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EXAMINING THE IMPLEMENTATION OF THE
FOOD SAFETY MODERNIZATION ACT

WEDNESDAY, FEBRUARY 5, 2014

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON HEALTH,
COMMITTEE ON ENERGY AND COMMERCE,
Washington, DC.

The subcommittee met, pursuant to call, at 10:00 a.m., in room
2322 of the Rayburn House Office Building, Hon. Joe Pitts (chair-
man of the subcommittee) presiding.

Members present: Representatives Pitts, Burgess, Shimkus, Mur-
phy, Blackburn, Gingrey, Lance, Guthrie, Griffith, Bilirakis,
Ellmers, Walden, Barton, Upton (ex officio), Pallone, Dingell,
Capps, Matheson, Green, Butterfield, Barrow, Christensen, and
Waxman (ex officio).

Staff present: Matt Bravo, Professional Staff Member; Noelle
Clemente, Press Secretary; Brad Grantz, Policy Coordinator, Over-
sight and Investigations; Sydne Harwick, Legislative Clerk; Carly
McWilliams, Professional Staff Member, Health; Chris Sarley, Pol-
icy Coordinator, Environment and the Economy; John Stone, Coun-
sel, Health; Ziky Ababiya, Democratic Staff Assistant; Eric Flamm,
Democratic FDA Detailee; Elizabeth Letter, Democratic Assistant
Press Secretary; and Karen Nelson, Democratic Deputy Staff Direc-
tor, Health.

Mr. PrrTs. The Chair will recognize himself for an opening state-
ment.

OPENING STATEMENT OF HON. JOSEPH R. PITTS, A REP-
RESENTATIVE IN CONGRESS FROM THE COMMONWEALTH
OF PENNSYLVANIA

According to the Centers for Disease Control, 48 million Ameri-
cans, or one in six, will become ill from a foodborne disease each
year. One hundred and twenty-eight thousand people will require
hospitalization, and 3,000 will lose their lives as a result. Sadly,
many of these diseases and deaths could have been prevented if
proper safety precautions had taken place on the farm, in proc-
essing facilities, and while transporting foods.

The Food Safety Modernization Act (FSMA), the most far-reach-
ing reform of the Food and Drug Administration’s food safety au-
thority since the 1930s, was signed into law in January 2011. The
law tasked FDA with issuing major regulations covering such top-
ics as preventative controls for human food and animal feed,
produce safety, foreign supplier verification, accreditation of third-
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party auditors, intentional adulteration, and sanitary transpor-
tation, among others.

I am particularly interested in the sanitary transportation pro-
posal released last Friday. Since mid-2011, I have been following
stories about commercial food trucks without proper refrigeration
carrying perishable foods along our Nation’s highways at dan-
gerously high temperatures, and a subsequent investigation by the
Indiana State Police. Perhaps Deputy Commissioner Taylor can
speak to how the proposed rule would address situations like this.

I would like to commend Mr. Taylor for his outreach efforts and
dialogue with all parts of the food supply chain prior to the release
of these proposed rules and also for extending comment periods on
issues unique to certain sectors of the industry, such as farmers.
This conversation must continue.

I believe the success of FSMA’s implementation will rest on a
flexible regulatory structure that, one, encourages an efficient, risk-
based approach to food safety, and two, acknowledges that a one-
size-fits-all, overly burdensome model simply will not fit such a
vast and diverse food supply chain such as ours.

In issuing its proposed regulations, FDA has released compliance
cost estimates that differ significantly with outside estimates, and
I would be interested in learning about the assumptions and meth-
odology the agency used to arrive at these figures.

Additionally, over the last few years, many parts of the food in-
dustry have voluntarily made progress toward preventing
foodborne illness, and I would hope FDA would not punish these
gogd actors as it seeks to bring the rest of the industry up to stand-
ard.

I would also ask Mr. Taylor for a commitment to work with in-
dustry, particularly with respect to inspections, after the final regu-
lations go into effect. A collaborative, rather than adversarial, rela-
tionship with industry will yield greater compliance and ultimately
£urther our goal of making the U.S. food supply the safest it can

e.

Finally, while we need to finalize FSMA’s regulations in a timely
manner, I am concerned by the court-ordered deadline of June 30,
2015. These regulations are too important to be rushed through
without proper thought and consideration.

I would like to welcome Mr. Taylor and thank him for appearing
before us today. I look forward to his testimony.

[The prepared statement of Mr. Pitts follows:]

PREPARED STATEMENT OF HON. JOSEPH R. P1TTS

According to the Centers for Disease Control, 48 million Americans (or one in six)
will become ill from a foodborne disease each year. One hundred twenty-eight thou-
sand people will require hospitalization, and 3,000 will lose their lives as a result.

Sadly, many of these diseases and deaths could have been prevented if proper
safety precautions had taken place on the farm, in processing facilities, and while
transporting foods.

The Food Safety Modernization Act (FSMA), the most far-reaching reform of the
Food and Drug Administration’s food safety authority since the 1930s, was signed
into law in January 2011.

The law tasked FDA with issuing major regulations covering such topics as pre-
ventative controls for human food and animal feed, produce safety, foreign supplier
verification, accreditation of third party auditors, intentional adulteration, and sani-
tary transportation, among others.
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I am particularly interested in the sanitary transportation proposal, released last
Friday. Since mid-2011, I've been following stories about commercial food trucks—
without proper refrigeration—carrying perishable foods along our Nation’s highways
at dangerously high temperatures, and a subsequent investigation by the Indiana
State Police.

Perhaps Deputy Commissioner Taylor can speak to how the proposed rule would
address situations like this.

I would like to commend Mr. Taylor for his outreach efforts and dialogue with all
parts of the food supply chain prior to the release of these proposed rules and also
for extending comment periods on issues unique to certain sectors of the industry,
such as farmers. This conversation must continue.

I believe the success of FSMA’s implementation will rest on a flexible regulatory
structure that (1) encourages an efficient, risk-based approach to food safety, and
(2) acknowledges that a one-size-fits-all, overly burdensome model simply will not
fit such a vast and diverse food supply chain such as ours.

In issuing its proposed regulations, FDA has released compliance cost estimates
that differ significantly with outside estimates, and I would be interested in learn-
ing about the assumptions and methodology the agency used to arrive at these fig-
ures.

Additionally, over the last few years, many parts of the food industry have volun-
tarily made progress toward preventing foodborne illness, and I would hope FDA
would not punish these good actors as it seeks to bring the rest of the industry up
to standard.

I would also ask Mr. Taylor for a commitment to work with industry—particularly
with respect to inspections—after the final regulations go into effect. A collaborative,
rather than adversarial, relationship with industry will yield greater compliance
and ultimately further our goal of making the U.S. food supply the safest it can be.

Finally, while we need to finalize FSMA regulations in a timely manner, I am
concerned by the court-ordered deadline of June 30, 2015. These regulations are too
important to be rushed through without proper thought and consideration.

I would like to welcome Mr. Taylor and thank him for appearing before us today,
and I look forward to his testimony.

Mr. PiTTs. At this time I will yield the remainder of my time to
Ms. Blackburn.

OPENING STATEMENT OF HON. MARSHA BLACKBURN, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF TEN-
NESSEE

Mrs. BLACKBURN. And we do welcome you and are pleased that
you are here. Thank you so much for taking the time to be here
and for giving us the opportunity to talk with you and look at the
FSMA and a look at food safety and the FDA and the responsibil-
ities that exist by regulations, the guidance documents that affect
the wide array of individuals and industries that are associated
with our Nation’s food supply. Everyone wants a secure food sup-
ply, and they don’t want it to be burdensome and cumbersome and
difficult, and they want some certainty in the process.

Since January 2013, the agency has issued a number of proposed
rules and received a significant amount and number of comments.
We hope we have the opportunity to review some of this with you
today and look forward to making certain that we are all moving
in the right direction for food security.

I yield back.

Mr. PitTs. The Chair thanks the gentlelady and now recognizes
the ranking member, Mr. Pallone, for 5 minutes.



4

OPENING STATEMENT OF HON. FRANK PALLONE, JR., A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF NEW JER-
SEY

Mr. PALLONE. Thank you, Chairman Pitts, and thank you, Mr.
Taylor, for being here today.

I appreciate the opportunity to check in with the Food and Drug
Administration on its implementation of the FDA Food Safety Mod-
ernization Act, or FSMA. With the passage of FSMA 3 years ago,
Congress gave FDA new tools to shift the food safety system from
one that reacts and responds to food safety incidents to one that
prevents them.

FSMA provided the first major overhaul of Federal food safety
laws since the 1930s, and it was enacted at a time when the public
health challenges of an evolving domestic and global food supply
chain were evident in a series of foodborne illness outbreaks and
contamination incidents, and I am proud to have worked with my
colleagues, Mr. Dingell and Mr. Waxman and Ms. DeGette, on food
safety legislation that emphasizes a prevention and risk-based ap-
proach to food safety from farm to table, both for domestic and im-
ported food, and ultimately to have supported the passage of
FSMA. Food safety is and should be a bipartisan issue, and I hope
we in this committee will continue to do what we can to support
progress in the modernization of our food safety system.

We have seen in the last year the rollout of many significant
parts of the law, including proposed rules for major framework ele-
ments such as produce safety standards, preventive controls, and
oversight of food imports. I appreciate the work FDA has done in
engaging with stakeholders and incorporating public input into the
development of these proposed rules. However, I continue to urge
FDA to enact final FSMA rules as expeditiously as possible because
the safety of U.S. consumers’ food supply should not be put at risk.

In addition, the passage of FSMA did not end our work on pro-
tecting the public health from foodborne threats. There are 48 mil-
lion Americans every year who get sick from foodborne illnesses, as
estimated by the Centers for Disease Control and Prevention, and
there are still several thousand deaths each year attributed to
foodborne disease.

In order to ensure that the safety benefits of FSMA will be fully
realized, Congress must provide adequate resources to the FDA for
implementation. The Congressional Budget Office estimated that
the law could require $1.4 billion over 5 years to roll out, but the
agency has received only a fraction of that in resource increases,
not to mention the impacts of sequester.

The food import user fee and food facility registration and inspec-
tion user fee proposed in the President’s budget could also substan-
tially support the implementation of the modern, effective food
safety system envisioned in FSMA. I support the idea of utilizing
such food-related user fees, which I believe can benefit both indus-
try and government by reducing foodborne illnesses and the associ-
ated costs, which can be significant. The estimated overall eco-
nomic total of outbreaks is almost $80 billion annually.

With the health and safety of the American public at risk, we
can’t leave the job only half done by not adequately funding FDA
to fully implement this important law.
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And again, thank you, Mr. Chairman, and I yield back.

Mr. Prrrs. The Chair thanks the gentleman and now recognizes
the vice chairman of the subcommittee, Dr. Burgess, 5 minutes for
an opening statement.

OPENING STATEMENT OF HON. MICHAEL C. BURGESS, A
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS

Mr. BURGESS. Well, thank you, Mr. Chairman, and I appreciate,
Mr. Taylor, you being here with us this morning and your willing-
ness to discuss the implementation of the Food Safety Moderniza-
tion Act and the shifting focus of food safety from reaction to pre-
vention.

I must say, I am concerned that some of the rhetoric and initial
goals for the process have not been matched by the proposed rules
that have been released. The Food and Drug Administration did
have substantial interaction with stakeholders initially but it
seems that the rulemaking process was only prompted to comple-
tion by actions in the courts. Therefore, I am concerned that stake-
holder comments were not adequately addressed in the proposed
rulemaking. We should encourage the Food and Drug Administra-
tion to implement the Food Safety Modernization Act through a sci-
entific and risk-based approach that addresses the needs and con-
cerns of the companies that the laws affect.

Many companies and industries in the food supply system have
been proactive and have implemented innovative methodologies to
address the changing landscape of the food supply system. Compa-
nies should continue to identify microbiological and chemical haz-
ards and implement preventive controls to effectively mitigate risk.
We should promote an environment that encourages innovation
and moves away from a one-size-fits-all regulation. And let me just
say, as we sit here now over 3 years since the Food Safety Mod-
ernization Act was signed into law, I think it is significant that we
are having this meeting, this hearing in February of this year.

Look, we all know what is going to happen when the weather
heats up. We are going to have an outbreak. I don’t know of what.
I don’t know where it will occur. But you have seen it, I have seen
it through several years on this committee. We will be talking
about salmonella, we will be talking about E. coli. I would like to
know what is going to be different this year than has happened in
previous years. What are you doing proactively with the new tools
you have in the Food Safety Modernization Act that are going to
allow us to perhaps predict and prevent but at least mitigate the
damage from these outbreaks that we all know will occur. And Mr.
Pallone talked about the fact that the Food Safety Modernization
Act was necessary, the first time it had been undertaken in dec-
ades. It was necessary because of the evolving nature of the global
risk that was presented to our food supply, and as a consequence
we both know that that evolving of the global risk has not changed.
It has not diminished since the signing into law of the Food Safety
Modernization Act. So if anything, it is even more critical this Feb-
ruary than it was five Februarys ago or 10 Februarys ago. Our food
supply system varies greatly across the United States. Certainly,
a one-size-fits-all approach cannot address the needs of U.S. food
suppliers effectively. I hope we can continue to work with your
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agency and the stakeholders to ensure that the food supply system
has the flexibility needed to allow the industry to tailor their pro-
grams to their unique product needs while also ensuring the high-
est food safety benefits for all consumers.

Thank you, Mr. Chairman, for the recognition. I will yield back
to you.

Mr. PitTs. The Chair thanks the gentleman and now recognize
the ranking member of the full committee, Mr. Waxman, for 5 min-
utes for an opening statement.

OPENING STATEMENT OF HON. HENRY A. WAXMAN, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF CALI-
FORNIA

Mr. WAxMAN. Thank you very much, Mr. Chairman.

In December 2010, Congress passed the most significant over-
haul of FDA’s oversight of food safety since passage of the Food,
Drug, and Cosmetic Act in 1938. The FDA Food Safety Moderniza-
tion Act, FSMA, we call it, represents a fundamental shift in how
FDA approaches food safety, focusing on prevention instead of reac-
tion.

It requires food facilities to develop procedures to prevent food
contamination and to take corrective actions when contamination is
discovered. It requires FDA to establish standards for the safe pro-
duction and harvesting of fruits and vegetables. It mandates in-
creased FDA inspections for both domestic and foreign facilities
and gives FDA access to records relating to food safety. It gives
FDA mandatory recall authority and improves its ability to detain
unsafe food, and it gives FDA better tools to oversee the safety of
imports. It encourages FDA to work with other Federal, State,
locall, and foreign agencies to more efficiently achieve food safety
goals.

It is an ambitious law, even just on an administrative level. It
requires FDA to prepare more than 50 regulations, guidances, re-
ports, and studies in a short timeframe. Already, FDA has pub-
lished proposed versions of the seven most important regulations.
Given their complexity, their need to fit together and complement
each other, and the breadth of their reach, these regulations were
not easy to develop. Their release is an accomplishment for which
FDA should be proud.

But now, of course, FDA must finalize them. I recognize the po-
litical pressure put on the agency to delay and re-propose. I also
recognize the importance of ensuring that the regulations are work-
able and that they appropriately address the wide range of activi-
ties that they cover. But American consumers need FDA to act
without further delay.

We all have heard the statistics. According to the Centers for
Disease Control, every year 48 million Americans get sick, 128,000
are hospitalized, and 3,000 die from foodborne diseases. The goal
of the law is to substantially lower those numbers. American con-
sumers will not get its full benefits until the rules are all finalized,
and that is why FDA needs to finalize them as quickly as the agen-
cy can.

Mr. Chairman, I thank you for holding this hearing. It will be
good to get an update from FDA on how the implementation of this
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extensive legislation is going. I hope FDA will also share with us
the impact the current lack of user fees is having, or is likely to
have, on its ability to fully implement the law and protect public
health. I would prefer that we fully fund FDA through appropria-
tions. However in today’s political environment, that is not going
to happen.

Enhancing food safety is in everyone’s interest, Republicans and
Democrats, consumers, farmers, and manufacturers. We should be
doing everything we can to give FDA the resources it needs to
make full use of its new authorities under the Food Safety Mod-
ernization Act.

Mr. Chairman, I look forward to the testimony. I want to apolo-
gize in advance. There is another subcommittee meeting simulta-
neously with this one, and I may not be here for the full oppor-
tunity to hear the testimony. I will try to get back for questions.

I y1eld back the balance of my time.

Mr. PirTs. The Chair thanks the gentleman.

On our panel today, we have Mr. Michael Taylor, Deputy Com-
missioner, Food and Veterinary Medicine, U.S. Food and Drug Ad-
ministration. Thank you for coming. Your written testimony will be
made part of the record. You will have 5 minutes to summarize.

At this time, the Chair recognizes Mr. Taylor for 5 minutes for
an opening statement.

STATEMENT OF MICHAEL R. TAYLOR, DEPUTY COMMIS-
SIONER FOR FOODS AND VETERINARY MEDICINE, FOOD
AND DRUG ADMINISTRATION, DEPARTMENT OF HEALTH &
HUMAN SERVICES

Mr. TAYLOR. Thank you very much, Mr. Chairman, and good
morning, Chairman Pitts, Ranking Member Pallone and members
of the subcommittee, and first thank you for convening this hearing
and giving us an opportunity to discuss the implementation of the
Food Safety Modernization Act.

As you know, food safety is a fundamental public health concern
and it is a topic on which the public does have high expectations,
and unfortunately, as many of you have noted already, too many
Americans get sick every year, too many go to the hospital and too
many die due to foodborne illness, and the costs are high, esti-
mated as high as $77 billion just in the costs associated directly
with foodborne illness.

We will never have a zero-risk food supply, Mr. Chairman, but
as the statements have indicated, most foodborne illnesses are in
fact preventable. By preventing foodborne illness, we can improve
public health, reduce medical costs and avoid costly disruptions of
the food system, and with food imports having risen many-fold over
the last 2 decades, we need a strategy that also addresses the com-
plexities and challenges of food safety in today’s global food system.

Fortunately, Mr. Chairman, FSMA provides us with that strat-
egy. It is a risk-based prevention strategy that builds on what the
food industry and food safety experts have learned works to pre-
vent harmful contamination and reduce foodborne illness. FSMA
recognizes the primary responsibility and capability of those who
produce food to make it safe. It calls on FDA to issue regulations
aimed at ensuring practical steps are taken throughout the farm-
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to-table system, as you have indicated, addressing produce safety,
processing facilities, transport, and so forth.

