed to pose the highest risk,
the bill calls for the issuance of mandatory science-based regulations to prevent the
occurrence of food borne illness at all potential points of hazard, from farm to table.

While putting into place mandatory food safety standards for high-risk produce,
and voluntary guidelines for all other produce—the bill and allows for variances in
FDA regulations to meet local growing conditions. It also directs FDA to collaborate
with the U.S. Department of Agriculture regarding agricultural practices in the
issuance of regulations.

The Safe FEAST Act strengthens the relationship between, Federal, state and for-
eign governments agencies by increasing cooperation to better control food safety
threats, calling on the expertise and resources of these partners to respond to food
safety occurrences in a more timely and efficient manner.

Collaboration with state and industry partners is key, as for example my home
State of Florida has adopted mandatory regulations on Good Agricultural Practices
(T-GAP) and Best Management Practices (T-BMP) for the production and handling
of tomatoes through all channels of commerce. Developed as a cooperative effort be-
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tween the Florida Department of Agriculture and Consumer Services, the Florida
tomato industry, and the FDA, these best practices based upon sound scientific re-
search, provide traceability, and establish practices and procedures for the safe han-
dling of tomatoes.

These state efforts should be broadened, through vehicles such as the Safe FEAST
Act, to provide greater protection and traceability in the food supply network at the
national and international level.

Finally, to better control food safety threats, the Safe FEAST Act directs the FDA
to adopt a risk-based approach to inspections, grants the FDA statutory power to
recall contaminated food in the case of adulteration, and gives FDA authority to ac-
cess food safety production records during foodborne emergencies.

The Safe FEAST Act is endorsed by several state, national and international
produce, food manufacturing and retail organizations which have a high stake in
maintaining safety and quality standards for American consumers.

Thank you again for the opportunity to testify, and I appreciate the Subcommit-
tee’s attention to this most important issue.

The CHAIRMAN. Thank you to both of you for being here. We are
going to engage in something somewhat unusual today. Typically
it is not the protocol of Members of Congress to ask questions of
their colleagues but both of our witnesses have said that it would
be okay with them for the Committee to ask questions. In fact, I
have talked to both of them about it in advance, so I would just
remind the Committee that you will be recognized for questioning
in order of seniority for Members who were here at the start of the
hearing. After that, Members will be recognized in order of arrival.
I appreciate the Members’ understanding.

I will start the questioning with my colleague, Ms. DeGette. We
spoke yesterday with regard to the farm bill that had a marketing
order approach. You have a tracking approach. And the reality is,
we don’t see those as being out of sorts with each other, that one
can possibly help the other. In our discussion yesterday, we dis-
cussed that a bit and I would like you to share with the Members
of the Committee your views, since you have worked on this so long
and so hard.

Ms. DEGETTE. Mr. Chairman, I think the real key role for the
Federal Government is to have a traceability system that when
there is evidence of a foodborne outbreak, then we have some sys-
tems in place that allow immediate traceability. My bill, 3485, does
not legislate what that system will be, and furthermore, I don’t
think that you would necessarily have the same system for each
segment of the food industry. As Mr. Putnam wisely said, we have
fresh produce, we have prepared foods, we have meat, we have
many other types of processes by which food enters our economy,
and so my view would be rather that the FDA or the USDA should
by working with industry to develop systems of traceability that
will take us from field to fork and then make sure that those sys-
tems are interoperable. I don’t envision one size fits all. I don’t en-
vision necessarily one system, but part of the problem we have had
is that our agencies have not—we have such spotty traceability
throughout our food system that we don’t have an ability to quickly
trace foods. This is exactly what we have seen with the latest
foodborne outbreak and I don’t think that that is in any way at
odds with what you are concerned with or what the legislation en-
visioned.

The CHAIRMAN. Exactly. And Mr. Putnam, you raised, and I
would like you both to comment on this, that there is wide varia-
bility between states and the capacity that each state has. Cer-
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tainly in California, I feel that California and frankly in your State
of Florida that the departments of agriculture in those two states
probably surpass the Federal Government’s capability of deter-
mining foodborne illness in a very rapid fashion. I tried to get
former Secretary of Agriculture Bill Lyons from my district to tes-
tify here today. He wasn’t able to make it. But because he jumped
on an outbreak of illness in poultry, he was able to resolve the situ-
ation before it affected the commercial flocks. And if you want to
comment both of you about the disparities between the states and
how you see those working in with your bills.

Mr. PurNAM. I agree with you, Mr. Chairman, and I think that
is a reflection that these state departments of agriculture recognize
the importance not only to the consumer but also to the producer
of avoiding these types of outbreaks and building consumer trust
and confidence in the products that are being grown in those
states. Because of the substantial economic loss that occurs when
you have these types of illnesses and you have these types of scares
and the damage, the economic damage lasts a lot longer than the
life of the Salmonella Saintpaul bug. And so, it proves the point
that I think both of us are making here, which is that the industry
recognizes that they need a robust risk assessment, risk manage-
ment system. They have, in many cases, in these individual states
pressed their legislature for a more robust regulatory system that
was also workable, that was practicable and technologically fea-
sible. This is an area where the grower and the consumer are en-
tirely overlapping in their interests and that is why the states that
tend to be large specialty crop-producing states, fresh produce-pro-
ducing states have invested heavily in that type of a modern food
safety system.

Ms. DEGETTE. And just to add, I think that is the point I was
going to make. States like California and Florida and others have
really instituted very sophisticated systems, but those systems are
not interoperable with each other across the states. If a tomato
from southern California is sent to Colorado and there is an identi-
fication by the Colorado Health Department of a foodborne out-
break, the Bioterrorism Act only gives us one step up and one step
back. So, you can’t trace that tomato all the way back to the field
in California, which is why we need a national system putting to-
gether all these state systems. And just quickly let me add, an ad-
ditional problem that we are looking at in Energy and Commerce
as well, it is not just the food traceability systems, it is also the
public health systems where there is a real patchwork of ability to
identify the contamination from the beginning that we need to deal
with at a Federal level.

The CHAIRMAN. Thank you very much.

Mr. Neugebauer.

Mr. NEUGEBAUER. Thank you, Mr. Chairman, and I thank both
of our panelists.

One of the things that Mr. Putnam—and I want to thank both
of you, and I know Mr. Putnam has been a huge advocate for food
safety and represents a very large state that has a lot of production
of citrus and fruits and vegetables for our country. In your bill, as
I understand it, you talk about things that can be done from an
agricultural perspective and then also what happens to some of
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those agricultural products. You talk about some of the authority
in your bill would be given to the Secretary of Health and Human
Services, and then I heard both of you saying what is important
here is communication, of tying the network all together, the states
when there is a traceback event. One of the concerns I have had
is where we are dividing food safety responsibilities between, in
some cases, two agencies, and then when you bring the CDC in,
you bring another agency in there, is this an issue, is this part of
the problem? In other words, that you are relying on agencies, you
want states to communicate, you want agencies to communicate,
you want state agencies to communicate with Federal agencies. I
guess the question I have, is the loop too big and would making
this food safety issue under one umbrella be something this Com-
mittee should consider?

Mr. PuTrNAM. Is that one for me?

Mr. NEUGEBAUER. Either one of you.

Ms. DEGETTE. Let me say that ultimately I think we need to
have a conversation about whether it would make sense for us to
have a unitary food safety agency. This is an issue Congresswoman
DeLauro and I have been working together on for a number of
years. For example, why is it that the FDA has jurisdiction over
cheese pizzas and the USDA has jurisdiction over pepperoni piz-
zas? That has never made a lot of sense to me. But I think that
would be a long and important discussion to have.

In the short term, we can use our current system and improve
it by increasing technology and communication, and I will give you
an example. The CDC and its related health departments and re-
porting agencies in the public health arena actually communicate
pretty well right now on identification of foodborne diseases and
they get the information in. The problem is though, and we saw
this with the most recent outbreak—I hate to harp on that because
I could really pick almost any of the outbreaks—once they figured
out that there was a foodborne vector and what it was, then they
reported to the FDA, which is the chain of command. Then what
happened was, the FDA was unable to target exactly was it pep-
pers or was it tomatoes, and where did they come from, and using
the Bioterrorism Act, it just failed completely. So if we had a sys-
tem in place that you could trace those tomatoes all the way back
to the field or the peppers, that would help us go a long way in
having very quick traceability. That would help us at least mini-
mize the extent of the business damage because we would be hav-
ing big recalls and it would also help us quickly identify where that
contamination came from so we could minimize the disease.