FSMA also provides FDA new inspection mandates and enforce-
ment tools that we can use to help ensure high rates of compliance
with FSMA’s new standards, which is how we will achieve the food
safety and economic benefits that motivated FSMA’s enactment,
gettilzlg high rates of compliance with the rules once they are
issued.

One of FSMA’s most important themes and one that we at FDA
take very much to heart is partnership. FSMA directs us to work
with CDC to improve foodborne illness surveillance, with the De-
partments of Agriculture and Homeland Security to help get our
standards right, and, very importantly, with our State, local, terri-
torial, tribal and foreign government partners to support and over-
see implementation of FSMA standards. In fact, the centerpiece of
FSMA is the mandate to work with the States and our other part-
ners to build a national integrated food safety system that will en-
able us to achieve our food safety goals more effectively and effi-
ciently. We eagerly embrace these governmental partnerships in
doing our work.

We also believe strongly in partnership with the food industry
and our consumer stakeholders. Our partnership approach has
been demonstrated so far by the extensive outreach we have done
to all segments of the food safety community domestically and
internationally, both before and after issuing the proposed rules
that FSMA mandates. We have benefited enormously from innu-
merable public meetings, dialog sessions and webinars with indi-
vidual groups and dozens of farm and plant tours, where my col-
leagues and I have learned firsthand how food safety can be
achieved on a practical basis across the great diversity of our food
system. We are committed to sustaining this partnership and dia-
log approach throughout the implementation of FSMA.

As you know, Mr. Chairman, and as you have already acknowl-
edged, we have issued seven major rulemaking proposals mandated
by FSMA, and when they are final, they will provide the frame-
work for systematically building in prevention measures across the
food system, again, produce safety, preventive controls, the things
that you have pointed out.

I would be happy to answer questions about any of these rules,
of course, but I want to highlight just very briefly some points
about the proposals on produce safety and preventive controls
which we published in January of 2013.

As you know, the proposed rule on produce safety would require
farms covered by the produce rule, and it is a targeted set of farms,
to follow certain standards aimed at preventing microbiological con-
tamination of fresh produce. The proposal on preventive controls
would require facilities to have a written plan in place to do mod-
ern preventive controls, have plans in place, verify that those con-
trols are working. These proposals are grounded in practices that
many in the food industry are already following, but as we seek to
create a level playing field of standards through regulation, we
fully anticipated that a number of challenging issues would arise,
and that is why we have emphasized outreach and dialog and that
is why we have received over 15,000 comments on the produce safe-
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ty proposal and over 7,000 on preventive controls. As I say, we
have learned a lot through this process. That is why in December
we announced that we intend to publish and seek further comment
on revised rule language regarding certain key provisions in the
produce and preventive control rules on which our thinking has
evolved. Through this process, we are confident that we can issue
final rules that improve public health protections while minimizing
undue burden on farmers and food processors.

We also recognize that FSMA will only be as effective as its on-
the-ground implementation of the final rules after they are issued.
Our implementation strategy includes partnering with other gov-
ernments to ensure appropriate and efficient oversight and compli-
ance but also a concerted effort prior to enforcement to facilitate
compliance through education, technical assistance and regulatory
guidance.

Now, before closing, Mr. Chairman, I must note the importance
of finding the resources that FDA will need to implement FSMA in
a way that achieves its important food safety and economic goals
and meets the expectations of our many stakeholders. We have
adequate resources now to issue the required regulations and con-
duct the mandated number of domestic inspections, and we will
continue efforts to make the best use of the resources we have, but
simply put, we cannot achieve FDA’s vision of a modern food safety
system and a safer food supply without a significant increase in re-
sources. Last May, Secretary Sebelius submitted to Congress a re-
port outlining the resources needed to adequately implement
FSMA including resources needed to retrain FDA and State inspec-
tors, provide training and technical assistance to small- and me-
dium-sized farmers and processors, build the Federal-State part-
nership and, very importantly, implement the new import safety
system mandated by Congress.

The import need is particularly acute, Mr. Chairman. We import
50 percent of our fresh fruit and 20 percent of our vegetables, and
imported food shipments have increased from about 400,000 per
year in the early 1990s to nearly 12 million today, but clearly, our
resources have not kept up with this incredible expansion of food
imports. The need to improve import oversight was demonstrated
once again in 2013 by significant outbreaks of foodborne illness in-
volving the hepatitis A virus linked to pomegranate seeds from
Turkey and the cyclospora parasite linked to produce from Mexico.
Congress was right in mandating a new import safety system,
which is needed to protect consumers and provide a level playing
field for U.S. producers and processors, but we cannot do what
FSMA mandates without the resources it takes to build the new
import system.

We are grateful, of course, for the resources we have been given
through the 2014 appropriation process, which will be helpful in
the near term, but I would also note that the President’s 2014
budget request included a proposal for authority to collect two fees
that would also go a long way toward helping us meet our food
safety obligations under FSMA while also, we think, providing ben-
efits for the affected industry and our State partners. One would
address a registration fee for facilities that are registered with
FDA. The second would be an import user fee, a minimal amount
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per entry that would provide resources to fulfill the food safety pur-
pose of FSMA and also provide greater efficiency and predictability
for importers. We look forward, of course, to working with you on
those.

I want to close, Mr. Chairman, and I appreciate the indulgence
in going over the time, by just saying how gratified my colleagues
at FDA and I have been by the strong expressions of support we
continue to receive from our industry and consumer stakeholders
and from the members of this committee for moving forward in im-
plementing FSMA. It is important to get it right, and it is impor-
tant to get it done, and with an undertaking of this complexity, we
know there will always be challenging issues, but we are confident
that this collaborative approach that we have taken, pursuing this
approach, we can resolve issues in a way that is good for food safe-
ty and workable across our amazingly productive and diverse food
system. I look forward to your questions, Mr. Chairman.

[The prepared statement of Mr. Taylor follows:]
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INTRODUCTION

Good morning, Chairman Pitts, Ranking Member Pallone, and Members of the Subcommittee. |
am Michael Taylor, Deputy Commissioncr for Foods and Veterinary Medicine at the Food and
Drug Administration (FDA or the Agency), which is part of the Department of Health and
Human Services {HHS}. Thank you for the opportunity to appear before you today to discuss the
Agency’s ongoing implementation of the FDA Food Safcty Modernization Act (FSMA), which
was signed into law in January 2011. T commend you and the Members of the full committee for

your leadership in achieving enactment of this landmark legislation.

Food safety is a core public health issue. Every year, one in six Americans suffers from a
foodborne illness. Preventing foodborne illnesses will improve public health, reduce medical
costs, and avoid the costly disruptions of the food system caused by illness outbreaks and large-
scale recalls. In our increasingly interconnected world, we need a strategy that meets the public
health demands of a global marketplace and addresses the complexities and challenges of food

safety in the 21% century.

Let me take a moment to recall the environment in which this Committee considered FSMA’s
passage, involving a cascade of food-related health crises. Domestically, for example, there was
the 2006 Escherichia coli (E. colij spinach outbreak that sickened more than 200 people and
kitled three; the 2006-2007 Salmonella contamination from Peter Pan and Great Value peanut
butter that caused over 600 serious illnesses, including more than 100 hospitalizations; and the
2009 Salmonella outbreak, which resulted in more than 700 illnesses, more than 150
hospitalizations, and nine deaths, linked to the Peanut Corporation of America, in which a small

Georgia firm’s peanut product was sold to dozens of larger firms and ended up contaminating



13

hundreds of different products and potentially endangering millions of our citizens.
Internationally, in 2007, the addition of the industrial chemical melamine to pet food ingredients
in China, that were then used to make pet food in the United States, sickened and killed

thousands of cats and dogs in the United States.

These were on top of dozens of smaller outbreaks that received less publicity but contributed to
the annual toll of 48 million illnesses, 128,000 hospitalizations, and 3,000 deaths that the Centers
for Disease Control and Prevention estimates occur each year from contaminated food. While
we will never have a zero-risk food supply, most of these iilnesses, hospitalizations, and deaths
could be prevented through the full implementation of the modernized food safety system

created by FSMA.

Beyond the obvious human and animal suffering, and the associated economic costs to sickened
consumers, there are tremendous economic costs to food producers. The 2006 E. coli outbreak
linked to spinach, for example, resulted in the destruction of much of that year’s spinach crop
and reduced retail spinach expenditures by an estimated $200 million.! The economic impact of
the 2009 Peanut Corporation of America product recalls was estimated by some to be up to

$1 billion.* In fact, it is estimated that the overall negative economic impact of foodborne illness
in the United States, including medical costs, quality-of-life losses, lost productivity, and lost-life

expectancy, may be as high as $77 billion per year.

!t www.ers.usda, goviamber-waves/204 0-marcl/consumers 2 %680%599-response-to-the-2006-foodborne-

Hiness-outbreak-linked-t ch.aspx

wi.gpo. gov fdsys phg/ CHRG- 11 ihrgd 7797 hmliCHRG- 1 11 hhwg 47797 htm

* Scharff, R.L, 2012. Economic Burden from Health Losses Due to Foodborne Hilness in the United States. Journal
of Food Protection 75{1): 123-131,
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With those stark problems in mind, the Congress and the President enacted the most sweeping
reform of our Nation’s food safety laws in more than 70 years, giving FDA the tools necessary to
help eliminate such threats to our food. As you know, FSMA aims to enhance the safety of the
U.S. food supply by shifting the focus from responding to contamination to preventing it. The
faw gives FDA important new tools to hold domestic and imported foods to the same food safety
standards and directs FDA to build an integrated national food safety system in partnership with
Federal, state, focal, territorial, and tribal authorities. The law also provides FDA with new
enforcement authorities designed to achieve higher rates of compliance with prevention- and
risk-based food safety standards and to better respond to and contain problems when they do
occur. The modernization of FDA’s regulatory framework for the oversight of food is one of the
most challenging initiatives in FDA’s history, but one that will have public health and economic

benefits that could save thousands of lives and billions of dolfars annually.

In my testimony today, I will discuss the seven key proposed rules FDA has published to
implement the preventive approach required by FSMA. I will also discuss a few of the
significant new enforcement tools FSMA provides to enhance our ability to protect consumers.
Lastly, I will mention the importance of having sulTicient resources to achieve the food safety

enhancements envisioned by FSMA.

PREVENTIVE STANDARDS

I would now like to highlight the Agency’s activities related to the seven foundational rules
which form FSMA’s central framework aimed at systematically building preventive measures
across the food system, from the farm to the table. This framework is comprised of measures to

keep produce safe, implement modern preventive controls in human and animal food facilities,
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modernize oversight of imported foods, guard against intentional contamination, and help ensure

the safe transport of food and feed.

Preventive Controls for Human Food and Produce Safety Standards

In January 2013, FDA issued two proposed rules to lay the foundation for focusing more on
preventing food safety problems rather than reacting to problems after they occur: the proposed
preventive controls for human food rule,* which would implement provisions of section 103 of
FSMA, and the proposed produce safety rule,® which would implement section 105 of FSMA.
The proposed rule on preventive controls for human food would require food facilities to have a
written plan in place to identify potential hazards, put in place steps to address them, verify that
the steps are working, and outline how to correct any problems that arise. The proposed rule on
produce safety, which would apply to both domestically produced and imported produce, would
require farms that grow, harvest, pack, or hold fiuits and vegetables covered by the proposed rule

to follow certain standards aimed at preventing microbiological contamination of their produce.

The proposed rules we put forth were the result of extensive outreach by FDA with consumers,
government, industry, researchers, and many others. Since their relcase, we have made every
effort to solicit input on the proposed rules, not only through the standard rulemaking process,
but also by participating in nearly 200 webinars, listening scssions, and other activities with
various industry, consumer, and other stakeholder groups across the country and internationally.
To ensure broad input and facilitate constructive dialogue, FDA extended the comment periods

on the proposed rules three times. The comment periods ended on November 22, 2013. During

* “Cyrrent Good Manufacturing Practice and Hazard Analysis and Risk-Based Preventive Controls for Human
Food” proposed rule available at hup. www.gpo gov/fdsys/phg/FR-2013-01-16:pd?2013-001 25, pdf

* “Standards for the Growing, FHarvesting, Packing, and Holding of Produce for Human Consumption” proposed rule
available at hrp: vy gpo. gov/fdsys/ pkg/ER-2013-01-16/pdf 20/ 3-00123, pdyf.
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the comment period, FDA received, and is now considering, over 7,000 comments on the
proposed preventive controls for human foed rule and over 15,000 comments on the proposed

produce safety rule.

In December 2013, we announced that, based on our discussions with farmers, the research
community, and others, we have learned a great deal, and our thinking has evolved, We
recognize that the new safety standards must be flexible enough to accommodate reasonably the
great diversity of the produce sector, they must be practical to implement, and they must be
based on the best available science. To achieve this goal, we believe that significant changes
will be needed to key provisions of the two proposed rules affecting small and large farmers.
These provisions include water standards and testing for domestically produced and imported
produce, standards for using raw manure and compost relating to preventing microbiological
contamination of produce, certain provisions affecting mixed-use facilities, and procedures for
withdrawing the qualified exemption for certain farms. We intend to publish revised proposed
tule language on certain provisions by early summer 2014 and accept comments on those
provisions, We value our ongoing dialogue with produce farmers and others in the sector on the
proposed rules and want to ensure that we implement FSMA in a way that improves public

health protections while minimizing undue burden on farmers and food processors.

FDA also recognizes that FSMA will only be as effective as its on-the-ground implementation.
Building a national integrated food safety system has long been a foundational element of our
Nation’s strategy for carrying out an effective and efficient food safety program. It is also one of
the key themes of FSMA, which calls for enhanced partnerships and integration with our

Federal, state, local, and other partners. We recognize that it will take time and a concerted,
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community-wide effort for the wide range of farms to come into full compliance with new
requirements under FSMA, FDA is committed to working with the produce community and
with partners in the U.S. Department of Agriculture (USDA), state departments of agriculture,
state and local health agencics, tribal and territorial authoritics, and foreign governments to

facilitate compliance through education, technical assistance, and regulatory guidance.

For those farms that may need to add new food safety practices to their operations, FDA, in
collaboration with USDA and other stakeholders, will offer technical assistance and work with
small farmers. FDA established the Produce Safety Alliance, a partnership with USDA and
Cornell University, to provide educational materials to the agricultural community. The Alliance
is aimed at giving produce growers and packers training, educational materials, and other
opportunities to learn about current risk- and science-based best food safety practices and the

future regulatory requirements.

Similarly, for the proposed preventive controls for human food rule, FDA, in cooperation with
the Hlinois Institute of Technology’s Institute for Food Safety and Health, has established the
Food Safety Preventive Controls Alliance, which will develop training courses and materials on
preventing contamination for both human and animal food. The materials to be developed by the
Alliance will help industry—particularly small- and medium-sized companies—comply with the

new preventive controls rule,

Preventive Controls for Food for Animals
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In October 2013, FDA released its preventive controls for food for animals proposed rule,®
which, along with the preventive controls for human food rule, would implement provisions of
section 103 of FSMA. This proposed rule would improve the safety of animal food, including
pet food and food for food-producing animals, by requiring animal food facilities to take
preventive steps to ensure that food for animals is safe, The proposed rule would establish
requirements for current good manufacturing practices for the manufacturing, processing,
packing, or holding of animal food and require certain facilities to also implement hazard
analysis and risk-based preventive controls for food for animals. These measures will help
prevent foodborne illness in animals as well as help prevent transmission of pathogens such as
Salmonelila to individuals handling the food, such as pet food. FDA held three public meetings
specifically on this proposed rule and extended the comment period until March 31, 2014, in

response to requests to allow additional time for interested parties to comment.

Enhancing the Safety of Imported Food

FDA’s success in protecting the American public depends increasingly on its ability to reach
beyond U.S. borders and engage with its government regulatory counterparts in other nations, as
well as with industry and regional and international organizations, to encourage the
implementation of scicnce-based standards to ensure the safety of products before they reach our

country.

Today, about 135 percent of all food consumed in the United States is imported, and this number

is even higher in certain categories. Nearly 50 percent of fruits, 20 percent of vegetables, and

¢ “Current Good Manufacturing Practice and Hazard Analysis and Risk-Based Preventive Controls for Food for
Animals” proposed rule available at Atip; 2w, gpo. gov/fdsys ok FR2013- 10-29/pdfr203-25126.pdf.
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80 percent of all scafood consumed in the United States are imported. The rapid globalization of
the food supply poses many challenges. First and foremost, there is the matter of volume.
Whercas imports of food into the United States amounted to only a few hundred thousand
shipments annually in the early 1990s, this year we expect to see over 12 million food shipments
arrive at U.S. ports. Second, the nature of imports has changed. The staple goods, such as sugar,
spices, and molasses, that we imported a century ago have expanded to every conceivahle
commodity-—fresh fruits and vegetables, canned and other processed and ready-to-eat foods,
food preservatives, emulsifiers and stabilizers, seafood, apple juice, checses, and many more.
Furthermore, commodities today are often comprised of ingredients from many different

countries, making the inspection process more difficull and traceback more complicated.

FSMA includes significant changes 1o FDA’s food safety authorities, with the fundamental goal
of asking importers and foreign food producers to take greater responsibility in protecting food
before it is transported to this country. FSMA’s new import authorities will enhance FDA's
ability to help ensure the safety of imported food by building in new processes throughout the
supply chain. In July 2013, FDA issued two proposed rules covering food imported into the
United States to make importers more accountable for food safety and enhance FDA’s ability to
use credible third parties to moniter conditions and standards in foreign facilities that produce
and process food. These two proposed rules would provide important verification that imported

food meets the same food safety standards as domestic product.