Mr. PurtNAM. Thank you, Mr. Neugebauer. For as long as I have
been here and long before I got here, there has been a discussion
about a single food safety agency or not. The cheese pizza example
is sort of the classic example of what is regulated by USDA, what
is regulated by FDA, et cetera, and in theory, you probably—I
mean, you do look at this Byzantine structure of food regulation
and you say well, if we were going to do it all over again, that is
probably not how we would do it. That is exactly how we ap-
proached the merger of all the different agencies into the Depart-
ment of Homeland Security, and I hadn’t been too thrilled with
how that turned out. My experience from bringing that same vision
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to Homeland Security where we said, “Gosh, it really doesn’t make
sense that you have one agency looking for stuff and one agency
looking for people and one agency looking for bugs, and so we are
going to make it all into this really nice, neat, simple flow chart”,
and it just hasn’t turned out the way we all hoped it would. I think
that the same would be true if we were to disrupt the existing food
safety and regulatory system that we have today.

But the same bureaucratic cultures and barriers that led us to
create the Department of Homeland Security exist today in the
food safety system where, for whatever reason, people are reluctant
to pick up the phone and say, “Hey, we happen to know a lot about
tomatoes, I know you guys do public health, I know that you can
spot anthrax or you can spot smallpox or you know that the West
Nile virus is increasing in intensity. But, maybe you don’t under-
stand the difference between the supply chain of cilantro versus
jalapeno peppers versus tomatoes versus green peppers versus red
peppers.” Maybe we ought to kind of break down this cultural aver-
sion to seeking out people who actually have the information about
how the real world really works. And in doing so, whether that in-
volves bringing in industry expertise or in bringing in state and
local health and industry expertise, I think all of those things will
help give us a more well-rounded system. It is not fair for Congress
to expect the FDA or the CDC to know everything there is to know
about the supply chain of every commodity grown in the United
States. It is not right for us to expect that of them. I think it is
appropriate for us to put in place a system that allows them to rap-
idly tap into the expertise that is there.

It is cynical to believe that asking for industry expertise is allow-
ing them to be in charge of their own regulation. I think that is
a very cynical view because as we have seen, it is in their best in-
terest more than almost anyone else’s to get to the facts, to get to
the truth, to end the spread of the disease as quickly as possible
and limit the damage. What is not in their best interest is for gov-
ernment agencies to flail around publicly speculating about which
commodity it may or may not be while people change their pur-
chasing habits based on that public speculation.

The CHAIRMAN. I as usual agree with both of you. Thank you for
being here.

It is come to my attention that we can be expecting a vote any
minute, so I am going to try and switch to the next panel and try
to get the testimony of the next two panelists in as soon as pos-
sible. Thank you both for being here. You testimony was as enlight-
ening as I thought it would be.

The next panel of witnesses we would like to invite up is Dr.
Acheson, Associate Commissioner for Food Protection of the U.S.
Food and Drug Administration, Rockville, Maryland, and Dr. Lon-
nie King, Director of the National Center for Zoonotic, Vector-borne
and Enteric Diseases, ZVED, of the Centers for Disease Control in
Atlanta, Georgia.

Dr. Acheson, I would call on you to give your testimony first. You
will probably hear the bells ring midway through your speech but
we will sit here and listen to both of you give your testimony. And
then hopefully we will ask you to stay while we vote and we can
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come back and reconvene to ask questions. Dr. Acheson, the floor
is yours.

STATEMENT OF DAVID W.XK. ACHESON, M.D., F.R.C.P,
ASSOCIATE COMMISSIONER FOR FOOD PROTECTION, FOOD
AND DRUG ADMINISTRATION, U.S. DEPARTMENT OF HEALTH
AND HUMAN SERVICES, WASHINGTON, D.C.

Dr. ACHESON. Thank you. Good afternoon, Chairman Cardoza
and Members of the Subcommittee, I am Dr. David Acheson, Asso-
ciate Commissioner for Food Protection at the Food and Drug Ad-
ministration, which is part of the Department of Health and
Human Services. Thank you for the opportunity to discuss the re-
cent foodborne illness outbreak associated with fresh produce con-
taminated with Salmonella Saintpaul and the measures FDA is
taking to enhance the safety of fresh produce and to enhance
traceability.

There is no question that the Salmonella Saintpaul outbreak in-
vestigation has been one of the most complex in recent memory. I
want to assure you that FDA is committed to working with all of
our food safety partners to expedite tracebacks and to ensure that
America’s food supply continues to be among the safest in the
world. The number of illnesses associated with fresh produce is a
continuing concern for FDA and we have worked on a number of
initiatives to reduce the presence of pathogens in these foods. Some
of these activities include: working with industry to develop guid-
ance on ways to prevent or minimize potential contamination; con-
ducting educational outreach to consumers on safe food handling
practices; sampling and analyzing both domestic and imported
produce for pathogens; and working with industry and foreign
countries to promote the use of good growing, harvesting, packing,
transporting and processing practices. We are also conducting re-
search to improve the identification and detection of disease-caus-
ing bacteria in a variety of foods.

I would like to provide a brief description of the typical traceback
process. Once CDC and the state and local health authorities,
through their epidemiological investigations, identify a possible
food or foods associated with an outbreak, CDC notifies FDA. At
that point, we at FDA start our traceback investigation to identify
the source of the contamination. We work with industry and the
local, state and Federal officials and, when needed, foreign govern-
ments, to identify the source of the contamination. We do this by
tracing the food suspected of being the vehicle for transmitting the
pathogen back through the supply chain from the retailer or res-
taurant and inspecting or investigating points throughout that sup-
ply cgain to determine where the contamination most likely oc-
curred.

Tracing food requires us to find and examine documentation such
as bills of lading and invoices for the product throughout the sup-
ply chain. We also obtain information on the practices and the con-
ditions under which the product was stored and handled at each
of those points.

The current investigation, which initially focused on certain
types of raw tomatoes, provides an example of one of the most dif-
ficult kinds of traceback investigations. On May 31, the CDC ad-



19

vised FDA of the significant statistical association between con-
sumption of certain types of tomatoes in a multi-state outbreak of
Salmonella Saintpaul. Raw tomatoes are a perishable commodity
and thus are unlikely to be in the consumer’s home after a con-
sumer becomes ill, obtains a diagnosis and an outbreak is identi-
fied. Further, raw tomatoes are often sold loose without any form
of packaging. In the current investigation, we learned that many
tomatoes had been shipped to washing, packing and repacking fa-
cilities where they were or might have been commingled with other
tomatoes from different sources.

Since May 31, many FDA employees in the field and at head-
quarters have been working continuously on the outbreak to iden-
tify the sources of the illness. To help the public distinguish toma-
toes not associated with the outbreak, FDA adopted the policy of
specifically designating the types of tomatoes implicated in the out-
break as well as listing growing areas that were not part of the
outbreak. On July 17, FDA updated its consumer advisory and an-
nounced that tomatoes currently on the market are not considered
to be a possible source of illness.

On July 21, a genetic match with the outbreak strain of Sal-
monella Saintpaul in jalapefio peppers we had tested from a dis-
tribution center in Texas was determined. This finding of a genetic
match was an important break in the investigation, and upon fur-
ther investigation, FDA determined that the contamination of the
peppers occurred in Mexico and not at a plant in Texas. Accord-
ingly, on July 25, FDA updated its consumer advisory and an-
nounced that there was no indication that domestically grown
jalapeno or serrano peppers are implicated in the outbreak.

To illustrate that point, I brought a chart with me that dem-
onstrates what we learned.

What I would like to point out here on this chart is over on the
left-hand side, a firm was identified that is in the red box. That
was the site which we found the positive pepper sample in the
McAllen, Texas, distribution center. Through our investigations in
Texas, we were able to trace that back through the red dotted line
to the facility at the center of the diagram, which was in Mexico,
and from there up to another facility in Mexico and finally to the
red box on the far side, which is the grower where that pepper was
grown. The rest of this diagram illustrates what we were learning
during that process of the complexity of the potential tracebacks of
peppers in the State of Texas.