The foreign supplier verification proposed rule,” which would implement section 301 of FSMA,

" “Foreign Supplier Verification Programs for Importers of Food for Humans and Animals” proposed rule available
at htp v g0, govfdsys/ pke FR-201 3-07-29/pdf/ 201 3- 1 7993, pdf.
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would require importers to perform certain risk-based activities to verify that food imported into
the United States has been produced using processes and procedures that provide the same level
of public health protection as those required of domestic food producers under the preventive
controls or produce safety regulations. The accredited third-party auditor certification proposed
rule,® which implements section 307 of FSMA, would establish a program for accreditation of
third-party auditors, also known as certification bodies, to conduct food safety audits and issue
certifications of foreign facilities and the foods for humans and animals they produce. Having
comprehensive oversight of a credible and reliable program for third-party audits and
certifications of foreign food facilities and food would help in making admissibility decisions
when FDA has determined that an imported food may pose a food safety risk and in facilitating

rapid entry of food under a new voluntary program FDA is developing for that purpose.

The Agency held two public meetings on the import proposed rules and, similarly to the other
FSMA proposed rules, conducted webinars, listening sessions, and further outreach to both
domestic and international stakeholders to explain the proposals and provide additional
opportunity for stakeholder input. The public comment period for the proposed rules closed on

January 27, 2014, and FDA is now reviewing all comments received.

Protecting Food Against Intentional Adulteration

Section 106 of FSMA directs FDA, in coordination with the Department of Homeland Security
and in consultation with USDA, to issue new regulations to protect against the intentional

adulteration of food. In December 2013, FDA released for public comment its intentional

¥ Accreditation of Third-Party Auditors/Certification Bodies to Conduct Food Safety Audits and to Issue
Certifications” proposed rule available at hup. 2 wwie. gpo. gov fdsys/phg/FR-2013-07-29/pd/ 201 3-17994 pdf.
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adulteration proposed rule,” requiring that larger food businesses in the United States and abroad
take steps to prevent contamination of the food supply in cases where the intent is to cause wide-
scale public harm. Under the proposed rule, food facilities would be required to complete and
maintain a written food defense plan that assesses their vulnerabilities to intentional adulteration
where the intent is to cause public health harm, including acts of terrorism, and identify and

implement strategies to minimize or prevent these vulnerabilities.

This is the first time the Agency has proposed a regulatory approach for intentional adulteration
of the food supply. Although intentional acts to contaminate the food supply in order to cause
large-scale public harm are unlikely to occur, the potential loss of life and harm to the economy
could be significant and, whenever possible, must be prevented. Our goal is to devisea
regulation that makes a practical difference for food safety while being cost effective, which we
know is a significant challenge in the case of intentional adulteration. We look forward to
engaging with stakeholders and receiving public input to help us refine our approach and further
focus the scope of the rule. Comments are due on the proposed rule by March 31, 2014, and we
have three public meetings scheduled for February and March to explain the proposal and

provide additional opportunity for input.

Ensuring the Sanitary Transport of Food

Last week, FDA put forth a proposal for the seventh, and final, major rule to implement the

overarching public health and safety goals of FSMA. The sanitary transport of food proposed

¥ “Focused Mitigation Strategies to Protect Food Against Intentional Adulteration” proposed rule available at
BatpAwwne.gpo.gov fusys/nkg/FR-201 3. 12-24/pdf7201 3-30373 pdf.
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rule'® would establish transportation practices for shippers, receivers, and carriers by motor ot
rail vehicle engaged in transporting both human and animal food. The proposed rule would
implement section 111 of FSMA as well as the Sanitary Food Transportation Act of 2005.
Before the enactment of FSMA, FDA had commissioned a study to obtain more information on
the subject, had published an advance notice of proposed rulemaking, and started to evaluate the

resulting data to move forward with the rulemaking,

The proposed rule would establish requirements to help ensure that human and animal food are
not adulterated because they have been transported or offered for transport under conditions that
are not in compliance with the sanitary food transportation regulations. The goal is to stop
practices that create food safety risks, such as the failure to properly refrigerate food, inadequate

cleaning of vehicles between loads, and failure to properly protect food during transportation.

FDA is soliciting comments on the proposed rule and will conduct a public meeting on the issue.

NEW INSPECTION AND ENFORCEMENT TOOLS

FSMA recognizes that FDA must have the clear mission and tools to verify compliance with the
new prevention standards and respond effectively to protect consumers when problems emerge
despite preventive controls. We welcome these new mandates and authorities and believe they
are critically important to our mission of ensuring the safety and security of our Nation’s food
supply. For example, FSMA gave FDA its first inspection frequency mandate for food facilities,

as well as enhanced access to the records documenting a firm’s implementation of its food safety

1 “Sanitary Transportation of Human and Animal Food” proposed rule available at
btips:www federalregister. govirticles/2014/02/05/201 4-021 88 sanitary-transporiation-of-human-and-animal-
Jood
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plan. In addition, before the passage of FSMA, FDA was able to detain a food product only
when it had credible evidence that a food product presented a threat of serious adverse health
consequences or death to humans or animals. FSMA amended the criteria, so that FDA can
prevent unsaft food from reaching consumers by detaining food it has reason to believe is

adulterated or misbranded.

FSMA also provides the Agency with the authority to issue a mandatory recall for foods (other
than infant formula, for which FDA already has recall authority) when a company fails to
voluntarily recali certain foods that may be unsafe after being asked to do so by FDA. In
addition, the Agency can now deny entry to an imported food if a foreign facility refuses an FDA
inspection. These new enforcement tools, combined with FDA s new authority under FSMA to
suspend the registration of a facility il the Agency determines that the food poses a reasonable
probability of serious adverse health consequences or death, enable FDA to more effectively

prevent unsafe food from entering commerce.

RESOURCES

The determination that we have all made to improve the safety of our food supply requires two
fundamental steps. The first was to give FDA the mandate and tools to modernize the food
safety system, and I applaud you for doing that via the enactment of FSMA. The second is to
give FDA the capacity to carry out the numerous changes embodied in the law. It is that
challenge that we must continue to address. Simply put, we cannot achieve our objective of a

safer food supply without a significant increase in resources.

At the time of passage of FSMA, the Congressional Budget Office estimated that FDA would
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need an increase in its base funding for food safety of over $580 million.!! Last year, in a report
to the Congress on food safety program and resource needs required by FSMA, the Secretary of
HHS (based on different assumptions and a commitment to efficiency) reported a need for an
increase over FDA’s Fiscal Year (FY) 2012 food safety funding base in the range of $400 o
5450 million.'* We will continue our efforts to make the best use of the resources we have, but I
can say with absolute certainty that we cannot do all that is asked of us without additional

resources.

Let me give you an example, referring back to our discussion of food imports. Imported food
shipments have increased from about 400,000 per year in the early 1990s to about 12 million
today but, clearly, our resources have not kept up with this exponential growth, Moreover,
FSMA demands that FDA do many more things in the import area, which really amount to
creating a significantly enhanced system for helping to ensure the safety of imported food. A
significant shift in the way we oversee importers comes from a new provision that places
responsibility on U.S. importers to ensure the safcty of the food they bring into this country. But
FDA now has the new mandate to oversee these importers, as well as continue its border
operations and foreign inspections. Without adequate funding, FDA will be unable to adequately
fulfill its oversight responsibilities. This includes implementing the Foreign Supplier
Verification Program, which requires new staff and skills to audit and verify the adequacy of the
importer’s verification plan; conducting more foreign inspections; working more closely on food
safety with foreign governments to leverage their efforts; and improving our data and import

systems to facilitate prompt entry of foods that meet our safety standards. The Congress was

www.cho.govisites/default/fifes'cbofiles/fipdoes/1 ] Txx/dog 1 1794/55 10 pdf
2 bt fwww fda govidownlogds/Food/Guidance Regwlation/ FSMA/UCM3 3 1876 pdf
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right in mandating this new system, which is needed to protect consumers. This need was
demonstrated again in 2013 by significant outbreaks of foodborne illness invelving the Hepatitis
A virus linked to pomegranate seeds from Turkey, which resulted in 162 illnesses and 71
hospitalizations, and the Cyclospora parasite, which resulted in 631 illnesses and 49
hospitalizations, for which some illness clusters were linked to produce from Mexico. Butwe

cannot meet this need without the resources it takes to build the new import system.

Another example of the need for additional resources is our direction from the Congress in
FSMA to pattner with state and local agencies and build their capacily to assist the Federal
government in protecting the food supply. This is especially crucial for produce safety, where
we were reminded again in 2011 by the tragic Listeria monocytogenes outbreak linked to whole
cantaloupes from Jensen Farms, which killed 33 people and resulted in 147 illnesses, just how
essential it is to properly implement FSMA’s new produce safety provisions. States have built-in
advantages in working with growers. While we are working with growers and other stakeholders
to get the rules right, after that, we must be able to partner with state departments of agriculture,
other state partners, and local, territorial, and tribal authorities to deliver the education, training
and technical assistance, as well as compliance oversight, needed to ensure the rules are
implemented properly. This cannot be done, however, unless we find additional resources to
build the capacity of our partners and provide the needed assistance to growers, especially small
and mid-size operators. State, local, and other partners are willing to step up, not only in the
produce area but all areas of food and feed safety, and take on much of this responsibility.
However, current appropriations simply do not give us the funding to take advantage of this

opportunity and carry out the congressional directive.
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We are, of course, grateful for the additional food safety funding the Agency has received to date
through the appropriations process. Fully implementing the law, however, will require a
substantial and reliable stream of funding. The President’s FY 2014 Budget proposed two fees
that would go a long way toward helping FDA meet its food safety obligations under FSMA
while also providing benefit to the affected industry and our state, local, territorial, and tribal

partners.

One of the proposed fees is a registration fee for those domestic and foreign food facilities which
are required to register with FDA. With these resources, FDA will increase its capacity to
establish an integrated national food safety system and further strengthen food safety inspection,

research, and import review.

The second proposed fee is an import user fee of a minimal amount (approximately $20) per line
entry. A “line entry” means each portion of a shipment offered for import that is listed as a
separate item on an entry document. These fees would help FDA implement the new import-
related programs required by FSMA to enhance the safety of imported food and will provide
benefits to foreign food producers, U.S. food imperters, and the general public. For importers in
pariicular, the user fee will result in an improved import program resulting in greater efficiency
and predictability for their businesses. The improvements to the import process will not only
facilitate the entry of safe products but also improve public health by enabling FDA to focus its
attention on higher risk products. The ultimate result will be improved confidence in the safety

of food from abroad.

FDA would like to work with you as well as our other stakeholders to develop these user fees.

15
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CONCLUSION

The Agency has mobilized significant resources toward the development of proposed and final
rules mandated in FSMA and continues to work as expeditiously on the rulemakings and other
implementation activities as its resources allow. Though the regulation development process can
be challenging and time consuming, the broad preventive controls framework envisioned in
FSMA is critical to enhanced food safety for U.S. censumers and is an important priority for the

Agency.

It is gratifying to FDA that in our meetings around the country, we have received broad support
for moving forward in implementing FSMA in a timely manner in light of its important food
safety goals, We will continue our collaborative approach as we move down the pathway to

final rules and to full implementation of FSMA.

Thank you for the opportunity to discuss FDA’s continuing efforts to implement FSMA. Iagain
would like to commend you for your leadership in enacting this important legislation which,
when fully implemented, will provide significant protections to consumers from foodborne

ilinesses. 1 would be happy to answer any questions.
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Mr. PiTtTs. Thank you. I will begin the questioning and recognize
myself for 5 minutes for that purpose.

Mr. Taylor, as I said in my opening statement, I have been wait-
ing for FDA’s sanitary transportation rule for some time since we
passed the Sanitary Food Transportation Act. I have continued to
hear some real horror stories about drivers turning off their refrig-
erator units to cut cost, and I called on the agency to expedite its
efforts to address these serious problems. Can you briefly comment
on the agency’s recent proposal and what it will do to ensure food
is safely transported from its producer or manufacturer to our local
retailers?

Mr. TAYLOR. Certainly, Mr. Chairman. We do consider the safe
transport element of FSMA to be an important part of the farm-
to-table prevention strategy. Our science tells us that this is not
the highest risk part of the food system by any means. We have
fairly limited experience in recent years with outbreaks associated
with transport. There have been historically major outbreaks. The
Schwan’s ice cream outbreak in the 1990s made 220,000 people
sick by virtue of inadequate sanitizing of trucks. But the rule that
we have proposed under the FSMA mandate will ensure that there
is clarity of responsibility among those who are shipping product,
that is, who have produced a product and are seeking to have it
shipped to a customer, those who are actually transporting the
product and those who are receiving it, clarity of responsibilities for
ensuring that the right practices are taken across that transport
part of the food system including where it is appropriate and nec-
essary to protect the safety of food that refrigeration is maintained.

And so we have focused in on the core elements that we think
are important in transport. We think we have got a practical sys-
tem that will provide us clarity of responsibility. Again, many in
the industry are already doing these things but we will fill in, I
think, importantly this part of the farm-to-table system.

Mr. PirTs. Thank you. There are a number of unique issues re-
lated to the inspection of seafood processing facilities and imports
from abroad. Can you please comment on the various programs
FDA has in place to oversee our global seafood supply as well as
recent improvements made to these systems.

Mr. TAYLOR. Certainly, Mr. Chairman. Back in 1996, actually,
FDA issued so-called HACCP regulations, essentially preventive
control regulations for seafood processing facilities, both in the
United States and overseas, for facilities shipping product to the
United States, and this is the modern approach to preventive con-
trols that FSMA has mandated for the entire food supply and that
we are working to implement, and so we have a long history of im-
plementing modern preventive controls for seafood. We do import
80 percent of our seafood, and so the oversight of imports is a cru-
cial part of the system. The system includes responsibility for the
importer to verify, have some verification from the foreign supplier
that they are implementing modern preventive controls, but we
also prioritize in our foreign inspection program seafood facilities
because we do want to verify that these modern preventive controls
are being implemented and we target facilities based upon informa-
tion we know about where potential hazards might be.
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We also have, under the existing law, the authority to stop prod-
uct when it comes into the country. This is a reactive system, and
it is not the prevention system that we will ultimately have when
FSMA is implemented, but we have strong authority. We have
used it frequently with respect to seafood to detain product from
facilities or even from countries where we have repeated violations
of issues like animal drug resides or other matters of concern from
a food safety standpoint.

So we have a solid program. We will continue to work to improve
it but it is based upon the modern principles that now FSMA is
mandating comprehensively.

Mr. PirTs. Thank you. The committee appreciates the agency’s
efforts in this regard and is committed to ensuring that unneces-
sary and duplicative programs do not hamper such efforts. Provi-
sions added to the Farm Bill at the last minute expanding the De-
partment of Agriculture’s catfish program would do just that. I
agree with GAO and others that while doing nothing to improve
safety, this program is a waste of taxpayer dollars and would in-
crease compliance costs across the seafood industry.

Understanding the complexity of the issues involved and the di-
versity of those impacted, I appreciate the agency’s extension of
comments, particularly with respect to the produce and preventive
control rules. Can you comment on whether the court-ordered dead-
line to finalize these major rules has hindered your agency’s ability
to continue what I consider an essential dialog with the regulated
community?

Mr. TAYLOR. Mr. Chairman, we don’t feel that the deadlines have
hindered that dialog. The deadlines are a challenge, but we are or-
ganized and focusing our efforts to meet those deadlines. We be-
lieve we can do it. We think our ability to reopen the comment pe-
riod for comment on some of the key issues of concern will advance
the process, but we will have to be very efficient and work very
hard to meet those deadlines, but we are committed to doing it.

Mr. PrrTs. The Chair thanks the gentleman and now recognizes
the ranking member, Mr. Pallone, 5 minutes for questions.

Mr. PALLONE. Thank you, Mr. Chairman, and I want to thank
you, Mr. Taylor, for coming here today. I know that Congress gave
FDA a big job to do when we passed FSMA, so I wanted to ask you
to give us a sense of the scope and diversity of the new responsibil-
ities that FDA is directed to undertake in about a minute or so.

Mr. TAYLOR. Just from a practical matter, it is really about cre-
ating comprehensively a new system of prevention. It is a new food
safety system beginning with what happens on farms where we
have never regulated for produce safety before going all the way
through processing and transport and then recognizing that we
have to manage global supply chains, so it is an entirely new im-
port oversight system. So it is a massive undertaking. If you just
read the law and count up the deiliverables, as I think you indi-
cated, it is a huge task and it is requiring us to mobilize everything
we have got now and to figure out, you know, and be very clear
about the resources that we will need to carry it forward to suc-
cessful implementation.

Mr. PALLONE. Thanks. I touched in my opening statement, I said
that CDC estimates that 48 million Americans get sick, 128,000
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are hospitalized and 3,000 die each year from foodborne illnesses,
and these numbers show that this is a serious problem that can be
devastating for families.

Let me ask you two questions. What are the impacts on con-
sumers who contract a foodborne illness and how will FSMA ben-
efit consumers and reduce the burden of foodborne illness?

Mr. TAYLOR. Mr. Chairman, some people think that foodborne ill-
ness is just an upset stomach, and many of those 48 million cases
are transitory illnesses, but they do add up to a big public health
burden in and of themselves, but many foodborne illnesses are dev-
astating, lifetime damaging experiences. People lose organ function.
People’s lives are changed forever and incurring not only great suf-
fering on their part but medical costs, and then 3,000 people die.
So it is more than a transitory stomachache.

And again, the whole idea here is to build in the practical pre-
ventive measures that can stop E. coli and salmonella and other
pathogens that can make people sick from getting into the food sys-
tem and doing that in the most practical but systematic way pos-
sible, and by doing that, again, we are not going to eliminate
foodborne illness but we can substantially reduce these illnesses
and benefit consumers. These illnesses are largely preventable, and
I think what people expect is that we do everything we reasonably
can to prevent them, and I think that FSMA is the mandate and
the system to do that.

Mr. PALLONE. Well, I am going to get into the resources issue be-
cause you mentioned that, and that is obviously very relevant.

FSMA gives FDA many new tools to use to improve the safety
of the food supply. However, I am concerned that you will have a
hard time making full use of them without added resources. The
agency’s report to Congress last April on domestic capacity building
to implement FSMA mentions there is a gap in funding needed to
fully implement the law and it briefly discussed how the authority
to generate new user fee revenues would be used for food safety,
and as you know, the food safety bill that the House passed in 2009
did include facility registration and importer fees to increase re-
sources.

Would you just comment on what the food-related fees proposed
in the President’s fiscal year 2014 budget would be used for if Con-
gress gave FDA the authority to collect them, and how would the
absence of user fee revenue affect the agency’s ability to continue
to implement FSMA?

Mr. TAYLOR. So there are two fees, as I mentioned. One is a facil-
ity registration fee. Those resources would be focused on improving
inspection and being sure that our inspection force is trained and
prepared to work under the new modern preventive system, so
training for inspectors would be a big part of that. Those resources
could also be used to support the Federal-State partnership. We
think we can be more effective working closely with State partners
who already conduct some inspections for us. They need their own
training and capacity building.

The import fee would really be the key to building the new im-
port system. We are mandated to establish this foreign supplier
verification program requirement but that puts us in the position,
which we want to be in, of auditing complex supply chain manage-
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ment systems. We need a whole different training and orientation
of a frontline workforce. We need staff to do that work in addition
to actually checking product coming in at the port of entry, and
then very importantly, Congress, I think, wisely mandates us to be
much more present overseas, to work with foreign governments, to
do more foreign inspections, to see that preventive measures are
being taken offshore. So it is really building that new import sys-
tem that the import fee would be crucial for.

Mr. PALLONE. All right. Thanks so much. I still have a few min-
utes.

The chairman mentioned the catfish, and I would like to know,
has FDA found catfish to be a high-risk food and can you describe
for us the system FDA has in place for fish and seafood safety and
whether FDA has found that catfish pose unique or special risk
warranting special oversight?

Mr. TAYLOR. Certainly, the reason we issued the HACCP rules,
the preventive control rules for seafood, is because seafood, if not
handled properly, can present concerns, but within the seafood uni-
verse, we actually think catfish is on the lower end of the spectrum
of potential risk. It is not sold in a form that is ready to eat.
Smoked product, for example, is more risky. It is not consumed
raw, generally, and we don’t have a history of outbreaks associated
with catfish.

Mr. PALLONE. All right. Thanks again.

Mr. Prrrs. The Chair thanks the gentleman and now recognizes
the gentleman from Illinois, Mr. Shimkus, 5 minutes for questions.
| Mr. SHIMKUS. Thank you, Mr. Chairman, and welcome, Mr. Tay-
or.

So in the full committee and our various subcommittees, it is
amazing how some things reoccur, so my discussion is going to be—
I am going to use the term “recycling”, but as we have found in
other sectors, we force ink producers to throw away ink instead of
bringing them back through the process because of rules and regu-
lations. As we heard yesterday, we force electronic manufacturers
to throw away their boards instead of recycling them because of
rules and regulations.

So this is the first question. In the process of commodities that
are already safe for human consumption that goes through the
process in the front end, and let us just take barley that is going
to go into production of adult beverage—beer. Then it goes through
the process but then there is always obviously the remaining ingre-
dients after the process has occurred. Many times that then is used
in animal feed issues. Now, a concern is developing that if in this
process then FDA then forces that end-use muck that has been
used in animal feed to then go through another inspection process
to see if it is safe for the feed processing and animal feed, then you
will do the same thing that we did with ink and the same thing
we do with computer boards. We will then add an additional bur-
den in disposal and then we will take away a commodity product
for food processes. That is a concern. Can you speak to that?

Mr. TAYLOR. Sure, Mr. Shimkus. We are aware of this issue, and
of course, we have proposed a preventive controls rule for human
food facilities and a preventive control rule for animal feed and ani-
mal food facilities based on the same principles that the law lays
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out, but there are differences in the way in which human and ani-
mal feed need to be handled for safety purposes, so we have two
separate rules. But they have to fit together and they have to work
in a way that does not disrupt this practice. We are very aware of
this relationship between human food and animal food production,
and we don’t see any reason from a food safety standpoint to dis-
rupt that at all, and based on the comments that we are getting
and will get on this, I think we can harmonize these rules and
avoid the concern that you are raising. I am confident about that.

Mr. SHIMKUS. OK. You understand the concerns, and our basic
premise is, if the entry point is safe for humans, understanding you
have got to figure out the endpoint and the processes, but it should
be safe for animal feed for the most part.

Mr. TAYLOR. Yes. And the system is all about being risk-based
and it is about not duplicating effort, and so there are any number
of ways in which we are being very careful to be sure that we are
getting the control we need but not having duplicative controls.

Mr. SHIMKUS. But you don’t know of any record in that process
of animal feed through that processes has caused any human
health indications? There has been no report to anybody that there
has been any incident?

Mr. TAYLOR. I am not aware of it sitting here. If others are, we
will put that in the record.

Mr. SHIMKUS. And I don’t think there is either, and that is the
point of the debate.

Mr. TAYLOR. Thank you.

Mr. SHIMKUS. I appreciate it.

Let me also then go to—there is a great deal of variability in food
products and processes, as you know. Therefore, a successful test-
ing program is tailored to a specific circumstance related to each
product in manufacturing operation. How will the regulation be
written to assure that testing is risk-based and not prescriptive,
very similar to the other previous question but this is really just
in the initial phase.

Mr. TAYLOR. That is very important. I think we all know from
long experience that certain kinds of testing programs and certain
kinds of facilities can be important to verifying the controls are
working. Peanut butter processing facilities, for example, where
salmonella in the environment can contaminate peanut butter and
cause a significant problem. Most companies undertake so-called
environmental monitoring testing of the environment to verify that
the sanitation and other measures are preventing the presence of
that pathogen.

But it is also well understood that those testing programs have
to be based upon the particular risk considerations, the processing
systems and the products in that particular facility. There is no
one-size-fits-all solution, and I think if we are agreeing on anything
across the board, one-size-fits-all doesn’t work on any dimension
really here.

Mr. SHIMKUS. I think that is what we find out in our committee,
and going back to the hearing yesterday on another subject, risk-
based is where we need to be, and really, the private sector, if you
evaluate their testing processes and you find that it adequately
does the test, the concern is, government will be prescriptive and
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they will say test it this way where we know that the industry has
already got a pretty good process of ensuring safety and efficacy.

Mr. TAYLOR. If I may, just really briefly, I mean we know there
are firms that have invented the standard of care, if you will, or
have programs that are in place and are doing the right thing and
in fact go beyond what we would end up mandating. We have to
have rules that are flexible enough to not disrupt those ongoing
processes while also setting a standard of care that is clear and
implantable by those who aren’t there yet and who FSMA is in-
tended to bring up to an appropriate standard. So that is the bal-
ance we need to strike in the final rules.

Mr. SHIMKUS. Thank you very much.

Thank you, Mr. Chairman.

Mr. PirTs. The Chair thanks the gentleman and now recognizes
Mr. Matheson, 5 minutes for questions.

Mr. MATHESON. Well, thank you, Mr. Chairman. I appreciate the
committee holding this hearing. I think this is a good thing for
Congress after it passes a law to take a look at how it is being im-
plemented. I think that is something we ought to do a lot of in Con-
gress across all committees, so I do appreciate this hearing.

Mr. Taylor, I have heard some concerns raised, and this may
have been covered a little bit before but I am going to ask you
again anyway. I have heard concerns raised about the language in
the proposed rule on the preventive controls. Some have raised a
concern that the use of the phrase “reasonably likely to occur” in
the rule is different than the Congressional intent, which would be
“reasonably foreseeable” that is in the law, that is the term. Can
you talk about these concerns, the validity of these concerns, what
these different—you know, to me, these are two different sets of
language, and I don’t know want to get into semantics, but some-
times it matters, so can you talk about that, about what that
means?

Mr. TAYLOR. Sure, and we don’t need to go into a lot of detail
to sort of get what is the central important point. It is one that we
were just discussing. Concern really rises from folks whose systems
are advanced, they are established, they are clearly achieving the
sort of prevention that FSMA is about, and we want to be sure that
we don’t use language and rules that would create a concern about
forcing change in those practices that don’t make a practical dif-
ference for food safety, and we have had a lot of dialog with indus-
try stakeholders, particularly on this point, and we think there is
a way to solve this and manage this so that we achieve the purpose
that I just recited. We need flexibility for them but a standard that
we can implement and enforce where needed for those who aren’t
there yet.

Mr. MATHESON. So to the extent you have heard concerns raised
about this, you are trying to work with stakeholders right now to
figure out a way to

Mr. TAYLOR. Absolutely. We have very active dialog. This is a
solvable issue.

Mr. MATHESON. That is great.

The next question I would ask is, the law asks for an increase
in the number of domestic food facility inspections. Do you have
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any indication of how many inspectors that is going to take and
what the costs are going to be for this?

Mr. TAYLOR. Well, I think one of the things that is fortunate is
that with the increases that have happened over the last few years,
we feel that we have the number of people we need to meet that
domestic inspection frequency mandate, so that is a part of FSMA
where we think we can hit the number. What we don’t have is the
resources right now to retrain and reequip those inspectors to work
in this sort of modern preventive controls environment where we
want to be focusing on the public health outcome and not just a
checklist of regulatory requirements. So we need that, and
then

Mr. MATHESON. Do you have those resources, by the way?

Mr. TAYLOR. We don’t have that, and that is the kind of addi-
tional funding that we need in order to implement FSMA success-
fully to really get the full modernization benefit that FSMA is
about.

Mr. MATHESON. Do you have a sense about what that gap might
be?

Mr. TAYLOR. I will stick with the request in the President’s budg-
et and it included about $225 million in fees, which would go a long
way towards closing the FSMA funding gap. The total FSMA fund-
ing gap that Secretary Sebelius recited to Congress in the spring
of last year was $400 to $450 million above our 2012 base. We took
a step back in 2013. We took a step forward in 2014. We still have
a sizable gap.

Mr. MATHESON. Do you plan to use third parties to conduct some
of your inspections?

Mr. TAYLOR. No, sir. We will partner with State governments
and other governmental partners on inspection. We do see the
value of working to strengthen the private audit system that the
industry has developed over the last number of years, and the law
itself, as you know, mandates that we establish an accredited
third-party certification program for certain import oversight pur-
poses that are fairly narrow and targeted, but we would not ever
think of private audits as a substitute for our inspection.

Mr. MATHESON. For the ones that are not domestic, for the ones
overseas, how is that third-party system implemented so far? How
is that going?

Mr. TAYLOR. The way in which Congress has prescribed that ac-
credited third-party auditors be involved in certifying the safety of
imports is in two situations. One is, as part of the so-called vol-
untary qualified importer program, which is the expedited entry
system for people who are going the extra mile, that would include
an accredited third-party audit of the foreign facility. We also have
the authority to mandate an accredited third-party audit for par-
ticular high-risk situations, but those are the specific uses for
which the accredited third-party audit is in the law.

Mr. MATHESON. All right. Well, thank you for your answers, and
Mr. Chairman, I will yield back.

Mr. PirTs. The Chair thanks the gentleman and now recognizes
the chair emeritus of the full committee, Mr. Barton, 5 minutes for
questions.
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Mr. BARTON. Mr. Chairman, thank you. I am going to yield my
time to Mr. Walden of Oregon.

Mr. WALDEN. I thank the chairman emeritus, and I thank the
chairman for holding this hearing, and Mr. Taylor, it is good to see
you again. I have appreciated the meetings that we have had with
you and your team and your openness to taking a look at how some
of the ag practices actually occur on the ground and may be in dis-
connect with the original rules, and I appreciate your coming out
to the Northwest and bringing your folks to meet with a lot of our
growers out there, especially on the east side of my district with
the onion growers who actually are having their annual conference
about now and to witness firsthand how irrigation works and the
kill step in growing onions and the safety of how they do it, so I
was really pleased you were open, you listened, you pulled back the
regs that would have been in conflict and moved forward, so I com-
mend you for that, and I hope the science that our OSU lab pro-
duced out there on this issue involving onions was helpful. I sense
that it was in your decision-making.

My question relates to, as you go about redrafting the rules and
what interactions you might be having with farmers and ranchers
out in the West, certainly in districts like mine, and as you write
these new rules, obviously that continued communication is impor-
tant to the extent it is allowed under your rulemaking process.

Mr. TAYLOR. Thank you, Mr. Walden. The trip to your district
was just a great learning experience for all of us, and we appre-
ciate the hospitality that you and your colleagues there showed us.

But yes, when we reopened the comment period and proposed al-
ternative language on certain key provisions, there will be at that
point an opportunity to have not only written comments but to en-
gage directly with people who will have perspectives on what we
have re-proposed, and we will be re-proposing on the water stand-
ard including the standard itself and the testing regime that we
propose, so there will be interest, no doubt, in your community. We
look forward to whatever dialog would be useful. And the research
that is going on in Oregon at the University is helpful work, and
we are collaborating closely there, and I think we can address the
concerns that we heard about out there.

Mr. WALDEN. And as you know, there was some language in the
Farm Bill that dealt with some of these issues around the rules in
terms of the economics and I think in terms of the science as well.
Obviously it is critical that we get a science-based set of rules that
actually work in the real world. I know when I was out and met
with our onion growers, toured around, as you and your team did
at another time. They were just pointing out how from field to field
you could have radically different readings for no real reason that
is even manageable, and meanwhile I think one of the growers told
me they have been growing onions there for a hundred years and
never had an outbreak of salmonella, and they bagged I don’t know
how many millions of bag every year. I thought that was a pretty
big sample size if you were going to do a statistical analysis of risk,
and so I appreciate your pulling back on those rules. It is just es-
sential whether it is there or our cherry and pear and apple grow-
ers or blueberry growers that we get this right and not upend
them. And of course, they have concerns about imported foods, do
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they meet the same ag practices we are putting on American farm-
ers and we ought to be careful. None of us wants spoiled food. None
of us wants the illnesses. I actually helped lead some of the inves-
tigations into Peanut Corporation of America but that was a case
where they did things that were against the law to begin with, and
they are paying a very severe penalty, as they should, for their ac-
tions. So we want to make sure we have got this balance right be-
tween safety of our food supply that allows for productive agri-
culture to continue in a way that works.

Again, I thank you for listening to us and actually coming out
on the ground, and I hope that as we go forward with those rules
that there will plenty of time for our folks that are going to have
to abide by them to have full input.

Mr. TAYLOR. Absolutely. We are working toward the same goal,
and we will get there by working together, so we look forward to
that.

Mr. WALDEN. Thank you. Mr. Chairman, I yield back to the
Chair.

Mr. Prrrs. The Chair thanks the gentleman and now recognizes
the ranking member emeritus of the full committee, Mr. Dingell,
5 minutes for questions.

Mr. DINGELL. [Inaudible.] It is important and, as a matter of
fact, urgent, and I am pleased that the subcommittee is conducting
proper oversight of this important law. This is the way oversight
should work. The Food Safety Modernizationn Act was a strong bi-
partisan response to the globalization of our food supply and to the
numerous tainted food products coming in from abroad. It is clear
that FDA needed new, innovative authority to ensure the safety of
imported foods. It also needed money and personnel to do its job.
FSMA was a significant step forward, but we have a lot of work
left to do. The CDC estimates 48 million people get sick from
foodborne illness each year. Furthermore, 128,000 people are hos-
pitalized and 3,000, at least, die. Although we are not going to get
these numbers down to zero, we must continue to focus on improv-
ing food safety in this country, particularly that which comes in
from abroad. While FSMA represents a significant increase in au-
thority for the FDA, Congress has only solved half the problem.

We also need to give FDA the resources it needs to fully imple-
ment FSMA and to create a proper, adequate 21st century food
safety program.

Mr. Taylor, I request that you answer these questions yes or no.
Does FDA have the resources in money and personnel it needs to
properly implement the Food Safety Modernization Act? Yes or no.

Mr. TAYLOR. No, sir.

Mr. DINGELL. I would appreciate it if you would submit to us a
proper survey of what you need in the way of money to accomplish
this purpose.

The Obama administration’s fiscal year 2014 budget request in-
cluded $59 million in food facility registration fees and inspection
fees, and $166 million in food import fees to help fund food safety
activity. Does FDA continue to support user fees to pay for FSMA?
Yes or no.

Mr. TAYLOR. Yes, Mr. Dingell.
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Mr. DINGELL. Congress gave FDA a big job to do but clearly not
enough money to do it right. I would note that the House-passed
version of FSMA contained user fees that would have helped solve
the problem, but this provision did not make it into the final
version of the legislation. Many stakeholders continue to have con-
cerns both about the timing and the substance of FSMA regula-
tions. I would posit that these issues may not have been a problem
if we had done the right thing early on and given the FDA the re-
sources that they needed.

Today, we find FDA under court-ordered deadline to finish all
FSMA regulations by June 2015. Do you have the money to do
that?

Mr. TAYLOR. Yes.

Mr. DINGELL. You do?

Mr. TAYLOR. To get the regulations issued, yes, sir.

Mr. DINGELL. All right. Passage of FSMA was the product of col-
laboration between industry, consumer groups and the agency, and
I think the industry deserves accommodations for the fine work
they did on that matter from start to finish. I hope that this proc-
ess will continue as FDA moves forward with the finalizing of these
critical regulations.

Next question. Mr. Taylor, will FDA commit to working with all
stakeholders in considering public comments as the agency works
to meet the June 2015 deadline for issuing final regulations? Yes
or no.

Mr. TAYLOR. Yes, absolutely.

Mr. DINGELL. Now, one critical part of FSMA is increased inspec-
tions of both foreign and domestic food facilities, and FDA will need
to hire more inspectors to properly do the job, and I happen to
think that we desperately need more inspection of foreign pro-
ducers and more scrutiny and surveillance of foreign producers and
others who enter the food supply chain. Is that a correct assump-
tion?

Mr. TAYLOR. Yes, that oversight is important.

Mr. DINGELL. Now, FDA will need to hire more inspectors to
properly do the job. Is that right?

Mr. TAYLOR. Yes.

Mr. DINGELL. And you are going to have to have some more for
overseas?

Mr. TAYLOR. Yes. We have the resources for domestic but not for
overseas inspection.

Mr. DINGELL. Does FDA have the resources to meet the hiring
targets set by FSMA? Yes or no.

Mr. TAYLOR. Yes, for

Mr. DINGELL. You do?

Mr. TAYLOR. No, no, no.

Mr. DINGELL. You do not have those resources?

Mr. TAYLOR. Those targets in the law, we do not have the re-
sources to meet them.

Mr. DINGELL. I don’t want the record obfuscated on this matter.
Will you submit, please, a detailed response for the record includ-
ing the resources you need and how many FTEs, or full-time equiv-
alent employees FDA needs to hire?

Mr. TAYLOR. Yes, we will.
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Mr. DINGELL. And how many do you plan to hire?