Two hours ago, we learned that we had gotten breaking news in
this regard. We have had our investigators in Mexico and they had
been investigating a specific farm taking samples, looking for signs
of the Salmonella Saintpaul outbreak, and 2 hours ago we learned
that we had gotten a positive sample in both the water used for
irrigation and a sample of serrano peppers from the same farm
that matched the outbreak strain of Salmonella Saintpaul. So this
is a key breakthrough, and Dr. Solomon is going to illustrate on
here which farm that was. So that is a key breakthrough.

Now, the other thing that we have learned today from the inves-
tigation with our investigators in Mexico today

Mr. CosTA. Mr. Chairman?

The CHAIRMAN. Yes?
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Mr. CosTA. Could he move a little either on the other side or
move that around and——

The CHAIRMAN. Would it be possible to bring the easel up for-
ward, or do you have—oh, we do have documents.

Mr. CosTA. That would be nice.

The CHAIRMAN. Thank you.

Mr. CoSTA. I am sorry to interrupt but——

Dr. ACHESON. No, sure, please.

Mr. CosTA.—my eyes aren’t what they used to be.

Dr. ACHESON. No, I apologize for taking a few extra moments but
this is breaking news and I wanted you to be current.

The CHAIRMAN. We love breaking news here. We like to get it
right as well. Thank you.

Dr. ACHESON. So what we have learned is that the box there
with the new red square around it is where we found these two
positive samples. We have learned also that that farm is distrib-
uting to a number of other places. You can see one arrow already
on there, and Dr. Solomon is going to draw three more where we
hlave now learned that this farm is distributing to a variety of other
places.

This is obviously critical information that is fresh off the press
as of, as I say, 2 hours. One of the key things that we are learning
is where the product from that farm has gone to and what the in-
vestigators in Mexico are going to be doing right now as the days
move forward is identify where else might those products have
been distributed within the country of Mexico before coming into
the United States. And that will eventually allow us hopefully to
narrow this down to a specific place.

Obviously one of the questions is, if we have contamination on
that farm but the pepper traced back to another farm, is there a
connection between the two? Is one shipping to the other? Is there
a common water supply? We know that the contamination was in
the water so is there a common water supply or is there some other
common point? And you can see there again in the middle of that
diagram, there is a distribution center—Dr. Solomon, if you could
point to that, down one, there—where the peppers on the top part
of the diagram and the positives are passing through the same dis-
tribution center.

Based on this, we are right now expanding our message to con-
sumers. We found a positive in serrano peppers and we are recom-
mending that consumers in the United States not only not consume
jalapefio peppers imported from Mexico but also serrano peppers.

dThe? CHAIRMAN. So is that a new advisory that will be going out
today?

Dr. ACHESON. It is a new advisory as of right now, yes, indeed,
because we have now gotten a confirmed positive in serrano pep-
pers as well as jalapeno peppers, so both kinds of peppers have
tested positive for the outbreak strain. So the message will be to
consumers to avoid those kinds of peppers or products made from
fresh—these are fresh peppers. As before, if they are processed,
cooked or pickled, then they are not of concern.

So that essentially is an update. I have already gone way over
my time. I recognize that, so I would be happy to take any ques-
tions when you are ready.
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[The prepared statement of Dr. Acheson follows:]

PREPARED STATEMENT OF DAviD W.K. AcHESON, M.D., F.R.C.P., ASSOCIATE
COMMISSIONER FOR FOOD PROTECTION, FOOD AND DRUG ADMINISTRATION, U.S.
DEPARTMENT OF HEALTH AND HUMAN SERVICES, WASHINGTON, D.C.

Introduction

Good afternoon, Chairman Cardoza and Members of the Subcommittee. I am Dr.
David Acheson, Associate Commissioner for Foods at the Food and Drug Adminis-
tration (FDA or the Agency), which is part of the Department of Health and Human
Services (HHS). I am pleased to be here today with my colleague, Dr. Lonnie J.
King, from the Centers for Disease Control and Prevention (CDC), which is also part
of HHS. FDA appreciates the opportunity to discuss the recent foodborne illness out-
break associated with fresh produce contaminated with Salmonella Saintpaul and
the measures we are taking to enhance the safety of fresh produce and to enhance
traceability.

FDA is the Federal agency that regulates almost everything we eat except for
meat, poultry, and processed egg products, which are regulated by our partners at
the United States Department of Agriculture (USDA). FDA is committed to ensuring
that America’s food supply continues to be among the safest in the world.

There is no question that the Salmonella Saintpaul outbreak investigation has
been one of the most complex investigations in recent memory. I assure you that
FDA is committed to working with all our food safety partners to examine ways to
remove or mitigate some of the complicating factors to expedite tracebacks. In my
testimony, I will discuss some of the factors that made this investigation so complex.
I will also describe some of the challenges we face both in preventing fresh produce
from becoming contaminated in the first place and in investigating outbreaks associ-
ated with fresh produce. I will also discuss some of the specific measures FDA is
taking to enhance the safety of fresh produce and other foods to prevent future out-
breaks and to improve traceability when an outbreak occurs.

Food can become contaminated at many different steps—on the farm, in proc-
essing or distribution facilities, during transit, at retail and food service establish-
ments, and in the home. In recent years, we have done a great deal to prevent both
intentional and unintentional contamination of food at each of these steps. FDA has
worked with other Federal, state, local, tribal, and foreign counterpart food safety
agencies, as well as with law enforcement and intelligence-gathering agencies, and
with industry, consumer groups, and academia to significantly strengthen the na-
tion’s food safety and food defense system across the entire distribution chain.

This cooperation has resulted in greater awareness of potential vulnerabilities,
the creation of more effective prevention programs, new surveillance systems, and
the ability to respond more quickly to outbreaks of foodborne illness. However,
changes in consumer preferences, changes in industry practices, and the rising vol-
ume of imports posed challenges that required us to adapt our current food protec-
tion strategies and to develop the Food Protection Plan and the Action Plan for Im-
port Safety, which I will discuss later in my testimony.

Challenges of Fresh Produce

The number of illnesses associated with fresh produce is a continuing concern for
FDA, and we have worked on a number of initiatives to reduce the presence of
pathogens in these foods.

Fresh produce presents special challenges. For example, consumption of produce,
particularly “ready-to-eat” products, has increased dramatically during the past dec-
ade. This is a positive development from a nutrition perspective, but also a new dy-
namic that challenges our food safety efforts.

Because most produce is grown in an outdoor environment, it is vulnerable to con-
tamination from pathogens that may be present in the soil, in agricultural or proc-
essing water, in manure used as fertilizer, or due to the presence of animals in or
near fields or packing areas. Produce also may be vulnerable to contamination due
to inadequate worker health and hygiene protections, environmental conditions, in-
adequate production safeguards, and inadequate sanitation of equipment and facili-
ties. Fresh produce is produced on tens of thousands of farms, and contamination
at one step in the growing, packing, and processing chain can be amplified through-
out the subsequent steps. The fact that produce is often consumed raw or with only
minimal processing, without any type of intervention that would eliminate patho-
gens (if they are present) prior to consumption, contributes to its potential as a
source of foodborne illness.
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Consequently, addressing the way fresh produce is grown, harvested, and moved
from field to fork is crucial to minimizing the risk of microbial contamination. In
recent years, FDA has initiated several activities to address safety concerns associ-
ated with the production of fresh produce. Some of these activities include: working
with industry to develop guidance on ways to prevent or minimize potential con-
tamination, conducting educational outreach to consumers on safe food handling
practices, sampling and analyzing both domestic and imported produce for patho-
gens, and working with industry and foreign countries to promote the use of good
growing, harvesting, packing, transporting, and processing practices. For example,
just last month, FDA provided training in good agricultural practices in Costa Rica.

Research is also a critical element of our efforts to improve the safety of fresh
produce. Our current research agenda is focused on improving the identification and
detection of disease-causing bacteria and toxins in a variety of foods. More rapid and
precise testing methods to identify contaminants are important for detecting con-
tamination if it is present and minimizing the spread of foodborne disease once it
occurs. In addition, we are working with academia, industry, other Federal agencies,
and state governments to develop both risk-based microbiological research programs
and technology transfer programs to ensure that the latest food technology reaches
the appropriate end users along the supply chain.

I would now like to provide a brief description of the typical traceback process.