Mr. TAYLOR. Well, our plan will be the function of the resources
we get, and we will lay that out in the response.

Mr. DINGELL. Submit for the record, if you please.

Mr. TAYLOR. Yes, sir.

Mr. DINGELL. FSMA also contains some exciting new authorities
that are already in place and are protecting the American people
including mandatory recall of tainted food products. That is a new
authority to the agency. Is it working?

Mr. TAYLOR. Yes.

Mr. DINGELL. Does it need change?

Mr. TAYLOR. It works. We don’t think it needs changed.

Mr. DINGELL. Has FDA exercised a mandatory recall authority
under FSMA? Yes or no.

Mr. TAYLOR. Yes. We have initiated the process twice. The firms
have wisely voluntarily recalled once we invoked the mandatory
authority.

Mr. DINGELL. They didn’t fight you on the recall?

Mr. TAYLOR. No, sir. That is the power of this authority.

Mr. DINGELL. Are you comfortable that the authority is suffi-
ciently sweeping and adequate to carry out your responsibilities
there?

Mr. TAYLOR. Yes, within the food part of FDA.

Mr. DINGELL. Food?

Mr. TAYLOR. Yes.

Mr. DINGELL. Now, you do not have the authority with regard to
pharmaceuticals, do you?

Mr. TAYLOR. That is correct.

Mr. DINGELL. And how about other things like devices, knees,
hips?

Mr. TAYLOR. You are leading me out of my territory, Mr. Dingell,
but there are gaps in FDA’s authority on the medical products side
with respect to mandatory recall.

Mr. DINGELL. I want to thank you for this. I believe that manda-
tory recall is a useful tool in any emergency and should be ex-
panded to the other areas that we have just been talking about in
the agency’s jurisdiction.

Now, FDA has a large task ahead of it, and as the agency works
toward final implementation of FSMA, I urge the agency to move
quickly during the rulemaking process while continuing to engage
in a collaborative process with the stakeholders because working
with the stakeholders will be the way that you will get their sup-
port, their wisdom, and the ability to do your job better.

Mr. TAYLOR. Thank you, sir.

Mr. DINGELL. Mr. Chairman, you have been most courteous in
giving me extra time, for which I thank you.

Mr. Prrrs. The Chair thanks the gentleman and now recognizes
the vice chair of the subcommittee, Dr. Burgess, 5 minutes for
questions.

Mr. BURGESS. Thank you, Mr. Chairman. As I was listening to
that exchange with Chairman Dingell, it took me back to the heady
days when he took the gavel from Mr. Barton, and in fact, if you
look back at that time, the budget for the Food and Drug Adminis-
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tration was about $1 billion and today it is more than that. Is that
a fair statement?

Mr. TAYLOR. Yes.

Mr. BURGESS. It is about two and a half times that amount?

Mr. TAYLOR. In budget authority, yes.

Mr. BURGESS. So

Mr. TAYLOR. That is for the agency as a whole, not for the food
side of things.

Mr. BURGESS. Correct. But even with the sequester, the Food and
Drug Administration received from Congress an increase of nearly
$100 million over the amount provided in fiscal year 2013, and in
fact, you got several million dollars over the agency’s budget re-
quest. Is that not a true statement?

Mr. TAYLOR. We got what we asked for on food safety to imple-
ment FSMA, yes.

Mr. BURGESS. OK. So nearly a billion dollars, $900 million, was
targeted to the food and safety network. Is that correct?

Mr. TAYLOR. Yes, sir.

Mr. BURGESS. So Mr. Dingell was talking to you about the—he
wanted some detail on the resources that you think you might
need. I guess that means resources in addition to that $900 million
was what he was asking for, but can you provide us the accounting
of how the $900 million has been spent so far that was targeted
to the Center for Food Safety and Applied Nutrition?

Mr. TAYLOR. We can do that. Just to be clear, that $900 million
you are referring to is total funding for all food-related activities
at FDA. We have certainly deployed a huge part of that to FSMA
implementation but those resources also cover what we do in food
additive regulation, in nutrition, dietary supplements, you know, a
range of other programs that we are responsible for. That is not all
for implementing the Food Safety Modernization Act, but we can
certainly provide you that information.

Mr. BURGESS. Could you provide us that with a level of detail so
we would be able to—the key here is discernment. Chairman Din-
gell asked you for what you might need in the future but I would
like to know what is being given and what is being spent and how
it is being spent currently.

Mr. TAYLOR. Yes, indeed.

Mr. BURGESS. Let me ask you, because he brought up the issue
of foreign suppliers, the scrutiny of foreign producers, I think, was
the terminology he used. How are you organized or structured to
make certain that there is that fairness that he was talking about,
that we are not discriminating against local producers that are ad-
vancing foreign producers at the expense of local producers?

Mr. TAYLOR. Sure. So the answer to that is being able to imple-
ment the full FSMA import toolkit that we have been given to cre-
ate this new import oversight system. The foundation for it is the
foreign supplier verification program requirement, which makes
the importer accountable for having a plan through which they can
document that they know where their product is coming from, their
imported product, and they can verify in an appropriate way based
upon risk that the proper controls have been implemented at the
foreign supplier point. That private sector responsibility for supply
chain management is the foundation for this new import system
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and it is much more preventive and, again, reliant on industry. It
will work, though, to the extent that first we can have people who
are trained and we have adequate numbers of people to check that
those systems really mean something, that they are not just words
on a page, so verifying that those audit systems are working

Mr. BURGESS. And I think that is the key because we certainly
heard through hearing after hearing after hearing in 2007 and
2008 and on into 2009 about where the problems existed, and there
were imports that were coming in that had no business coming in.
Are we better prepared today to deal with those problems?

Mr. TAYLOR. Well, we are building a system that will enable us
to be prepared.

Mr. BURGESS. But we are not there yet.

Mr. TAYLOR. No, we are not there yet. I mean, again, I think
there is—you know, FSMA has stimulated a heightened recognition
and reflects a heightened recognition as well across the food system
that we need to be improving how we manage supply chains glob-
ally as well as domestically, but FSMA won’t fulfill its purpose
until we not only have the regulations promulgated but until we
can actually verify that the system is working. And again, Con-
gress——

Mr. BURGESS. My time is running out. What are the barriers to
promulgating those regulations right now?

Mr. TAYLOR. It is just a lot of work, a lot of issues, but we are
deploying the people to do that. You know, that is our priority, is
to get those rules done.

Mr. BURGESS. But when this legislation was passed by Congress
in 2010, the promise was that we were going to prevent these prob-
lems that had been happening with such alarming regularity that
we were going to protect the American people, that the FDA had
not been able to keep up with the effects of globalization but that
was going to change. When can we tell people to expect that change
we can believe in to have happened?

Mr. TAYLOR. FSMA will fulfill its purpose when we are able to
implement it, and it is not just the rules. It is the ability to oversee
the rules. So it is a process that over the next several years will
have the benefit that you seek but it is not an overnight process
to build a modern food safety system for this century.

Mr. BURGESS. Several years, meaning it could be a decade?

Mr. TAYLOR. I think it won’t be that long before you will have
rules in place and the ability for us to verify that those rules are
being implemented if we get the resources.

Mr. BURGESS. I hope not, because a decade actually would be
2020. That would be the 10 years from the passage of the Food
Safety Modernization Act.

Mr. TAYLOR. I understand. Yes, sir.

Mr. BURGESS. Thank you, Mr. Chairman. I will yield back.

Mr. PirTs. The Chair thanks the gentleman and now recognizes
the gentlelady from California, Ms. Capps, 5 minutes for questions.

Mrs. CapPPS. Thank you, Mr. Chairman.

Commissioner Taylor, I thank you for your testimony, and I am
glad to be here today ensuring that the Food Safety Modernization
Act is and continues to be as effective as possible. I understand
that the FDA faces an immense scope of responsibility in imple-
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menting the Food Safety Modernization Act. You mentioned that
FSMA will only be as effective as its on-the-ground implementa-
tion, and I agree.

Agriculture is one of the primary economic drivers in my district,
and so these issues certainly hit close to home. Food safety for
fresh produce such as leafy greens is obviously incredibly impor-
tant. As you may know, following an earlier food safety crisis in
2007, California leafy green growers, many of them that are in my
Congressional district, took it upon themselves to raise the indus-
try safety bar by creating the California Leafy Green Products
Handler Market Agreement—a mouthful, LGMA for short.

Since its founding, LGMA has become a strong collaboration be-
tween government and farming communities. They incorporate
science-based food safety practices and mandatory government in-
spections in an effort to ensure safe leafy green products. The
LGMA has already been, for all intents and purposes, verifying the
leafy green industry’s compliance with food safety practices that
meet or exceed the specific rules being proposed under FSMA. Ob-
viously we all want to make the processes as efficient and effective
as possible, ensuring high standards without creating unnecessary
redundancies. I just met with the California Farm Bureau folks, a
couple from my district, just now. This is very much on their
minds.

So my question to you: Can you tell me what the agency is doing
to collaborate with groups like LGMA in this process? How will
FDA work with industry to verify compliance with the new FSMA
laws?

Mr. TAYLOR. Thanks very much for the question. The Leafy
Green Marketing Agreement is a real demonstration of leadership
on that part of that industry, which has come about in response to
some of the outbreaks that were very costly and disruptive for that
industry, and the standards that they have put in place and that
they monitor themselves are very positive and are standards that,
as you say, will likely meet or exceed what the Federal standards
will be, and we certainly, as we think about how we verify compli-
ance with this broad range of standards, absolutely want to cooper-
ate with and place reliance where appropriate on these private ef-
forts to monitor and verify and demonstrate that their product is
being produced in accordance with these standards.

So we meet with, we collaborate with the folks involved in the
Leafy Green Marketing Agreement. It is a very positive part of
progress on food safety, so we embrace it.

Mrs. CaPPS. So it i1s not like one person has the rules and the
other person is trying to comply, but you are all in it together?

Mr. TAYLOR. Enormous dialog and recognizing that we want to
capitalize on what leaders in the industry have learned and then,
again, not disrupt those practices that are working just out of
some

Mrs. CApPpPs. Let me just push this a little further. Not that I
don’t agree with what you are saying, but as you know, unfortu-
nately, contamination in our food supply repeatedly has threatened
the health of Americans over the years, and you mentioned how
costly it is to the industry as well. These events have really initi-
ated such fear in consumers, considering the safety of our food sup-
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ply—the very food that is the best for us. So we need more of a
win-win, and I think that is behind this effort here, a bipartisan
effort, to enact the Food Safety Modernization Act.

Now, several years postenactment, how have we become more
prepared? Do you think we are in a position where we could not
just prevent but anticipate the next big outbreak? How will the
FDA be more effective in dealing with the next big food contamina-
tion emergency?

Mr. TAYLOR. I think there are a couple of things. I mentioned al-
ready that I think FSMA is part of a process where we have been
making progress in the private sector and through collaboration be-
tween government and private sector to put in place practices even
as we anticipate FSMA being implemented, and that is one way in
which I think we are hopefully making progress. We have also done
a lot of work at FDA and with the CDC to be better at detecting
outbreaks earlier. We have created a focused, specialized team at
FDA to do early detection of potential outbreaks, to respond more
quickly, and then importantly, to learn from outbreaks. And so we
have investigated, for example, the cantaloupe outbreak that killed
33 people associated with Listeria in cantaloupe. We did an inves-
tigation of what the potential cause was, and then we have been
out collecting additional data to inform the cantaloupe industry
about measures that can and should be taken.

So there is a lot of work going on which will continue, even as
we get the regulations in place and are able to verify that the prac-
tices that we are learning work are in fact being implemented com-
prehensively, not just by the leaders but comprehensively across
the system.

Mrs. CApPps. OK. Great. I will yield back.

Mrs. BLACKBURN [presiding]. The gentlelady yields back. Dr.
Murphy for 5 minutes.

Mr. MurpPHY. Thank you, and welcome here. We appreciate your
testimony. It is very enlightening.

I am wondering, the CDC a couple years ago said that there was
a reduced or different risk in foreign imported products versus
United States. Does that difference still exist?

Mr. TAYLOR. You know, the data that could be quantitative about
this are limited but CDC did report increases in significant num-
bers of outbreaks associated with imports. And so we know that
food can be jeopardized, whether domestic or imported, but imports
are very much a public health concern.

Mr. MURPHY. I am just curious then. Is there a difference in sea-
food, meats, fruits, vegetables? Any categories in terms of which
are at higher risk, or does it vary?

Mr. TAYLOR. It varies across category, and again, CDC has put
out the best data on that, and again, I don’t have time to go into
detail but we could provide that for the record.

Mr. MURrPHY. I appreciate that. Also, there have been concerns
that have been raised in some sectors in the public about geneti-
cally modified organisms, genetically modified foods. While some
may have concerns of risk, are there potentials that you are going
to explore in the future with regard to some modifications that
would lead to reduced risk for foodborne illnesses among some of
these?
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Mr. TAYLOR. Regrettably, I am recused from working on matters
related to genetically modified organisms, and so if you don’t mind,
we will

Mr. MURrPHY. That is fine. You had mentioned that you are tak-
ing steps to inform some growers, some products of actions that
they can take to improve safety. I appreciate that. Are you also
providing technical assistance or support to them in particular to
help them comply with rules?

Mr. TAYLOR. That is a very important part of our strategy and
our plan. Even well before the rules are final, we have created in
collaboration with USDA and with the State departments of Agri-
culture the Produce Safety Alliance at Cornell University, which is
all about developing training and technical assistance materials for
small growers. So this is central to our strategy. Educate before
you regulate is a mantra that many of us are using.

Mr. MURPHY. So you would have been working directly with
some of the growers and food manufacturers, listening and commu-
nicating with them on those?

Mr. TAYLOR. Yes, through their organizations and directly work-
ing with them.

Mr. MurPHY. Thank you. When a product is linked to some sort
of outbreak and consumer confidence plummets, in many cases the
company that had nothing to do with the issue will see sales of
similar products decline, even though they are not part of that.
How does the Food Safety Modernization Act address this to pre-
vent some single outbreak from crippling a whole sector of the agri-
cultural industry?

Mr. TAYLOR. That is a very important point because that is why
many people in the industry are supporting this so strongly be-
cause they can be affected by what others do. The fundamental
thing, of course, is to prevent these outbreaks as much as we pos-
sibly can so you don’t have the loss of consumer confidence and
market disruption, and FSMA will contribute to that greatly.

The other piece, I think, is this effort to detect outbreaks more
quickly. The sooner we can detect an outbreak and contain it, the
less disruption there is, and so both of these things, prevention and
response, work together.

Mr. MurpPHY. Now, also in addition to what is being done with
growers, food processors, manufacturers, distribution, grocery
stores, et cetera, what is being done in terms of public information
campaigns to help all of us and our households know what should
be done at home in terms of food storage, food preparation, what
should be looked for in products that could tip off ways that the
food may be containing some sort of illness?

Mr. TAYLOR. That is a really important question, and both FDA
and USDA have consumer education programs. They are fairly
modest in scale. We work with the Partnership for Food Safety
Education, which is a collaborative undertaking between industry,
consumers and government. We need to do more on consumer edu-
cation as part of the public health prevention system in our mind,
and one thing that has happened over the last year or two has
been an Ad Council campaign, for example, that has tried to reach
consumers through the advertising media. But there is more to be
done to really understand how consumer education can be done in
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a way that does change behavior and reduce risk. We can’t depend
on consumers to solve the public health problem but they are part
of {clhe ability to minimize risk, and we want to work in that as
well.

Mr. MURPHY. I hope so. I mean, I can’t recall ever seeing an ad
of any kind that talks about some of these issues with food safety.

Mr. TAYLOR. It is very limited.

Mr. MURPHY. And yet we are the last part there. Other than
knowing, you know, if there is a bulging can, don’t open it or eat
it, or look at the date on something or what most people do is sim-
ply smell the milk, and if it smells bad, don’t have it, but other
than that—I hope that that is an area because that is an area of
public outreach I think is essential for people to know that.

Mr. TAYLOR. Agreed.

Mr. MURPHY. All right. Thank you. I yield back.

Mr. TAYLOR. Thank you.

Mrs. BLACKBURN. The gentleman yields back. Mr. Green, 5 min-
utes.

Mr. GREEN. Thank you, Madam Chairman, and I thank the chair
and the ranking member of the committee for this hearing today.
Commissioner Taylor, I want to thank you for being here and for
your patience with us.

I have a district in Houston, in fact, the Port of Houston, and so
a few years ago I had the opportunity to be on the docks with not
only FDA inspectors but other inspectors for our food safety, and
in Texas, we have not only a number of ports that bring in but we
also have a huge land border that brings in untold amount of food-
stuff from Mexico. Ensuring that the roles are effective in pro-
tecting public health and supporting industry best practices is crit-
ical. I believe that two of the most contentious rules you are devel-
oping are those establishing prevention, preventive controls and
produce safety standards. It seems to have taken a long time for
FDA to release them, and in fact, it may only have been because
of the court order that you were able to release them when you did,
and since that release you have delayed the close of your comment
pﬁzriods and announced you may be re-proposing parts of each of
them.

My question is, considering the foundation of these rules are for
establishing a preventive food safety program, can you tell us why
they have taken so long to develop their release? I would hope that
the proposed rules in working with the stakeholders you realize
you have gone back to the drawing board, if that is part of it. But
like my colleague from Texas, Dr. Burgess, said, it has been 3
years since the law passed. Can you describe the process you have
gone through to develop them including engagement of those stake-
holders and explain what makes them so contentious and can you
explain their importance to public health?

Mr. TAYLOR. Sure, sure, and I appreciate your impatience. I have
experienced it myself, and we are all working hard to get this done
as quickly as we can. We do think it is critical to get it done right.
We are really laying the foundation for the next 50 years of suc-
cessful food safety oversight in this country, and I think we do
have enormous momentum with the seven proposals we have pub-
lished since last January.
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I think one reason it takes time is because these proposals do
have to work together, first of all. It is like putting a puzzle to-
gether and there are a lot of complexities among the provisions, but
also we can’t lose sight of the fact, and this gets to the question
of why there are—you know, we have had a very vigorous dialog
with people with different points of view. We are building a new
system that affects a lot of economic activity and a lot of actors in
our food system, and so understandably, people have perspectives,
they have information that they want us to consider, and we feel
obligated to and we want to because it is how we will get a good
set of rules that will work for the long term. So we feel good about
the dialog we have had. We think the process has real momentum.
We are working to meet the court deadlines and balance these two
considerations of speed and ability to be sure everyone is heard and
we have got the best possible rules at the end of the day.

Mr. GREEN. My other concern is improving foodborne illness sur-
veillance. It is a critical part of the Food Safety Modernization Act.
I have been told that foodborne illnesses are woefully under-
reported and that the quality of reporting varies dramatically by
State. I would like to know what the FDA is doing and planning
to do to improve reporting of the foodborne illnesses, and as part
of your answer, could you speak to what the FDA and CDC are
doing to improve capacity at the State and local level to detect and
track outbreaks?

Mr. TAYLOR. The surveillance of foodborne illness, of course, is
CDC’s responsibility, and they are charged in FSMA with improv-
ing foodborne illness surveillance. As I indicated, we work very
closely with CDC on the early detection of outbreaks but the ability
to respond to outbreaks is very much a function of what State
health department capacity is because most of the legwork in a
foodborne illness outbreak 1s done by State and local health depart-
ments, and they have suffered their own budget cuts. So there is
a real resource sort of infrastructure problem in our ability to de-
tect and oversee and then estimate the frequency of foodborne ill-
ness, and again, CDC manages that part of the food safety system
but we are dependent on it and place the importance on it as much
as anybody.

Mr. GREEN. Like my colleague, our chairman emeritus, I am con-
cerned about not having the resources to do your job, and is this
delay for the last 3 years now, is that because of some of the lack
of resources that Congress may not have applied?

Mr. TAYLOR. No, sir. I think the time it has taken is a function
of the complexity of the process, and we have deployed our people
and put great

Mr. DINGELL. [Inaudible.]

Mr. GREEN. I would be glad to yield.

Mr. DINGELL. [Inaudible.]

Mr. GREEN. And I appreciate the Chair’s patience. Sometimes
Eorcllle of us support a unicameral Congress instead of having two

odies.

Mrs. BLACKBURN. The gentleman yields back.

Mr. TAYLOR. Can I just clarify the point that I wanted to make
about this? By redeploying people within FDA and the resources
we have gotten from Congress, we can issue the regulations. You
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know, we can put the rules on the books. Where we are lacking re-
sources and where the fees would be essential, the additional re-
sources, is in implementing the rules, and that is where we get the
food safety and economic benefit if we implement the rules that are
envisioned and intended to have this modern preventive system.
And that is where we have the big funding gap for FSMA is the
implementation of the rules once they are promulgated.

Mrs. BLACKBURN. OK. The time for the gentleman from Texas
expired. I recognize myself for 5 minutes.

Mr. Taylor, we are all concerned about the implementation and
what that structure would look like, and of course, a risk-based
structure makes sense but I think that what we know is that 1 per-
cent of the domestically produced commodities account for 95 per-
cent of the illnesses, and those commodities should clearly be the
focus of any risk-based system, and I think that part of our concern
is why you have chosen to broadly regulate commodities that have
not been associated with human foodborne illnesses.

Mr. TAYLOR. So let me give you a little bit of—this is in the
produce context, I think, and

Mrs. BLACKBURN. Yes, it is.

Mr. TAYLOR. And do I have to respectfully say I am not sure the
basis for the 1 percent, 95 percent point, but I would be happy to
have dialog about that.

There is no question that there are some commodities that have
been more associated with significant outbreaks that we have been
able to detect and that CDC has reported than other commodities.
There is no question about that. One important point is that our
ability, as we have been discussing, to detect illnesses and out-
breaks is limited by lack of resources, so there is greater under-
reporting of illnesses that occur.

What food safety experts recognize and what Congress recog-
nized in passing the law is that when it comes to produce, if you
don’t pay attention to the quality of the water, the safety of the
water you put on the produce that people are going to eat or you
don’t pay attention to the basic hygiene of the workers handling
the food, you know, if you don’t pay attention to what is happening
when fertilizers are added that can potentially be carriers of patho-
gens, you know, Congress identified these basic vectors of possible
contamination and directed us to establish standards that are rea-
sonably necessary to prevent the introduction of reasonably foresee-
able hazards. So it is a prevention syndrome. It is not a re-
sponse

Mrs. BLACKBURN. Right, and ——

Mr. TAYLOR [continuing]. To outbreaks, you know, regime in
FSMA. And so that

Mrs. BLACKBURN. I appreciate that, but talking to my Tennessee
farmers about the produce safety rule, they are very concerned
with the lack of flexibility. Now, I was pleased to hear you tell Mr.
Walden that you are going to do a revisit on the water rules be-
cause you do have to take into account the regional and the local
water supply issues that are there, but I think it is important, and
I wish that you all would consider the relative risk and the com-
parative benefits associated with regulating some of these indi-
vidual commodities. I will tell you, some of the rules are a head
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scratcher, and I will give you an example. Kale listed as a com-
modity and noted never consumed raw.

hMr. TAYLOR. We learned through the comment process, and so
that

Mrs. BLACKBURN. Well, I was going to offer to make a kale salad
for you, so I think it is interesting, those are the things that you
read and it causes you to wonder if those that are writing these
rules have ever set foot on a farm or if they have ever been to a
Farm Bureau dinner where everyone is bringing their favorite dish
and enjoyed some of these wonderful items. So I hope that listening
to the questions that we are asking that it points up some of the
things that we need to be bringing to your attention.

Mr. TAYLOR. Sure.

Mrs. BLACKBURN. And through the comment period, we know
that you are going to come up with some of these.

I think that another thing, before my time expires, that I want
to highlight with you is the factors or standards that the FDA used
to establish its list of covered or exempt produce. This is something
that has been questioned is, how you all came about those and
what list would be regularly reviewed. So just know that all of that
is on our list and we are going to continue to conduct oversight
very carefully, and with that, I will yield back the balance of my
time, and Mr. Griffith, you are recognized for 5 minutes.

Mr. GRIFFITH. Thank you, Madam Chair.

Thank you for being here this morning. In the FSMA law, Con-
gress specified that facilities should identify reasonably foreseeable
hazards, but my understanding is, in the proposed rules, the FDA
is using “reasonably likely to occur” in the proposed preventive con-
trols use. This language is different from law and forces the food
industry to shift from focusing on what will occur to what can
occur. Does in fact FSMA use “reasonably likely to occur” as a basis
to define the threshold for determining preventive controls?

Mr. TAYLOR. That is not the term used in the statute. It comes
from our experience with HACCP preventive controls, but again,
we have heard a lot about this issue and I think we have a way
to address this.

Mr. GrIFFITH. OK. And I just have to point out that, you know,
I would have got in trouble. I am not a food expert. I was a lawyer
by training. But my law school professors hammered into us the
big difference between the possibilities that an expert witness
might testify to or may testify to, and the probability, which is a
different thing, and I think that is what people are concerned
about. Any of us could be hit by a meteor, they are out there, but
that doesn’t mean we need to be taking evasive action when I cross
the street from this building to the next.

Mr. TAYLOR. Yes, sir.

Mr. GrIFFITH. Likewise, if there is a probability, I do need to be
watching out for those cars that are coming down the road.

Mr. TAYLOR. Understood.

Mr. GRIFFITH. And so I do appreciate that.

Also I am concerned, I just want to make sure that I have got
this clear that, you know, I represent a rural area of the country,
and I want to make sure that all my small farmers aren’t getting
into any kind of headaches and hassles that would close them
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down. It is my understanding that if you are a farmer who is grow-
ing fruits and vegetables and you are selling directly to the end-
use consumer, that unless you have sales of $500,000 a year on av-
erage over 3 years, that you are not covered by these rules. Is that
correct?

Mr. TAYLOR. That’s correct.

Mr. GRIFFITH. All right, and I do appreciate that.

Likewise, for people that are canning vegetables, making jams,
or manufacturing honey for farmers markets and local consump-
tion, am I correct also that they would be exempt from the preven-
tive control rules?

Mr. TAYLOR. If they have sales below that $500,000 threshold,
yes, sir.

Mr. GRIFFITH. All right. Are there new requirements that these
smaller farmers or the farmers who are selling right at their farm
or at the roadside stand or at the farmers market that they would
have to meet in order to be in compliance with FDA’s implementa-
tion of FSMA?

Mr. TAYLOR. For produce growers who are exempt under this
provision, the only thing they are required to do—this is by statute,
by the law itself—is post information about their location so that
their direct-to-consumer customer can come back to them if they
have a problem.

Mr. GrIFrITH. OK. And I appreciate that. I also will tell you that
I appreciated it very much in previous testimony when you said
that you all recognized that you can’t have a one-size-fits-all ap-
proach. That is very refreshing. A lot of people are concerned both
about that and about folks getting carried away and suddenly we
are shutting down the small farm operations, and your testimony
has made me feel better about that, and I appreciate you being
here, and with that, Madam Chair, unless somebody wants my
time, I will yield back.

Mr. PirTs. The Chair thanks the gentleman and now recognizes
the gentleman from Florida, Mr. Bilirakis, 5 minutes for questions.

Mr. BILIRAKIS. Thank you very much. I appreciate it. I was over
at the other hearing.

Mr. Taylor, I just wanted to follow up on an earlier question, I
believe Chairman Shimkus asked this, about food byproducts being
used for animal food. In Florida, the citrus industry sells orange
peels, as you know, and oranges that have fallen off the tree for
animal feed. I think there are large environmental and sustain-
ability issues that FDA may be overlooking.

If the proposed rule drives up the cost of byproducts converted
to animal feed chain, many small and midsized manufacturers will
abandon the production of feed ingredients and send the byprod-
ucts and waste streams to landfills. This increases the load on
landfills and decreases the available products for animal food feed,
thereby increasing the cost.

So my question is, will the FDA perform an environmental im-
pact analysis before the final rule?

And again, I want to ask this as well: Can FDA quantify the ben-
efits of their proposal?

Mr. TAYLOR. Sure. So with respect to the environmental impact
statement, we are doing an environmental impact statement on the
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produce rule, and so that will accompany and parallel the rule-
making process and we will have that before the final rule. But on
the specific issue, it is not our intent—and we are going to work
hard based upon input we received from the community to disrupt
these established practices of byproducts of human food production
going into the animal feed system. I mean, that is an important
part for reasons you have recited of our food system, so it is not
our intent and we don’t think from a food safety standpoint that
would be necessary or appropriate.

So this is the kind of issue that arises during the rulemaking
where we get comments, and I think we will work to harmonize the
produce and preventive control rules to prevent outcomes that just
don’t make common sense. I mean, we are guided by common sense
here, and I think this is an issue that is very manageable within
the FSMA regime.

Mr. BILIRAKIS. OK. Very good. Thank you. I will move on to the
next question.

With regard to cybersecurity, the proposed rule would require all
mandatory records to be made promptly available to the FDA upon
oral or written request. Is that correct?

Mr. TAYLOR. Yes.

Mr. BILIRAKIS. OK. If the FDA requires these records to be sub-
mitted electronically and reviewed remotely, how will the FDA vali-
date that the requests are coming from authorized representatives,
and more importantly, can you guarantee that the system will be
safe from hackers or leaks?

Mr. TAYLOR. So the first point is, it is a work in progress and
we need to work with the industry to figure out how we exchange
information in a way that is most efficient for our collective pur-
pose of protecting food safety, and so this is something we have to
do in dialog with the industry including with respect to electronic
transfer of records.

To the extent that records are transferred electronically, we abso-
lutely have to protect the confidentiality of records that are con-
fidential business information, and we have a lot of experience
doing that with conventional records within our food program.
There is a lot of experience elsewhere in FDA with electronic sub-
mission of data and the drug approval system. So I commit to you,
there is no lack of sensitivity to the importance of protecting con-
fidentiality of data. We have a lot of experience doing it, and it is
something we will work with the industry to be sure we do right
in this context as well.

Mr. BiLirAKIS. Thank you. My last question, Mr. Taylor: Florida
has a significant number of beekeepers, as do other States. The
beekeepers and honey production industry, along with others, have
been victims of various illegal trade schemes perpetrated mostly by
Chinese exporters. As a result of these trade challenges, a lot of
adulterated products, such as honey, have entered the United
States undetected. While imports are the responsibility of Customs
and Border Protection, I understand that, once adulterated prod-
ucts enter into the stream of the U.S. commerce, it becomes the re-
sponsibility of FDA. Is that correct?

Mr. TAYLOR. That is correct.
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Mr. BILIRAKIS. OK. I would like to know what FDA is doing to
combat economically motivated adulteration, FDA’s proposed rule
on “mitigation strategies to protect food against intentional adul-
teration” did not include economically motivated adulteration with-
in that rule and FDA will address it under a separate regulatory
scheme. My question is, Could you explain to me how FSMA
changes FDA’s enforcement authority with respect to economic
adulteration, and how it will improve FDA’s enforcement over eco-
nomically adulterated products, such as honey?

Mr. TAYLOR. Good but complicated question. We will be address-
ing intentional adulteration for economic purposes in the preven-
tive controls rule. It is a challenge to do that, because in that pre-
ventive controls framework, we don’t want to require the processor
to control that which can’t be anticipated, whether it is reasonably
likely to occur or probable to occur, regardless of the language you
use. We have got to sort of focus on what we expect of processors.
So we had the melamine in pet food problem a number of years
ago. It was imports from China. You know, that sort of intentional
adulteration for economic purposes where you have got a past his-
tory of that problem occurring we think can be addressed through
the preventive controls rule, but there is a whole array of economic
adulteration issues that are going to have to be addressable
through other means as a practical matter, and so we do provide
guidance about what is appropriate in certain products. We take
limited enforcement action within our resources. If it is not a safety
issue, it necessarily ranks lower in our priorities in terms of de-
ploying our inspection and enforcement responses. But there are
things we can do and have done, and we know the concerns in the
honey industry and we have had dialog, and we look forward to
working further.

Mr. BILIRAKIS. Just a follow-up, has FDA, is there a national
standard, have they created a national standard as far as deter-
mining whether there is adulteration? If they have not, why
haven’t they?

Mr. TAYLOR. Well, there is not a national standard of identity
that I think some people have asked us to establish that we have
not done to date. There are standards and we have acted on if they
are illegal pesticide residues or antibiotic residues, which some-
times happens in honey. We have taken action. We can take action
under current law. We don’t need any new laws or regulations to
take action there. It is more a matter of being able to detect these
and invest resources to do the enforcement actions.

Mr. BILIRAKIS. Are you in favor of creating a national standard?

Mr. TAYLOR. I think in concept, we see the usefulness of it.
Frankly, it is a priority and resource challenge for us, and so we
are looking at other ways to try to address this and again welcome
working with the industry.

Mr. BILIRAKIS. I really appreciate it. Thanks for the testimony.

Mr. PrrTs. The Chair thanks the gentleman.

Mr. BiLIRAKIS. I yield back. Thank you.

Mr. PirTs. The Chair now recognizes the gentlelady from North
Carolina, Ms. Ellmers, 5 minutes for questions.

Mrs. ELLMERS. Thank you, Mr. Chairman, and thank you, Mr.
Taylor, for being with us today.
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I have a question about, as the rules are being implemented and
the scope and the breadth of the rules, to me it is foreseeable that
there may be some discrepancies, and I am concerned, and I hope
you can expand on the process that can take place if a grower or
producer is basically disputing or disagrees with inspectors’ conclu-
sions or the interpretation of the rules, will the FDA provide a cen-
tralized timely mechanism for those growers or processors to ap-
peal the FDA? I don’t even know. It may not have even gotten that
far yet.

Mr. TAYLOR. Well, we are not to the point where we have rules
that we are enforcing but we are very sensitive to the fact that in
the produce arena, we are regulating on farms in a way we haven’t
done before, and so we know we have to be sure our people are es-
pecially trained to understand and work in the farm environment,
and we have to be very careful, particularly in the early years, that
we understand what the expectations are, we have communicated
that to growers, and then we make consistent decisions when we
do see problems, and so there needs to be a process to connect that
person who is on the farm with the subject matter experts and oth-
ers who can be sure we make good, consistent decisions. The Com-
missioner announced earlier this week some major changes in the
way we work internally within FDA to link, you know, our head-
quarter centers and decision makers with our field force in a much
more vertically integrated way to address this very issue of, do we
have the right training, the right oversight and making the right,
consistent decisions. So it is something we are very sensitive to as
we look forward to implementing the produce rules.

Mrs. ELLMERS. Well, do you know, and are there plans for basic
comprehensive or directive as far as an appeal process?

Mr. TAYLOR. Sure. We already have processes in the chain of
command through our field organization but we think produce is
going to require some special vehicles. Again, we are going to be
implementing these produce rules in close collaboration with
States, and in fact, we envision that it is the State agencies that
would be the primary frontline interface with growers. We expect
to be on farms actually to a very limited extent. We don’t have the
resources, and we think that the States have real advantages in
their local knowledge and expertise. So we need to work with our
State partners. We met with the National Association of State De-
partments of Agriculture just earlier this week and we are working
hard with them to figure out how we will be prepared to partner
with them to do this work, so there is a lot of work to do to put
this implementing system in place.

Mrs. ELLMERS. So you do foresee it as a partnership rather than
a jurisdictional issue? Because I know we have run into that prob-
lem before.

Mr. TAYLOR. It has to be. I mean, Congress has mandated that
we have a national integrated food safety system, has said that we
should work with State agencies on produce oversight in particular.
We are working hard to build that system. That is the only way
we will be successful, we think.

Mrs. ELLMERS. Thank you, Mr. Taylor. I yield back the remain-
der of my time.
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Mr. PitTs. The Chair thanks the gentlelady and now recognizes
the gentleman from Kentucky, Mr. Guthrie, 5 minutes for ques-
tions.

Mr. GUTHRIE. Thank you, Mr. Chairman, and thank you for com-
ing today.

I have a specific question that has been brought up in my pecu-
liar—not peculiar to my district—but my understanding is that the
proposed rule would apply to facilities that manufacture, process,
pack or even hold animal food so they would be required to register
it as a food facility under 415 of the Food, Drug, and Cosmetic Act
if they fit that category, my understanding is, so the question is
distilleries. I know alcohol is exempted from this particular section
but the byproducts, so they are not manufacturing food but they
take the corn, they take the mash and do their formula and distill
off the alcohol and then the remaining is actually good protein corn
because they use the best corn in the world, and so farmers do buy
that. And so the question is, would a distillery that sells their—or
any, you can do an ethanol plant, you can sell their byproduct as
animal food required to register under 415? And that is a concern
they have.