Traceback Process

Once CDC, through its epidemiological investigation which involves working with
state and local governments, identifies the possible food(s) associated with a
foodborne illness outbreak, CDC notifies FDA. At that point, we start our traceback
investigation to identify the source of the contamination. We work with industry
and with local, state, and Federal officials, and, when needed, with foreign govern-
ments, to identify the source of the contamination. We do this by tracing the food
suspected of being the vehicle for transmitting the pathogen back through the sup-
ply chain from the retailer or restaurant and inspecting or investigating points
throughout the supply chain to determine where the contamination most likely oc-
curred. Tracing food requires us to find and examine documentation (such as bills
of lading and invoices) for the product throughout the supply chain. We also obtain
information on the practices and conditions under which the product was stored and
handled at each point to better determine shipments of interest and whether con-
tamination may have occurred at each point.

Traceback investigations involving fresh produce are more difficult because the
food is perishable and is usually no longer available for testing by the time con-
sumers become ill. In addition, fresh fruits and vegetables are often sold loose with-
out any packaging that could provide information about its source. Further, prac-
tices such as packing or repacking produce from multiple sources add complexity to
traceback investigations. As each traceback investigation is different, I would like
to mention three recent examples which illustrate the different degrees of difficulty.

Peanut Butter

In 2007, CDC notified FDA of a multi-state outbreak of Salmonella Tennessee in-
fections associated with the consumption of peanut butter. In this case, because it
was not a perishable food, consumers who had become ill still had jars of peanut
butter available for testing. This enabled investigators to confirm the presence in
that food of the contaminant associated with the outbreak. Further, because the
food was packaged, the investigators were able to identify the manufacturer through
the information on the jars. This is an example of a rapid traceback in which the
necessary information was readily available.

Fresh Spinach

In 2006, CDC informed FDA of a multi-state outbreak of illnesses associated with
the consumption of fresh spinach contaminated with Escherichia coli O157:H7. Al-
though this outbreak involved a perishable food, the food was sold in a package. The
traceback investigation was facilitated because several consumers who had become
ill still had packages of fresh spinach in their refrigerators. The information on
those packages ultimately led investigators to the spinach processors. By looking at
the processor’s records, the investigators were able to identify the implicated farms
associated with the identified production lot of bagged spinach. This is an example
of a traceback of medium complexity that took a little longer than the peanut butter
example but which was aided by the information on the package.

Salmonella Saintpaul

The current outbreak investigation, which initially focused on certain types of raw
tomatoes, provides an example of one of the most difficult traceback investigations.
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On May 26, CDC informed FDA of the hypothesis of a possible association between
ill persons and the consumption of raw tomatoes. On May 31, CDC formally notified
FDA of a significant statistical association between consumption of certain types of
tomatoes and a multi-state outbreak of Salmonella Saintpaul infections, and FDA
decided to initiate investigations attempting to trace the tomatoes reported to have
been eaten by ill persons back to their sources. Raw tomatoes are a perishable com-
modity and, thus, are unlikely to be in the consumer’s home after the consumer be-
comes ill, obtains a diagnosis, and a foodborne illness outbreak is identified. Fur-
ther, raw tomatoes are often sold loose, without any form of packaging. In this case,
we learned that many tomatoes had been shipped to washing, packing, and repack-
ing facilities where they were or might have been commingled with other tomatoes
from many different sources. This commingling has the potential to multiply the
quantity of food that is contaminated. It also increases the difficulty in determining
which tomatoes were the source of the illnesses. A further complicating factor was
caused by entities in the supply chain using different terminology to describe the
tomatoes. For example, one party might describe the tomatoes as “hothouse” or
“greenhouse” tomatoes while the next party in the chain might describe them sim-
ply as “tomato bulk.” Yet another party might use a descriptor such as “green six-
by-six.” This lack of consistency in nomenclature makes it more difficult and more
time-consuming to connect the links in the chain and to identify the source of the
tomatoes.

Salmonella Saintpaul Outbreak Investigation

Since May 31, many FDA employees in the field and at headquarters have been
working continuously on the outbreak investigation to identify the source(s) of the
illnesses. To help the public distinguish tomatoes not associated with the outbreak,
FDA adopted the policy of specifically designating the types of tomatoes implicated
in the outbreak as well as listing growing areas that were not part of the outbreak.
Based on information provided by CDC, state officials, and from our own investiga-
tions, FDA has been regularly updating the information on its website, conducting
media calls, and updating our Federal, state, and local partners, along with the af-
fected industries.

As is our usual course, FDA’s recommendations for consumers were focused on
protecting public health and were based on epidemiological information from the
state agencies and CDC.

From them we learned initially that illness was statistically linked to consump-
tion of raw tomatoes. Ill persons reported consuming red round, red plum, and red
Roma tomatoes. Because few ill persons had reported consuming other types of to-
matoes, we advised consumers that these other types of tomatoes had not been im-
plicated. We also had information from our ongoing traceback investigation that a
limited number of geographic regions were being identified as possible sources of the
tomatoes that were associated with the outbreak. A number of states informed FDA
that growers within their jurisdictions either were not shipping tomatoes during the
period of concern or they would not have shipped tomatoes as widely as would have
been required to account for this multi-state outbreak. This aggregated information
allowed us to advise consumers that they could eat certain types of tomatoes and
all tomatoes from a number of countries and states (or from certain regions within
a state) with confidence that they were not from the sources that were identified
in the traceback investigation.

On June 30, CDC advised FDA that their epidemiological data from the ongoing
outbreak indicated that jalapefio and Serrano peppers also might be implicated in
the outbreak. Accordingly, on July 1, FDA expanded its investigation into peppers
as well and advised consumers at increased risk of complications from infection (el-
derly persons, infants, and persons with impaired immune systems) not to consume
raw Serrano and jalapeno peppers.

On July 17, FDA lifted its warning to consumers to avoid certain types of raw
tomatoes. FDA announced that tomatoes currently on the market are not considered
to be a possible source of the continuing Salmonella Saintpaul illnesses because the
tomatoes coming to market now are harvested from different growing areas than
those initially implicated. We also reiterated our recommendation to consumers at
increased risk of infection to avoid eating Serrano and jalapeno peppers while the
investigation continues.

On July 21, FDA announced that one of the jalapefio pepper samples we tested
is a genetic match with the outbreak serotype, Salmonella Saintpaul. This finding
is strong evidence that jalapeno peppers were involved in the outbreak; however, it
does not exonerate other foods. While this one positive sample does not provide the
whole story, this genetic match is an important break in the case that we hope will
help us pinpoint the source of the contamination. FDA obtained the jalapeno pepper



24

sample during an inspection of the Agricola Zaragoza produce distribution center in
McAllen, Texas. The company voluntarily issued a recall. The pepper was grown in
Mexico, but that did not mean the pepper was contaminated in Mexico. We contin-
ued to investigate the source of the contamination.

Based on this finding, on July 21, FDA advised consumers to avoid eating fresh
jalapeno peppers and foods made with them. This advisory did not include cooked
or pickled jalapeno peppers. As the traceback investigation continued into the source
of the pepper’s contamination, the review of the current traceback investigation and
harvesting dates, matched with the dates that people became ill, combined to indi-
cate that the contaminated jalapenio pepper originated in Mexico and not at the
plant in Texas. Therefore, on July 25, FDA announced that there was no indication
that domestically grown jalapeno or Serrano peppers are implicated in the outbreak.
We updated our consumer advisory to indicate that our advice to avoid raw jalapefio
and Serrano peppers now applies only to peppers grown, harvested, or packed in
Mexico. In addition to domestically grown raw jalapeno and Serrano peppers,
canned, pickled, and cooked jalapeno and Serrano peppers from any and all geo-
graphic locations also are not connected with this outbreak. Serrano and jalapeno
peppers are often grown together, are often served in the same foods, and often
travel along the same distribution routes. The finding of the contaminated jalapeno
Eepp}gr does not mean that Serrano peppers were not also associated with the out-

reak.

We are working with state regulatory agencies and the food industry, including
restaurants, grocery store chains, and wholesalers to ensure that this new, more
narrowly focused advisory is clearly understood by everyone. Our investigation into
the source of the contamination is ongoing. We will continue to refine our consumer
guidance as our investigation continues.

I would now like to describe some of our recent activities to improve traceability
of fresh produce.

Recent FDA Activities To Improve Traceability of Fresh Produce

The ability to trace pathways of any food, including tomatoes and other fresh
produce, through every point in the supply chain is crucial for limiting foodborne
illness in an outbreak, for preventing future outbreaks, and for reducing the impact
on the segments of the industry whose products were not associated with the ill-
nesses. The pathways that fresh produce travels from field to consumer have be-
come increasingly complex, with items sometimes changing hands many times in
the supply chain.

FDA formed an internal multi-Center group to meet with external entities (such
as industry, consumers, and Federal, state, local, and foreign governments) to better
understand the universe of track and trace systems that are currently in use or
being developed. FDA has reached out to various organizations, including trade as-
sociations and consumer groups, to gain a better understanding of best industry
practices for traceability, including the use of electronic and other technologies that
speed and enhance the traceback process and the use of systems that connect all
the links in the produce supply chain. FDA is using this information to develop rec-
ommendations for the fresh produce industry to use to improve its internal
traceback systems. We plan to hold a public meeting in the fall to further the ex-
change of information on available technology and best practices for enhanced
traceability.

We have been working extensively with states and the fresh produce industry to
encourage incorporation of traceability procedures and technology. For example,
FDA assisted the Florida Tomato Commission and the University of Florida/Insti-
tute of Food and Agricultural Sciences in the development of Florida’s Tomato Best
Practices Manual. This Manual incorporates Good Agricultural Practices, Good Han-
dling Practices, and traceability recommendations for industry. The Manual formed
the basis of the State of Florida’s tomato safety rule.

Another recent example is the final guidance for the fresh-cut produce industry,
which FDA issued this year. The guidance includes a section on tracebacks and a
section on documentation and record-keeping. FDA also has provided industry its
“Guide to Traceback of Fresh Fruits and Vegetables Implicated in Epidemiological
Investigations,” which is used by our investigators.

Last month, FDA issued a Request for Applications to provide funding to six
states to establish Food Protection Rapid Response Teams to investigate multi-state
outbreaks of foodborne illness. Enhancing the infrastructure of state food protection
programs and strengthening joint Federal/state responsiveness at a local level are
an important way to protect consumers by expediting traceback investigations.

We will continue to work with Federal, state, local and international food safety
partners and with industry to develop guidance, conduct research, develop edu-
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cational outreach materials, and initiate other commodity-, practice-, or region-spe-
cific programs to enhance the safety of fresh produce.

Action Plan for Import Safety and Food Protection Plan

To enhance safety across the range of imported consumer products, last Novem-
ber, Secretary Leavitt presented to the President an Action Plan for Import Safety
(Action Plan) which reflects the input of twelve Departments and Agencies and pro-
vides recommendations to enhance the safety of imported products. In conjunction
with the Action Plan, FDA released the Food Protection Plan, which provides a
framework to identify and counter potential hazards with respect to both domestic
and imported food. Achieving the food safety enhancements identified by these plans
will require the involvement of all our food safety partners—Federal, state, local,
tribal, and foreign governments; industry; academia; consumers; and Congress. Both
Plans build in safety measures across a product’s lifecycle, from the time a food is
produced to the time it is distributed and consumed. They encompass three core ele-
ments: prevention, intervention, and response.

The Food Protection Plan identified ten legislative authorities necessary for
achieving full implementation. We encourage Congress to provide these authorities,
which would:

e Allow FDA to require preventive controls against intentional adulteration at
points of high vulnerability in the food chain;

e Authorize FDA to issue additional preventive controls for certain high-risk
foods;

e Require food facilities to renew their FDA registrations at least every 2 years
and allow FDA to modify the current food product categories for purposes of
registration;

e Authorize FDA to accredit highly-qualified third parties for voluntary food in-
spections;

e Require a new reinspection fee from facilities that fail to meet current Good
Manufacturing Practice (cGMPS) requirements;

e Empower FDA to require electronic import certificates for shipments of des-
ignated high-risk products from countries with which FDA has concluded an
agreement on a certification program that provides a level of safety sufficient
to meet FDA standards;

e Allow FDA to charge export certification fees for food and animal feed to im-
prove the ability of U.S. firms to export their products;

e Authorize FDA to refuse admission of imported food if FDA inspection access
is delayed, limited or denied;

o Empower FDA to issue a mandatory recall of food products if voluntary recalls
are not effective; and

e Give FDA enhanced access to food records during emergencies.

Last month, the Secretary announced that the Administration is increasing its
Fiscal Year (FY) 2009 budget request for FDA by $275 million. This increase brings
the Administration’s total proposed increase in FDA’s budget, including user fees,
for FY 2009 to $406.3 million, a 17.9% increase over FY 2008. A large portion of
this increase ($125 million) will be used for food safety and will allow FDA to inten-
sify actions to implement the Food Protection Plan. This is in addition to the $42.2
million increase proposed for food protection in the budget announced in February
2008.

On June 30, the President signed the FY 2008 Supplemental Appropriation into
law. This appropriation act provided $150 million for FDA, and these resources will
allow FDA to accelerate its transformation of its regulatory strategies to meet the
challenges of the evolving global marketplace for food and medical products. The
funds in the supplemental appropriations act will allow FDA to further implement
the Food Protection Plan, the Action Plan for Import Safety, and important medical
product priorities. It will specifically allow FDA to expand its food safety activities,
such as increasing inspections, performing research on mechanisms of food contami-
nation, establishing offices overseas to build capacity with our foreign partners, de-
veloping and validating more rapid detection tools, enhancing our information tech-
nology systems to support interoperable databases, and enhancing FDA’s ability to
identify and target the greatest threats from intentional and unintentional contami-
nation.
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Conclusion

FDA is working hard to ensure the safety of food, in collaboration with its Fed-
eral, state, local, tribal, and international food safety partners, and with industry,
consumers, and academia. As a result of this effective collaboration, the American
food supply continues to be among the safest in the world. However, the Salmonella
Saintpaul foodborne illness outbreak underscores the challenges we face. Once our
investigation has determined the cause of the Salmonella contamination, we will ex-
amine what other measures are needed.

In the meantime, we have been making progress and are moving forward to im-
plement the Plans. We recently issued 6 month updates that demonstrate the spe-
cific actions we have been taking to implement the Plans. For example, we have
formed a Risk-Based Steering Committee with the charge of ensuring that a com-
prehensive risk-based approach is taken with regard to food protection. We are hold-
ing a 50 state meeting in August to share information and develop strategies for
implementing the Food Protection Plan and to enhance future collaborations be-
tween Federal, state, and local partners. Progress also has been made in identifying
food vulnerabilities and mitigation strategies; for example, FDA has identified sev-
eral natural plant bacteria that are effective in preventing contamination of toma-
toes with Salmonella Newport. FDA scientists received training and instruments to
rapidly detect and accurately identify Salmonella serovars using a new molecular
method. We have strengthened the response to food safety threats by providing inci-
dent command system training to our FDA offices around the country and to states
and by developing templates to enhance communication during a food recall. We will
continue to strive to reduce the incidence of foodborne illness to the lowest level pos-
sible.

Thank you for the opportunity to discuss FDA’s continuing efforts to enhance food
safety and traceability. I would be happy to answer any questions.
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The CHAIRMAN. I am sure the Committee will have a series of
questions. We have just gotten called for a vote. I would like Dr.
King to be able to present his oral testimony before questions, and
we will take that at this time and then we will come back, because
I know the Committee as do I have a number of questions with re-
gard to the announcement you have just made as well as how con-
sumers can protect themselves as well as if you know the cause of
the water contamination in Mexico.

Dr. King, please proceed now.

STATEMENT OF LONNIE J. KING, D.V.M., DIRECTOR, NATIONAL
CENTER FOR ZOONOTIC, VECTOR-BORNE AND ENTERIC
DISEASES, CENTERS FOR DISEASE CONTROL AND
PREVENTION, U.S. DEPARTMENT OF HEALTH AND HUMAN
SERVICES, WASHINGTON, D.C.

Dr. KiNG. Thank you very much, Mr. Chairman. Good afternoon.
I am Lonnie King. I am the Director of the National Center for
Zoonotic, Vector-borne and Enteric Diseases at the CDC. Thank
you for the invitation to address the Subcommittee today.