Mr. TAYLOR. Yes, the registration requirement—I am turning to
my colleague because I don’t want to give you the wrong answer,
and we know this is an issue in the FSMA implementation, but the
registration requirement was actually established as a result of the
Bioterrorism Act of 2002 and regulations FDA issued back then,
but it is significant for FSMA because the requirement to imple-
ment preventive controls applies to firms that are required to reg-
ister under the Bioterrorism Act, and so there is a lot of interaction
there and complexity, and frankly, I will have to get back to you
on whether the current provisions of our registration requirements
apply to the distillery that is producing the byproduct that is going
to animal feed.

Mr. GUTHRIE. Yes, they are selling the byproduct instead of to
discard it.

Mr. TAYLOR. Understood. But again, I think it is an issue that
has come up in the FSMA rulemaking: how does the preventive
control regime for animal feed apply to just that sort of situation.
So this is an issue we will have to resolve in a practical way and
again, the whole goal here is to achieve the food safety goal without
imposing regulation just for regulation’s sake, so we will have to
figure out what the right practical answer is to be sure that the
animal feed safety issue is being addressed in the most practical
way.

Mr. GUTHRIE. Yes, I know it is very specific, so your getting back
to me is a fair very point.

Mr. TAYLOR. Yes, sir, we will do that.

Mr. GUTHRIE. Thank you.

Mr. PirTs. The Chair thanks the gentleman and now recognizes
the gentleman from Georgia, Dr. Gingrey, 5 minutes for questions.

Mr. GINGREY. Mr. Chairman, thank you very much for holding
today’s hearing. I would like to welcome our witness, Mr. Michael
Taylor, from the FDA.

Mr. Chairman, I understand that our witness served yesterday
as a panelist at one of the sessions of the 2014 National Associa-
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tion of State Departments of Agriculture winter policy conference
in Reston, Virginia, and the topic was very similar to what we are
discussing here at this hearing.

During the Q&A portion of that session, my home State of Geor-
gia Commissioner of Agriculture Mr. Gary Black pursued a line of
questioning where he felt he received incomplete answers. I think
it was just a lack of time, and I would like simply to follow up on
that line of questioning, Mr. Taylor, if you don’t mind.

When do you expect the produce and preventive control rules to
be finalized?

Mr. TAYLOR. No later, based upon the current court order, than
the end of June 2015. That is our current requirement legally, and
we are working to meet that.

Mr. GINGREY. At the end of 2015?

Mr. TAYLOR. End of June 2015. June 30, 2015, is the current
court deadline.

Mr. GINGREY. June 30, 2015, not the end of 2015. All right. Now,
these are kind of yes or no questions, and we can go through them
pretty quickly.

Mr. TAYLOR. Yes, sir.

Mr. GINGREY. Is the intent of the Food Safety Modernization Act
to ensure enhanced safety of all produce, both imported and domes-
tic, for American consumers?

Mr. TAYLOR. Yes.

Mr. GINGREY. Would you care to speculate what weight the law
places on imports versus domestic produce production? Is it fair to
say that it is 25 percent import versus 75 percent domestic, or is
it equal?

Mr. TaYLOR. Well, I think it is the same goal. We need to have
the same assurances about the safety of imported food that we
have about domestic food. When I think about where the innova-
tive breakthroughs and real shifts from where we have been his-
torically in regulation are coming, the import system is very much
novel. You know, we have experience with preventive controls in
processing facilities in this country through meat and poultry
HACCP systems, what we have done for seafood, but it is a big,
new departure to hold importers accountable for managing foreign
supply chains and to have FDA mandated to be much more present
overseas. So imports are a big focus of the law. I would——

Mr. GINGREY. Excuse me, because I have to watch my time, but
really again, yes or no, is it correct that the current proposed rule
for produce is focused on domestic production?

Mr. TAYLOR. No, that is not correct. Those rules will apply to do-
mestic and foreign growers who are shipping food to the United
States.

Mr. GINGREY. When do you plan to offer a rule on imports and
will that rule mirror the proposed rule for domestic production with
respect to content and ultimate impact?

Mr. TAYLOR. So the proposed rule on produce safety applies to
foreign and domestic growers. The proposal we published in the
summer of last year on foreign supplier verification is the central
rule mandated by FSMA for strengthening oversight of imports be-
cause that——
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Mr. GINGREY. Let me cut right to the chase here. Can you assure
farmers in Georgia and across the country that they will not be
placed at a competitive disadvantage with importers once both the
domestic and import rules are finalized?

Mr. TAYLOR. That is absolutely our goal, and if we get the re-
sources to implement the import provisions of this law, we can
achieve that goal.

Mr. GINGREY. Well, that is reassuring.

Mr. Taylor, last question, but it is a longer one. Are you familiar
with what has been coined as the BASE—this is an acronym—ap-
proach for produce safety under the Food Safety Modernization Act
that has been promoted by my State’s department of agriculture?
Are you familiar with that?

Mr. TAYLOR. Not the acronym but——

Mr. GINGREY. B-A-S-E?

Mr. TAYLOR. Yes.

Mr. GINGREY. BASE puts States in the best position to efficiently
drive the program under Federal regulations, thereby keeping
hopefully the FDA off of American farms. Do you believe that this
approach has merit?

Mr. TAYLOR. Yes, and we are working—it is not that we will
never be on farms but as I said earlier, we want to partner with
State agriculture departments, health departments, those who are
involved in produce safety at the State level to be the frontline, the
primary frontline presence working with growers, overseeing grow-
ers and verifying compliance. That is absolutely the system that we
are working to develop.

Mr. GINGREY. Well, again, that is quite reassuring, and as I con-
clude, for those that might not know, BASE, the B represents bor-
ders between countries, where Federal involvement in produce
safety begins at the borders and the ports of entry. A represents
the correct role for the FDA is to audit State programs. S rep-
resents standards set across the entire country, and lastly, E rep-
resents, and I think you just said that, Mr. Taylor, represents edu-
cation for State regulators. BASE puts States in the best position
to efficiently drive the program under Federal regulations, thereby
hopefully keeping the FDA off of American farms.

So I am very pleased with your response, and I see my time has
elapsed so I will yield back.

Mr. TAYLOR. Thank you.

Mr. GINGREY. Thank you, Mr. Taylor.

Mr. PirTs. The Chair thanks the gentleman. That concludes the
questions of the members who are present. There are other ques-
tions that members may have that we will send to you. I hope you
will respond promptly. I hope you understand, we have a couple of
subcommittee hearings going at the same time so members have
been in and out.

Mr. TAYLOR. Yes, sir.

Mr. PrrTs. Thank you. And I remind members that they have 10
business days to submit questions for the record. They should sub-
miththeir questions by the close of business on Thursday, February
20th.

Very important hearing, very important issues, very informative.
Thank you very much, Mr. Taylor.
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Mr. TAYLOR. Thank you, Mr. Chairman.

Mr. PrrTs. We look forward to continuing to work with you.

Without objection, the subcommittee is adjourned. Thank you
again.

[Whereupon, at 11:48 a.m., the subcommittee was adjourned.]

[Material submitted for inclusion in the record follows:]
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Opening Statement of Chairman Fred Upton
Examining the Implementation of the Food Safety Modernization Act
February 5, 2014

Today we examine recent efforts by the Food and Drug Adminisiration
(FDA) to implement the Food Safety Modernization Act (FSMA). We appreciate
FDA’s Deputy Commissioner for Foods, Mike Taylor, returning to the committee
to speak on this important subject and the many complex aspects of the agency’s
ongoing rulemaking process. Ensuring the safety of our natien’s food supply will

always be a top priority of this committee.

While I applaud Mr. Taylor for his outreach to a wide array of individuals,
communities, and companies who will be effected by these regulations, a great
deal of work remains to be done to get this new framework right from the outset.
FDA should continue this dialogue with stakeholders and thoughtfully consider
each of their concerns before finalizing the proposals the agency has issued over

the past year.

Food safety cannot be a prescriptive, one-size-fits-all approach. FDA must
fully account for the diversity of our nation’s local farmers, food manufacturers,
and distributors. For example, I repeatedly heard concerns from farmers in
Southwest Michigan that FDA’s initial produce safety proposal did not take into
account the unique water supply issues they face in our region. I am glad FDA is
not rushing to finalize this rule and will be proposing new language for comment

prior to moving forward. Local farmers must have a seat at the table.
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Further, many of the food manufacturers I have met with from Michigan and
elsewhere have already implemented innovative, risk-based safety programs that
prioritize safety while increasing efficiencies and keeping costs down. FDA's
preventative controls regulations must be written to promote these best practices
and not force companies to take a step backwards in order to conform to a check-
the-box mentality at FDA. In order for that to happen, it is critical that the

agency’s inspectors are trained accordingly.
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FRED UPTON, MICHIGAN FENRY & WAXMAN, CALIFORNIA
CHAIRMAN RANKING MEMBER

ONE HUNDRED THIRTEENTH CONGRESS
Congress of the United States
PHouse of Repregentatives
COMMITTEE ON ENERGY AND COMMERCE

2125 Ravauan Houss Orece Bunoms

o, DC 20515-6115

February 24, 2014

Mr. Michael R. Taylor

Deputy Commissioner

Foods and Veterinary Medicine
U.8. Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MDD 20993

Dear Mr. Taylor:

Thank you for appearing before the Subcommittee on Health on Wednesday, February 5, 2014, to
testify at the hearing entitled “Examining the Impl ion of the Food Safety Modernization Act.”

Pursuant to the Rules of the Committee on Energy and Commerce, the hearing record remains
open for ten business days to permit Members to submit additional questions for the record, which are
attached. The format of your responses to these questions should be as follows: (1) the name of the
Member whose question you are addressing, (2) the complete text of the question you are addressing in
bold, and (3) your answer to that question in plain text,

Also attached are Member requests made during the hearing. The format of your responses to
these requests should foltow the same format as your responses to the additional questions for the record.

To facilitate the printing of the hearing record, please respond to these questions and requests
with a transmittal letter by the close of business on Monday, March 10, 2014, Your responses should be
mailed to Sydne Harwick, Legislative Clerk, Committee on Energy and Commerce, 2125 Rayburn House
Office Building, Washington, D.C. 20515 and e-mailed in Word format to
Sydne. Harwick@mail.house.gov,

Thank you again for your time and effort preparing and delivering testimony before the

Subcommittee,
Sigcerely, : ) %

ubcommittee on Health

cc: The Honorable Frank Pallone, Jr., Ranking Member, Subcommittee on Health

Attachments
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@ DEPARTMENT OF HEALTH & HUMAN SERVICES

,

e Food and Drug Administration
Sitver Spring, MD 20933

The Honorable Joseph R. Pitts

Chairman SEP 102014
Subcommittee on Health

Committec on Energy and Commerce

House of Representatives

Washington, D.C. 20515-6115

Dear Mr, Chairman:

Thank you for providing the opportunity for the Food and Drug Administration (FDA or the
Agency) to testify at the February 5, 2014, hearing before the Subcommittee on Health,
Committee on Energy and Commerce, entitled “Examining the lmplementation of the Food
Safety Modernization Act.” This letter provides responses for the record to questions posed by
Committee Members, which we received on February 24, 2014. We apologize for the delay in
responding.

If you have further questions, please let us know.

Sincercly,

U

Thomas A. Kraus
Associate Commissioner
for Legislation

cc: The Honorable Frank Pallone, Jr.
Ranking Member
Subcommittee on Health
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“Examining the Implementation of the Food Safety Modernization Act”
Hearing before the Subcommittee on Health
Wednesday, February §, 2014

Attachment 1-—Additional Questions for the Record

The Honorable Joseph R. Pi

1. The foreign supplier verification proposed rule is focused on the ingredient risk.
We believe that industry should also be looking at supplier risk. Does FDA agree
that industry should look at both ingredient and supplier risk when making
decisions on how to allocate supplier verification resources?

We agree that importers should consider supplier risks in determining appropriate supplier
verification activities. The proposed rule on Foreign Supplier Verification Programs
(FSVPs) acknowledges the importance of supplier risks in the requirement to conduct a
compliance status review and in the requirement to consider supplier practices as part of
the analysis of hazards, We are considering comments that we have received regarding the
ways importers consider supplier risks as part of the risk analyses they perform to help
them determine appropriate verification activities. We will take these comments into
consideration when we address risk-evaluation issues.

2. The auditing and recordkeeping requirements in the foreign supplier verification
proposed rule is correctly focused on the source of the problem in foreign food
plants. But FDA has no authority over foreign food plants, and therefore, will
rely on holding food importers responsible. How will FDA verify that only safe
food is being imported? How will FDA plan to expand import testing in a cost-
effective and timely manner?

FDA will continue to conduct inspections of foreign food facilities to assess their
compliance with applicable regulations, including the preventive controls regulations, once
those regulations are finalized and are implemented. The FSVP requirements provide
additional assurance that imported food is produced in a manner consistent with U.S. food
safety requirements. After the FSVP regulations become effective, FDA will begin
inspecting importers in addition to our scheduled inspection of foreign food facilities, as
part of our efforts to ensure that imported food is safe and meets U.S. standards. Importer
inspections will become a component of the risk-based approach to food-safety-related
inspections that the Agency is developing in accordance with section 201 of FSMA
(section 421 of the Federal Food, Drug, and Cosmetic Act (FD&C Act)). However, our
capacity to fully implement importer oversight will depend on the resources the Agency
has to devote to such efforts. The President’s fiscal year (FY) 2015 budget proposed an
import user fee that would help FDA meet its import safety obligations under FSMA.
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3. FSMA specifically recommends that the FDA take advantage of the capacity
and expertise of certified contract testing laboratories to effectively and
efficiently expand import testing. What are the FDA’s plans for third-party
testing domestically?

Establishment of the FSMA laboratory accreditation program and model standards
through rulemaking to implement FSMA section 202 is important to the

Agency. FDA’s priority presently is finalizing the seven foundational preventive-
controls rules to meet court-ordered deadlines. The timing of the release of the proposed
laboratory accreditation rule is still under discussion by the Agency. When the proposed
laboratory accreditation rule is released, there will be a public review and comment
period as has been provided for other proposed FSMA regulations.

4. In your testimony, you stated that “FSMA will only be as effective as its on-the-
ground implementation.” To date, what has FDA done to develop and
implement a comprehensive training program for its inspection workforee to
ensure FSMA is enforced effectively, uniformly and fairly at both the federal and
state level? What are the agency’s plans and timeline for inspector training
moving forward?

FDA recognizes the need to establish training programs for Federal and state regulators
who will oversee compliance with the new FSMA regulations, when finalized, to ensure
consistency in the performance and quality of inspections regardless of the regulatory
entity that performs such inspections. To implement FSMA, FDA will need to work
closely with state agencies and other partners to oversee compliance with the new
requirements. FDA has funded the creation of three private-public university-based
alliances—the Produce Safety Alliance (PSA), the Food Safety Preventive Controls
Alliance (FSPCA), and the Sprouts Safety Alliance (§SA). These alliances are
responsible for providing standardized curricula and establishing mechanisms to train
industry and regulators on the requirements of the Produce Safety and Preventive
Controls (PC) rules for human and animal food. This will help promote widespread
industry compliance with the rules and provide for consistent regulatory inspections by
state and Federal officials. More information about the alliances is available on the
Internet at Attp.Awww, fda.goviFood/Guidance Regulation/FSMA/uem293423. hrm.

Further, we expect to collaborate with state regulatory partners under the Partnership for
Food Protection (PFP) umbrella, which includes representatives from the Association of
Food and Drug Officials (AFDO) and the National Association of State Departments of
Agriculture (NASDA), to develop training and tools targeted for use by regulators when
performing inspections and other types of oversight activities to ensure industry
compliance with the new prevention-oriented standards.

Finally, FDA's Office of Regulatory Affairs University (ORAU) offers an extensive
course catalog of instruction, both traditional in-classroom and distance-learning formats.
We envision collaborating with our state regulatory partners to develop and deliver
FSMA-related training targeted specifically for regulators by using the alliances’
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standardized curricula and ORAU regulator training. We also envision that Federal and
state regulators will be trained together using qualified trainers to ultimately establish a
cadre of investigators who will conduct inspections to assess compliance with FSMA
rules on the farm and in food facilities. We expect the alliances and others to begin
conducting training before the compliance dates of the final regulations.

5. Under the proposed rule for preventative controls, food facilities need to have
“qualified individuals” write and implement their food safety plans. How is
FDA planning to train its investigators so they know how to evaluate the merits
of a facility’s food safety plan from a risk based standpoint? Will FDA
investigators have the same training as qualified individuals?

We intend to train food safety staff throughout the Agency and the states, including
subject matter experts, investigators, and compliance officers across FDA's Foods
Program, and state food safety personnel who conduct inspections on behalf of FDA.,
FDA plans to develop and provide guidance and technical assistance for food safety staff
including regulatory partners to develop an adequate technical understanding of the
prevention-oriented regulations and how to conduct prevention-based inspections. FDA
also intends to have technical experts available at the time of inspection to respond to
questions from Federal and state field investigators about food safety plans.

6. Itis essential that FSMA regulations are enforced consistently from one region to
another, and by both federal and state officials. What is FDA doing to ensure this
happens?

As mentioned previously, FDA recognizes the need to establish training programs for
Federal and state regulators who will oversee compliance with the new FSMA
regulations, when finalized, to ensure consistency in the performance and quality of
inspections regardless of the regulatory entity that performs such inspections. To
implement FSMA, FDA will need to work closely with state agencies and other partners
to oversee compliance with the new requirements. FDA has funded the creation of three
private-public university-based alliances — the Produce Safety Alliance (PSA), the Food
Safety Preventive Controls Alliance (FSPCA), and the Sprouts Safety Alliance (SSA).
These alliances are responsible for providing standardized curricula and establishing
mechanisms to train industry and regulators on the requirements of the Produce Safety
and Preventive Controls (PC) rules for human and animal food. This will help promote
widespread industry compliance with the rules and provide for consistent regulatory
inspections by state and Federal officials. More informaticn about the alliances is
available on the Internet at

htip:/www fda. gov/Food/Guidance Regulation/FSMA/ucm293423 him.