First, let me offer my sympathies to all families who have been
adversely affected by this outbreak and also I understand the frus-
tration of many of the food-producing and serving industries who
work so very hard to produce and serve safe produce.

CDC leads Federal efforts to gather data and investigate
foodborne illnesses. Much of what CDC does depends on the critical
relationships with a broad range of partners, food safety regulatory
agencies, in particular with the FDA, the USDA’s Food Safety In-
spection Service and with the state and local public health depart-
ments.

Salmonella is a group of bacteria that is widespread, mostly in
the intestines of birds, reptiles and mammals. There are some
2,500 subtypes, or serotypes. Salmonella is the second most com-
mon bacterial cause of foodborne illness in this country. The cur-
rent outbreak of Salmonella caused by the serotype Saintpaul is
relatively uncommon as a serotype, causing only about one percent
of all reported Salmonella infections each year. This outbreak is
the largest foodborne outbreak in the United States in the past
decade. Its investigation has been especially complex, difficult and,
unfortunately, prolonged.

CDC first learned about the outbreak on May 22, 2008, when the
New Mexico Department of Health reported illnesses in four indi-
viduals confirmed as Salmonella Saintpaul. New Mexico posted the
information about this unusual number of Salmonella Saintpaul
cases to PulseNet, a national network of public health and food reg-
ulatory agency laboratories used to detect foodborne disease out-
breaks. This information allowed state laboratories to compare the
specific DNA fingerprint found in New Mexico to their own cases
of Salmonella and to report any cases where there may be match-
ing fingerprints. The very next day, Texas and Colorado reported
cases with matching fingerprints. Investigators in New Mexico,
Texas and CDC began a multi-state outbreak investigation. Epi-
demiologists conducted hypothesis-generating interviews with ill
persons to collect information about many possible sources of infec-
tion. Results of this first series of interviews indicated raw toma-
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toes were the most commonly consumed food, leading to the hy-
pothesis that they are possible source of illness. Following these
initial interviews, case control studies comparing what ill and
healthy persons reported eating were conducted. By May 31, pre-
liminary results of the first case control study showed that illnesses
were significantly associated with the consumption of raw toma-
toes.

On June 4, CDC received the first report of a possible restaurant
cluster and subsequently learned of additional clusters. Between
June 18 and June 20, there was also a large surge of reported
cases from Texas. The geographic concentration of illness in the
Southwest and in Native American and Hispanic persons along
with a strong association with the consumption of Mexican-style
food in restaurants and the apparent continuation of this outbreak
after the alert regarding tomatoes led to the hypothesis that a food
item commonly consumed with tomatoes could also be producing
this illness.

Investigations then focused on the recently identified clusters
and a second multi-state case control study of persons who became
ill after June 1 was initiated. The results of the case control study
indicated a strong link to fresh produce items used in Mexican cui-
sine but did not point clearly to a specific item. After additional
epidemiologic investigations of a cluster of illness in Texas, the
FDA began their tracebacks on peppers, and on June 21, the FDA
announced they had isolated the outbreak strain of Salmonella
Saintpaul from a sample of jalapeno peppers, and we now know
that other information has come forward. This outbreak continues
as does the investigation. The active field investigations by the
CDC, state and local health departments focusing on identifying
clusters of cases and the FDA’s tracebacks on jalapenos, tomatoes
and other possible sources are providing new information almost on
a daily basis.

This outbreak has been particularly challenging. First, there is
an inherent delay when a person becomes ill with Salmonella and
when results of the tests are reported to PulseNet. For half the
cases in this outbreak, it took more than 16 days from onset of ill-
ness to posting the test results on PulseNet. Second, people have
difficulty remembering exactly what foods they ate and remem-
bering specific ingredients in those foods was even more difficult,
especially in dishes that were prepared by someone else. Third, the
foods in question are often eaten together, so exposures to one item
often means exposures to all the items. Finally, perishable foods
consumed by ill persons were often not available for testing.

As of July 29 at 9 p.m., 1,319 persons infected with Salmonella
Saintpaul have been identified in 43 states, the District of Colum-
bia and Canada. At least 255 persons have been hospitalized with
two deaths possibly linked to this outbreak. At present, we believe
that jalapeno peppers are the cause of some of these clusters and
could be a major vehicle that we need to look at as part of this out-
break. Fresh serrano peppers, with this new information today
from FDA, not only remain under investigation but now we have
a smoking gun, it appears.

It also appears likely that more than one food vehicle has been
involved in this outbreak. I think that has been confirmed by FDA
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today. By themselves, tomatoes cannot explain this entire outbreak

nor do jalapeno peppers explain all of the clusters. The outbreak

iis ongoing but fortunately fewer new illnesses are reported each
ay.

In conclusion, the outbreak illustrates the importance of existing
public health networks: the laboratories that use and perform
PulseNet fingerprinting; the epidemiologists conducting the inves-
tigations; the multidisciplinary approach to the investigation and
the close communication and collaboration among state, local and
Federal officials. We balance the rapid release of information on
the sources of illness against the potential negative consequences
to consumers, food growers, producers and industry. CDC is pre-
pared to continue to work with its regulatory authorities, state and
local partners, food and environmental microbiologists and the food
{ndustry to find long-term solutions to this very challenging prob-
em.

I appreciate being here today, and your kind invitation to testify.
ﬁfter your vote I would be happy to answer any questions you may

ave.

[The prepared statement of Dr. King follows:]

PREPARED STATEMENT OF LONNIE J. KING, D.V.M., DIRECTOR, NATIONAL CENTER
FOR ZOONOTIC, VECTOR-BORNE, AND ENTERIC DISEASES, CENTERS FOR DISEASE
CONTROL AND PREVENTION, U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES,
WASHINGTON, D.C.

Introduction

Good afternoon, Chairman Cardoza and Members of the Subcommittee. I am Dr.
Lonnie King, Director of the National Center for Zoonotic, Vector-borne, and Enteric
Diseases, at the Centers for Disease Control and Prevention. Thank you for the invi-
tation to address the Subcommittee on CDC’s activities related to the prevention of
foodborne disease and CDC’s role in the response to the current outbreak of Sal-
monella Saintpaul infections associated with fresh produce. First, let me offer my
sympathies to all the families who have been adversely affected by this outbreak.
Second, I understand the frustration of many in the food producing and serving in-
dustries, who work very hard to produce and serve safe produce. This investigation
has been especially difficult and prolonged. We have faced many challenges with
this particular foodborne outbreak. I will discuss these challenges in more detail
after describing the CDC’s response to the Salmonella Saintpaul outbreak.

Background

Foodborne disease presents a continuing challenge to public health. CDC esti-
mates that approximately 76 million U.S. residents get sick, 325,000 are hospital-
ized, and 5,000 die each year from foodborne illness. Overall, foodborne diseases ap-
pear to cause more illnesses but fewer deaths than previously estimated in the
1980’s. More than 250 different foodborne illnesses have been described. Most are
caused by a variety of bacteria, viruses, and parasites. Some foodborne illnesses are
caused by toxins or chemicals.

As an agency within the Department of Health and Human Services (HHS), CDC
leads Federal efforts to gather data on foodborne illnesses, investigate foodborne ill-
nesses and outbreaks, and monitor the effectiveness of prevention and control ef-
forts. CDC is not a food safety regulatory agency but works closely with the food
safety regulatory agencies, in particular with HHS’s Food and Drug Administration
(FDA) and the Food Safety and Inspection Service within the United States Depart-
ment of Agriculture (USDA). CDC also plays a key role in building state and local
health department epidemiology, laboratory, and environmental health capacity to
support foodborne disease surveillance and outbreak response. Notably, CDC data
can be used to help document the effectiveness of regulatory interventions.

Much of what CDC does depends on critical partnerships with state and local pub-
lic health departments who collect surveillance data and investigate most outbreaks
themselves. CDC has worked with the Association of Public Health Laboratories
(APHL) and the Council of State and Territorial Epidemiologists (CSTE) to
strengthen networks for foodborne disease surveillance. For example, PulseNet, the
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national network for molecular subtyping of foodborne bacteria coordinated by CDC,
empowers every state health laboratory to test strains of bacteria from sick persons
in that state, and to compare them with DNA “fingerprint” patterns in the national
database at CDC. This has greatly improved the ability to detect clusters of illness
that may be related, even if they are dispersed across multiple states.

OutbreakNet is the group of public health officials at state health departments
and CDC who regularly investigate foodborne outbreaks. The OutbreakNet team at
CDC coordinates the investigation of the large, multi-state clusters and works with
the foodborne disease epidemiologists in each state to evaluate clusters that
PulseNet detects. The OutbreakNet team at CDC also manages the electronic
Foodborne Outbreak Reporting System (eFORS). Established in 2001, eFORS is a
web-based outbreak surveillance system through which state and local health de-
partments voluntarily submit completed reports of foodborne disease outbreak in-
vestigations to CDC.

CDC’s Environmental Health Specialists Network (EHS-Net), a collaborative ef-
fort with FDA and nine states, assists state health departments in their efforts to
improve the practice of environmental health service programs; participants assess
policies and practices of retail foodservice establishments that could lead to or pre-
vent foodborne outbreaks. FoodNet is a network that is a collaborative effort among
CDC, ten states who participate in CDC’s Emerging Infections Program, the Depart-
ment of Agriculture’s Food Safety and Inspection Service (USDA-FSIS), and FDA;
it provides the most accurate surveillance data for determining the burden of infec-
tions, conducts scientific studies to better understand the sources for the many ill-
nesses that occur outside the outbreak setting, and monitors trends in infections as
new control measures are instituted. We have PulseNet to detect possible outbreaks,
OutbreakNet to investigate and report them, and FoodNet to track general trends
and define where more effective prevention strategies are needed.

CDC also works with a broad range of other partners to improve capacity and
knowledge regarding foodborne disease control and prevention. In collaboration with
the National Environmental Health Association (NEHA), CDC conducts team train-
ing programs for local and state health department officials including specialists in
environmental health, laboratory, and epidemiology. CDC works with the World
Health Organization (WHO) and a variety of other international partners to conduct
similar training programs in other countries through the WHO Global Salmonella
Surveillance program. CDC supports the Council to Improve Foodborne Outbreak
Response (CIFOR) which was created to help develop model programs and processes
that will facilitate the investigation and control of foodborne disease outbreaks.
CSTE and the National Association of County and City Health Officials (NACCHO)
are co-chairing CIFOR, and it includes representatives from CDC, FDA, USDA,
APHL, NEHA, the Association of State and Territorial Health Officials, and the As-
sociation of Food and Drug Officials.

Salmonella

Salmonella is a group of bacteria that is widespread in the intestines of birds,
reptiles, and mammals. Salmonella bacteria have been known for over 100 years to
cause human illness. Salmonella is the second most common bacterial cause of
foodborne diseases in the country, causing 15 reported laboratory-confirmed infec-
tions per 100,000 population in 2007, as measured in FoodNet. There are many dif-
ferent kinds, or serotypes, of Salmonella bacteria. Serotyping is a classification sys-
tem based on differences in structures on the surfaces of bacteria or other disease-
causing agents. Serotyping divides Salmonella into more than 2500 different
serotypes, some common and some rare. For example, during 1996-2006, Sal-
monella serotype Typhimurium and Salmonella serotype Enteritidis typically caused
41% of reported Salmonella illnesses each year in the United States. Salmonella
serotype Saintpaul is relatively uncommon, causing only 1% (about 400) of all re-
ported laboratory-confirmed Salmonella infections each year. Each serotype can be
further sub-divided into many more subtypes based on their DNA.

Salmonella infections have often been associated with meat, poultry, eggs, and
raw milk; these products are derived from animals that can carry Salmonella. Sal-
monella has also been associated with fresh produce and other plant-derived foods.
Fresh produce can be an important source of other types of foodborne infections as
well; for example, Escherichia coli O157, another bacterial agent, caused a large out-
break of illness linked to spinach in 2006. Salmonella, like other pathogens that are
commonly foodborne, can also be transmitted in other ways, such as from contact
with reptiles or other animals or between children at a child care center.

Many foodborne infections, including Salmonella, occur in persons without obvi-
ous connections to each other. These are called sporadic cases; determining the
source of a single sporadic case can be very difficult. Cases of similar infections can
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also occur as a group or “cluster.” Epidemiological investigation of clusters of pos-
sibly related cases permits public health officials to determine if the cases were con-
nected and, specifically, if they were linked to food. A cluster of foodborne illnesses
is considered an outbreak if an investigation demonstrates that two or more infec-
tions caused by the same agent are linked to the same food.

In general, for a foodborne illness to be recognized by the public health surveil-
lance system, a patient must seek medical attention, the physician must decide to
order diagnostic tests, and the laboratory must conduct the test using the appro-
priate procedures and report the results to a health department. Many 1ill people do
not seek medical attention, and of those who do, many are not tested. Therefore,
many cases of foodborne illness are neither diagnosed nor reported. For example,
Salmonella infection has been estimated to cause about 1.4 million foodborne ill-
nesses annually, however, only about 40,000 laboratory-confirmed cases of Sal-
monella are reported to CDC each year.

Regular reporting about detection of Salmonella serotypes from ill persons is crit-
ical in determining whether a change in incidence has occurred signaling a possible
outbreak. Each serotype can be further divided by DNA analysis into subtypes. The
subtypes are distinguished by different DNA fingerprint patterns. The fingerprint
pattern is determined with a test known as pulsed-field gel electrophoresis (PFGE).
PFGE is a very good method for discriminating between epidemiologically unrelated
isolates of this serotype. Public health laboratories determine the serotype and
PFGE patterns for Salmonella strains and share the patterns through PulseNet.
PulseNet plays a vital role in surveillance for and investigation of widely dispersed
foodborne illness outbreaks that were previously difficult to detect. The laboratories
participating in PulseNet are in state health departments, some local health depart-
ments, USDA, and FDA. When a clinical laboratory detects Salmonella from an ill
person, a sample is sent to a state or local PulseNet laboratory where it is serotyped
and DNA fingerprinted. The laboratory compares the fingerprint pattern to that of
other Salmonella strains from people in that area and uploads the pattern electroni-
cally to the national PulseNet database maintained at CDC, where it can be com-
pared with the patterns from all over the country. This gives us the capability to
detect an unusual number of Salmonella cases with the same pattern in a single
area or in multiple states. The system can identify patterns even if the affected per-
sons live far apart, which is important given the widespread U.S. food distribution
systems. The pattern causing the current outbreak is usually quite uncommon, and
was identified only 25 times in 2007, among the 400 Salmonella Saintpaul infec-
tions that were reported.

It is important to recognize there is an inherent delay between when a person be-
comes ill with Salmonella infection and when the results of testing are reported to
PulseNet. In the current Salmonella Saintpaul outbreak, the median number of
days between when the illness began and when the fingerprint pattern was reported
to PulseNet has been 16 days. It takes time for a person to become ill, seek medical
care, submit a sample for testing; it then takes time for the clinical laboratory to
detect Salmonella and send the strain to the public health laboratory; it then takes
time for the public health laboratory to perform serotyping and DNA fingerprinting.

The Salmonella Saintpaul Outbreak

On May 22, 2008, the New Mexico Department of Health contacted CDC to report
that they were investigating illness in four persons with Salmonella Saintpaul
strains that had the same DNA fingerprint pattern, and that Salmonella strains
from 15 more persons were still being characterized. The DNA fingerprint deter-
mined by PFGE was rare. It usually occurs no more than 2-3 times a month in the
whole United States, so four or more in one location was unexpectedly high. New
Mexico posted the information about the unusual number of Salmonella Saintpaul
cases to the PulseNet web board on May 22, so that all state laboratories could
quickly compare the DNA fingerprint pattern with that of their own strains, and
CDC requested that states report any strains that matched the DNA fingerprint
pattern. That next day, Texas and Colorado reported cases with this PFGE pattern,
and investigators in the New Mexico Department of Health, the Navajo Nation, the
Indian Health Service, the Texas Department of State Health Services, and CDC
began a multi-state investigation. Daily multi-state conference calls began and con-
tinued through July, with states being added to the calls as their cases were identi-
fied. The investigation was initially coordinated by the New Mexico State Health
Department, because most identified cases were in that state. On June 3, after more
states in different regions of the country reported cases, CDC assumed this role of
the investigation.

The initial steps in an epidemiological investigation are to collect information
from which hypotheses can be generated about the possible source of the outbreak.
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As cases with the same DNA fingerprint pattern were identified, epidemiologists
interviewed patients to determine what specific foods or other exposures they may
have had in common. The New Mexico Department of Health, Texas Department
of State Health Services, and the Indian Health Service conducted hypothesis-gener-
ating interviews from mid to late May among 19 ill persons from whom Salmonella
Saintpaul with the DNA fingerprint matching the outbreak strain had been isolated
during May 2008. These interviews collected information about possible sources of
infection, including attendance at gatherings, travel, daycare contact, contact with
reptiles and/or other household pets, contact with farm animals, sources of drinking
water, history of swimming, eating at restaurants, and specific food consumption
history for approximately 200 food items; the interviews also included open-ended
questions about what ill persons had eaten, meal by meal, in the days before they
became ill. The preliminary results of this first series of interviews indicated raw
tomatoes were the most commonly consumed food item (reported by 84% of ill per-
sons) leading to the hypothesis that they were a possible source of the illnesses.
CDC informally advised the FDA on May 26 of the hypothesis of a possible associa-
tion between ill persons and the consumption of raw tomatoes.

In the next steps of the investigation, analytic epidemiologic studies were con-
ducted to test the hypotheses generated by case finding. These studies compare the
frequency with which ill persons report exposure to a particular food item to the
frequency with which healthy persons (or controls) report that exposure. If the ill
group is more likely than the well group to report exposure to a particular food, a
statistical test can show how likely this finding would have occurred by chance
alone. Additional information about the likelihood of that particular food actually
being contaminated, the biological plausibility of it causing the illnesses, the fit of
the cases with the distribution of the food, and other factors may enter into the pro-
fessional judgment of whether the food with a statistically significant association
with cases is likely to explain the outbreak. Preliminary findings from these types
of studies guided subsequent next steps of the investigation while additional statis-
tical analyses are being conducted on the data gathered. It is important to keep in
mind at this stage of investigation, as analyses are conducted and interpreted, that
initial findings and hypotheses may change. As is common in outbreak investiga-
tions but especially true for foodborne outbreaks, the process of case finding, hypoth-
esis generating, and hypothesis testing is an iterative process; each step informs
subsequent steps and often leads to new investigative avenues.

In the next phase of the investigation, in late May, the New Mexico Department
of Health, the Texas Department of State Health Services, and the Indian Health
Service, in consultation with CDC, conducted a multi-state case-control study. The
data from the earlier 19 hypothesis generating interviews were used to identify
which foods were most frequently consumed by the ill people. The questionnaire
used in this case-control study included the 14 foods! reported by half or more of
the ill people in the hypothesis-generating interviews. These questionnaires were
administered to approximately 150 people. By May 31, preliminary results of the
case-control study demonstrated that illness was significantly associated with con-
sumption of raw tomatoes (88% of cases consumed raw tomatoes compared with 64%
of the controls, a very strong statistical difference). FDA was formally notified of
this significant association between tomatoes and infection. Statistical analysis of
these data showed that illness was associated with consumption of raw tomatoes
independent of consumption of tomatoes in salsa, guacamole, or pico de gallo.

The next step in the investigation was to trace the implicated food back to its
sources, looking for points where contamination might have occurred, and to deter-
mine if there is a single farm, processing location, or other point in distribution sys-
tem that could explain all the illnesses providing additional evidence supporting the
food item as a cause of the outbreak. Tracing the implicated food back from con-
sumption through preparation, to distributors, and source can also help determine
how the contamination occurred, stop distribution of the contaminated product, and
prevent further outbreaks from occurring. On May 31, 2008, FDA decided to initiate
investigations attempting to trace the tomatoes reported to have been eaten by ill
persons back to their sources. Tracebacks began on June 1, 2008. Throughout the
investigation there has been ongoing communication between CDC and FDA regard-
ing these traceback investigations.

On June 4, CDC received the first report of a possible restaurant cluster. Four
cases in Illinois appeared to be related to exposure to a single restaurant. Such clus-
ters were otherwise absent in the early part of the outbreak. The outbreak contin-
ued and expanded. Over the next few weeks, hundreds more cases were reported

1Food items examined included tomatoes, eggs, ice cream, potatoes, milk, tortillas, cold break-
fast cereal, raw onions, salsa, avocado, guacamole, ground beef, chicken, and lettuce.



34

from an increasing number of states. The average number of persons who became
ill between May 20 and June 10 was 33 per day. New information emerged as each
case was reported and interviewed by local or state health department authorities.

On June 16, CDC learned about the first recognized large cluster linked to a sin-
gle restaurant, approximately 30 illnesses, in Texas. Between June 18 and June 20,
Texas reported an additional 134 cases. This surge in the number of cases from
Texas highlighted the geographic concentration in the Southwest and in Native
American and Hispanic persons, which did not have a clear explanation. This infor-
mation, along with the strong association between illness and consumption of Mexi-
can-style foods in restaurants coming from continued analysis of the case-control
studies, and the apparent continuation of the outbreak after the alert regarding to-
matoes, led to the hypothesis that a food item commonly consumed with tomatoes
could be causing illnesses. Epidemiologists decided to focus the investigations on the
recently identified clusters and to conduct a case-control study of persons nation-
wide who became ill in June. CDC offered assistance to the Texas Department of
State Health Services; a CDC Epi-Aid team arrived in Texas on June 19.

By July 7, 32 clusters of Salmonella Saintpaul infections with the PFGE pattern
of the outbreak strain had been identified in 13 states and the District of Columbia.
Twenty-six were associated with Mexican-style restaurants. Most clusters had fewer
than five ill persons. Three clusters had more than ten ill persons, and analytic
studies have been conducted on these. In one of these larger restaurant clusters, ill-
nesses were linked to consumption of an item containing fresh tomatoes and fresh
jalapeno peppers. In the other two, illnesses were linked to an item containing fresh
Jalapeno peppers but neither raw tomatoes, nor fresh cilantro. Among the 22 small-
er clusters with data on the presence of food items in the venue, four did not serve
jalapeno peppers. Together, these investigations indicated that jalapeno peppers
caused some illnesses, but did not appear to explain all illnesses. Raw tomatoes,
fresh serrano peppers, and fresh cilantro also remained under investigation. We
were strongly considering the probability that more than one food item caused ill-
ness.

CDC and state and local health departments conducted a second case-control
study to investigate the possibilities that illness was related to consuming foods in
Mexican-style restaurants, and that illness was associated with consuming, in a res-
taurant, event, or home, a range of produce items that are often served with toma-
toes, including freshly made salsa, fresh jalapefio peppers, and fresh cilantro. This
was a large multi-state study, with over 400 interviews, with 141 interviews from
persons who had become ill on or after June 1 and 281 interviews from healthy con-
trols available for preliminary analysis. The study showed that illness was strongly
associated with eating at a Mexican-style restaurant. In a preliminary statistical
analysis that considered the entire dataset, consumption of fresh tomatoes, jalapeno
peppers, and cilantro were each shown to be risk factors in subgroups but no single
suspect exposure statistically dominated the others in explaining all cases. Thus,
this study indicated a strong link to fresh produce items used in Mexican cuisine
but did not point clearly to one specific item.

As new restaurant-associated clusters were reported, CDC and state health de-
partments investigated them aggressively. By July 16, CDC investigators were as-
sisting state and local health officials in field investigations of restaurant clusters
in North Carolina, Missouri, Texas, and New York City. In addition, another CDC
team was investigating illnesses in New Mexico.

As the epidemiological investigation expanded, the FDA also expanded their
traceback and sampling efforts. FDA began their tracebacks on peppers identified
by the outbreak investigations conducted by the states and CDC. CDC sent two
medical epidemiologists to FDA to directly participate in analyzing findings from the
tracebacks and connect them with the CDC epidemiologic data. On July 21, the
FDA announced that they had isolated the outbreak strain of Salmonella Saintpaul
from a sample of jalapeno peppers. The epidemiologic data from a Texas cluster of
ill persons led to this specific traceback investigation. In most Salmonella outbreaks
that are linked to a particular food, however, Salmonella is never detected in the
food. Detection of Salmonella in a food item that was implicated in an epidemiologic
study provides strong evidence that this food item caused illnesses, though it does
not exclude other foods as possibl