Further, we expect to collaborate with state regulatory partners under the Partnership for
Food Protection (PFP) umbrella, which includes representatives from the Association of
Food and Drug Officials (AFDO) and the National Association of State Departments of
Agriculture (NASDA), to develop training and tools targeted for use by regulators when
performing inspections and other types of oversight activities to ensure industry
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compliance with the new prevention-oriented standards.

Finally, we envision collaborating with our state regulatory partners to develop and
deliver FSMA-related training targeted specifically for regulators by using the alliances’
standardized curricula and FDA regulator training offered by our Office of Regulatory
Affairs (ORA). We also envision that Federal and state regulators will be trained together
using qualified trainers to ultimately establish a cadre of investigators who will conduct
inspections to assess compliance with FSMA rules on the farm and in food facilities. We
expect the Alliances and others to begin conducting training before the compliance dates
of the final regulations.

7. FSMA does not provide FDA with authority to mandate submission of facility
profiles or electronic/remote access to records. While the preventive controls
proposed rule does not explicitly require submission of facility profiles or
electronic/remote access to records, it does request comment on whether FDA
should require these in the final regulation. Is FDA still considering requiring
these in the final rule and if so, under what authority?

We have received numerous comments expressing concern about the submission of
facility profiles and electronic/remote access to records. We are evaluating these
comments and considering whether there are alternative approaches to obtaining
information in advance of an inspection that would improve the efficiency of on-site
inspections or perhaps obviate the need for an on-site inspection in certain
circumstances. We note that section 418(h) of the FD&C Act provides, in relevant part,
that the “...written plan, together with the documentation described in subsection (g)
[Recordkeeping], shall be made promptly available to a duly authorized representative
of the Secretary upon oral or written request.” Section 418(h) does not provide that the
written request must be made during an inspection.

On June 26, 2013, the FDA Office of Planning’s Risk Communication Staff (RCS)
conducted a usability test and a focus group with industry stakeholders on the topic of
voluntarily submitting food/feed facility profile information. In addition to the end user
testing, RCS also conducted a focus group with the same industry stakeholders to assess
the ability of individual facilities to gather the information requested, the time needed,
and the cost to the companies for filling out the profile, the major barriers for industry
participation, and expected benefits, and to identify alternative sources for the
government in obtaining similar information. We are currently evaluating the results
from these focus groups along with the comments to the proposed preventive controls
rule.
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8. In the preamble to the preventive controls proposed rule, the FDA “tentatively
concludes” that it is appropriate to apply Part 11 to FSMA electronically
maintained records. Then, FDA asks for comment on whether there are
circumstances that warrant not applying Part 11 requirements. FDA did not
apply Part 11 requirements during the Bioterrorism Act rulemaking process
because it would have required companies to significantly redesign and replace
existing systems. Please explain why the FDA has taken a different position here
in its “tentative conclusion,” and whether the FDA intends to move forward with
requiring compliance with Part 11 for FSMA records under all of the proposed
rules?

We have received comments expressing concern about the need to comply with Part 11 for
electronic records. We are still reviewing and evaluating these comments and considering
whether there are alternative approaches that reduce the burden on industry, while ensuring
the integrity of electronic records and protecting public health.

9. The preventive controls proposed rule requires that records be kept for at least
two years. Is this requirement prospective—and therefore would only apply te
records created after the effective date of the final rule?

Yes, it is a prospective requirement. The records retention requirements would become
effective on the applicable compliance date. In our proposed rule we indicated that it is
reasonable to allow for one year after the date of publication of the final rule for
businesses other than small and very small businesses to come into compliance with the
new requirements established under FSMA. We further indicated that it is reasonable to
allow for two years after the date of publication of the final rule for small businesses and
three years after the date of publication of the final rule for very small businesses to
come into compliance with the new requirements established under FSMA.

The Honorable G. K. Butterfield

1. The FDA and food companies can agree that the timely sharing of
information is important. However, we have all been reading about the
danger of computer hackers and the theft of business and frade secrets as
well as personal data.

a. As the Agency considers the exchange of food safety records electronically,
should we be concerned about the protection of confidential business
information and trade secrets?

With regard to the protection of data, FDA adheres to the Federal Information
Security Management Act (FISMA) to ensure that the appropriate levels of
information system security controls are in place for the sensitivity of any given
information.
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b. Can you guarantee that the FDA can secure its own data systems and
prevent criminals—foreign and domestic—from stealing trade secrets?

FDA continually updates its information technology security systems to ensure the
safety and security of the information and data entrusted to the Agency.

¢. Could a data breach result in counterfeit products?

We have no evidence that a situation such as this has occurred. As mentioned above,
FDA adheres to FISMA to ensure that the appropriate levels of information system
security controls are in place for the sensitivity of any given information.

2. 1represent a district that still has pockets of persistent poverty. Many of my
constituents in eastern North Carolina struggle from paycheck to paycheck and
some have been unemployed for some time. This question is about new rules
required by FSMA. I favor regulation when and where it is necessary to protect
the public’s health and wellbeing. But it’s important to remember that
regulations come with a cost. Often those costs are passed onto the consumer in
the form of higher prices.

Considering the amount of work the Agency has done, the work that needs to be
accomplished and the werk required to consider technical public comment, can
the Agency assure this committee that the final rules won’t unnecessarily impact
consumers like some in my district who can least afford it?

Food safety is a fundamental public health concern and a topic on which the public has
high expectations. Unfortunately, one in six Americans suffers from a foodborne illness
each year, with the Centers for Disease Control and Prevention (CDC) estimating that
128,000 Americans are hospitalized and 3,000 die annually from foodborne pathogens.

. Prevention of foodborne illness through a modernized food safety system is the goal of
FSMA and the foundational rules proposed by the Agency. The cost/benefit analyses that
have accompanied the FSMA rules issued thus far demonstrate significant public health
benefits compared to costs. In general, these rules establish best industry practices, and
many companies are already in compliance with many of the provisions. To assist
industry in complying with the rules in an efficient manner, FDA is also allowing
extended time for small and very small businesses to come into compliance. In addition,
the Agency has formed Alliances to provide technical assistance and outreach to help
industry understand and comply with the regulations. FDA is committed to protecting
public health and ensuring food safety by promulgating rules that address the risk to
consumers, without placing an undue burden on industry.
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3. Commissioner Hamburg distributed a memo on February 3, 2014, That memo
outlined changes and modernization of the FDA, One of the biggest changes is
moving the FDA to commodity-based and vertically-integrated regulatory
programs.

2. What was the impetus for the changes?

The growing challenges posed by a myriad of new responsibilities acquired through
recent legislation, the pace of scientific innovation, and globalization were the
impetus for change. In response, on September 6, 2013, Commissioner Hamburg
charged the Program Alignment Group (PAG), consisting of senior FDA leaders
representing all Directorates, Centers, and ORA, with identifying and developing
plans to modify Agency functions and processes in order to best achieve mission-
critical Agency objectives, In order for FDA 1o avoid duplication of function and
effort and enhance FDA’s ability to succeed in the future, the Commissioner felt it
imperative that there be greater clarity and transparency about relative roles and
responsibilities of the Directorates, the Centers, and ORA, as well as greater
operational and program alignment among these organizations,

b. Do you think that the shift to commodity-based regulatory programs will
improve FDA review and respense times, particularly for drug and device
applications?

While each Center has sole control over its application review processes and program
alignment changes will not directly impact this activity, any overall changes to
streamline Agency processes and create more efficient work flow can contribute to
improved review and response times for drug and device applications.

¢. Has the FDA set a deadline for when this transition should be complete?

The Commissioner directed the Directorates, Centers, and ORA to establish Action
Plans for each program that will define with greater specificity the operational changes
and decisions needed, as well as the processes for their implementation. The Action
Pians are due to the Commissioner by October [. Successful implementation of these
changes will take time, commitment, continued investment and evaluation, and will
likely occur over the next several years. Concurrently, ORA and the Centers will
streamline management and review levels, where feasible, in order to enable FDA to
take timely and appropriate action, avoid duplication, improve efficiency and enhance
accountability.



67

Page 9—The Honorable Joseph R. Pitts

The Honorable Marsha Blackburn

1. Twas one of 33 House members who wrote you last fall asking for an
administrative fix to a language problem in the Food and Drug Administration
Amendments Act (FDAAA) of 2007 affecting animal food ingredient approvals. It
has to do with your agency’s interpretation of language related to a statutory
requirement you set regarding pet food ingredient “standards.” Your response to
our letter was that you are working on it, but you hadn’t quite figured out what to
do. What is the status of the FDAAA fix? When can we—and the industry—
reasonably expect you to fix the FDAAA problem?

To comply with the requirements of FDAAA section 1002, FDA intends to initiate
rulemaking to establish definitions for animal food ingredients which are either generally
recognized as safe (GRAS) or approved food additives for use in animal food. We
anticipate that the regulation would apply to all animal food ingredients rather than only to
pet food because we do not believe it would be practicable to separate pet food ingredients
from other animal food ingredients.

The Honor: eter W

1. We understand from farmers that the cost of implementation of these rules may
put them out of business. Are you certain your economic costs for compliance
estimates are accurate?

The estimates are based on the best data available to FDA at the time of publication of the
proposed rules. We understand that, due to the limited amount of data, and because the
estimates reflect average costs over broad size categories, the estimates may not perfectly
reflect reality for every individual farm or facility. Wherever possible, we attempted to
capture the variability across size and category and the uncertainty inherent in this type of
estimation. We are already aware of public comments that will likely lead us to change the
estimations for the final analysis,

2. What role will the states play in implementing FSMA? Is there an opportunity to
begin the implementation process now, in advance of the finalization of the rules?

The states have a very important role in implementing FSMA, and FDA has already begun
working on implementation with the states. FDA established several workgroups under the
leadership of the FSMA Operations Team to plan the implementation of the final FSMA
rules. Each workgroup includes representatives from the key FDA Foods Program
components and one or more state representatives. The workgroups are already developing
strategies for outreach, training, technical assistance, data collection, and inspections and
compliance/enforcement. In order to operationalize FSMA, FDA will need to leverage the
resources and efforts of others by working in partnership to create an integrated global food
safety network that includes other government agencies (Federal, state, local, and foreign).
To that end, FDA has already begun to work with its regulatory partners through the
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Partnership for Food Protection to discuss data sharing needs with our regulatory partners
to guide inspection work planning. States and other food safety counterparts will be vital
partners with FDA to leverage resources to conduct inspections, particularly in the produce
arena.

3. Do you plan to construct an adjudication or conflict resolution process to address
the inevitable conflicts between federal regulators, state regulators, and/or the
regulated community? If so, will you describe in detail—or at least give 2
preliminary outline of—what that process would look like?

ORA has analyzed the need and is initiating the process to establish an Ombudsman
position and associated processes, whereby issues or establishment concerns raised in these
inspectional communications may be escalated by the establishment or by FDA ina
manner consistent with how disputes are processed by other FDA Centers and offices. As
part of the FSMA implementation effort, FDA has acknowledged industry’s request to
consider dispute resolution processes that provide for confidentiality as well as for
enhanced consistency across all regions and commodities and an improved global approach
in light of the increased formal foreign presence. The possible ORA Ombudsman would
address these goals as well as offer a process for resolving issues that arise outside of an
inspection.

4. FSMA was designed to ensure a level playing field between domestic and
imported feods. Can you assure Congress that domestic and imported foods will
be treated equally?

FSMA envisions a preventive controls framework to modernize food safety and help
ensure the safety of domestic and imported foods. To establish this framework, FDA has
proposed seven foundational rules. Rules such as the preventive controls for human food
and animal food rules and the produce safety rule would apply to both domestic and
imported foods. To provide additional oversight of imported foods, FSMA also mandates
the implementation of Foreign Supplier Verification Programs (FSVPs) by food
importers. Specifically, FSMA requires importers to conduct risk-based foreign supplier
verification activities to verify that imported food is not, among other things, adulterated
and that it was produced in a manner consistent with FDA’s preventive controls and
produce safety requirements, where applicable. In addition, FDA has issued a proposed
rule on accreditation of third party auditors, a program that, when established, will
provide a way to obtain certifications for foreign facilities and food under specified
programs. The goal of the suite of FSMA proposed rulemakings is to ensure a level
playing field for domestic and imported foods. It should be noted that to ensure adequate
oversight and fully implement FSMA, the Agency will need additional resources as
proposed in the FY 2015 President’s Budget,

5. 'We have heard that you have said we will need to educate before we regulate,
How do you plan to implement this goal? What is your time line?

FDA has funded three Alliances to develop training to help educate industry on how to
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comply with the requirements of the preventive controls for human food and the produce
safety rule. Each of the Alliances has a website on which they have posted informational
materials about the Alliance and its activities.

The Food Safety Preventive Controls Alliance (FSPCA), developed in cooperation with
the Illinois Institute of Technology’s Institute for Food Safety and Health (IIT IFSH), isa

broad-based public/private Alliance consisting of key industry, academic, and government
stakeholders whose mission is to support safe food production by developing a nationwide
core curriculum, training, and outreach program to assist companies producing human and
animal food in complying with the preventive controls regulations. The FSPCA will also
be a repository for up-to-date scientific and technical information on hazards and
preventive controls for foods. The core curriculum will be finalized shortly after the
publication of final preventive controls rules for human and animal food. The Alliance
and others will conduct training that will begin during the period that precedes the
compliance dates.

The Produce Safety Alliance (PSA) is led by Cornell University, and involves FDA, the
U.S. Department of Agriculture (USDA), state food and agriculture departments, and two
national industry trade associations. The PSA will produce a standard on-farm training
manual and curriculum and plans to offer courses to deliver the training. The PSA is
developing a training protocol with state and Federal regulators to help ensure uniformity
in inspections. It will also be a repository for up-to-date scientific and technical
information, including a compendium of produce hazards. The training will be finalized
shortly after the publication of the final rule on produce safety. The Alliance and others
will conduct training that will begin during the period that precedes the compliance dates.

The Sprout Safety Alliance (SSA), developed in cooperation with IIT IFSH, is a
partnership of Federal/state regulators, academia, and industry experts who are developing
a core curriculum, training and outreach programs for stakeholders in the sprout
production community to enhance the industry’s understanding and implementation of
best practices for improving sprout safety, and requirements for sprout producers in the
produce safety rule. Content development will be complete in 2014 and will be followed
by review and refinement and additional pilot training sessions with industry. The
training will be finalized shortly after the publication of the final rule on produce safety.
The Alliance and others will conduct training that will begin during the period that
precedes the compliance dates.

6. Will you please explain how the agency will fix the “farm” definition so that it
includes many activities that are regularly part of farming but that, as
proposed, triggered the “facility” definition?

We have received many comments related to activities conducted on a farm that are
considered part of farming by farmers, yet trigger the requirement for a farm to register
with FDA as a facility. Many comments expressed concern that activities such as
packing or holding produce from a farm they do not own would subject them to
requirements of the proposed preventive controls rules. Some of these issues predate the
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proposed FSMA regulations. We are still reviewing comments on this topic. We are
planning to publish revised language on key provisions of the produce safety and
preventive controls for human food proposed rules affecting small and large farmers,
including provisions affecting mixed-use facilities.

The Honorabl ichael C. Burgess

1. FDA’s budget appropriations have grown from $1 billion to over $2.5 billion in the
last seven years. Despite last year's sequester, FDA received from Congress an
increase of 396 million over the amount provided in FY 2013 and 33 million above
the agency’s budget request. Of this $900 million was targeted to the food safety
work of the Center for Food Safety and Applied Nutrition (CFSAN).

The Administration’s proposed FY 2014 budget for FDA included a proposal to
impose a food facility registration and inspection fee to fund agency activities
related to FSMA. While maintaining the safety of the U.S. food supply is the
highest priority for both Congress and the FDA, I am concerned about how the
Agency is using the funds that have already been allocated for food safety. Will
you provide documentation and accounting for the $900 million that was targeted
to the CFSAN?

The $900 million you reference was for the Center for Food Safety and Applied Nutrition
{CFSAN) and related field activities in ORA for FY 2014. Congress has provided
additions to FDA’s base budget for food safety in the amount of $138 million from FY
2011 through FY 2014. Those funds were used to replace staff who were lost during
earlier budget reductions as well as to begin the process of implementing FSMA. A
compilation of some of the most important uses to which those additional funds were
allocated is outlined below.

Funding History

When FSMA was enacted, the FDA foods program was just rebounding from a decline in
resources and expertise. In 2003, FDA’s headquarters food center, CFSAN, had 950
scientists and other food-oriented staff. Various budget reductions in the 2000s had
reduced the staffing level at CFSAN by 20 percent (to 750 people).

In 2010, food safety rose to the forefront of Congressional attention with enactment of
FSMA and changed how food in the United States would be regulated. The new Act was
passed in response to a cascade of food safety problems in the 2000s that sickened
millions of Americans, reduced consumer confidence in the safety of the food supply, and
cost farmers and the food industry untold dollars in lost sales, recalled products, and legal
liability. Congress responded with additional funding for the FDA food safety program
and over the next four years provided FDA with over $138 million in base funding. It
also provided a one-time increase in FY 2013 of $37 million to support FSMA
implementation.
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With these new resources, FDA *has strengthened its food safety program in a variety of
important ways:

shift for food safety, from reacting to food contaminations that have already occurred to
focusing on preventing such problems before they affect consumers. With the new
funding provided, FDA has been able to design, develop, and propose for public comment
the seven foundational regulations that will govern this new paradigm. FDA has held
numerous public meetings to ensure thorough involvement by stakeholders in the creation
of these rules and to ensure a transparent rulemaking process. Just to illustrate the extent
to which FDA has gone to ensure transparency in the evolution of these rules, the
following example is offered. In support of the intentional adulteration proposed rule
entitled “Focused Mitigation Strategies to Protect Food Against Intentional Adulteration,”
FDA has conducted three FSMA public meetings strategically located across the domestic
U.S., 16 rule overview/listening sessions to both national and international stakeholders,
and two listening sessions requested by stakeholders with specific topics of concern. A
FSMA Fact Sheet specific to the intentional adulteration proposed rule was posted on
FDA’s website as well as a “Frequently Asked Questions” document to inform and assist
stakeholders.

Met public and Congressional expectations for increased domestic food inspections - A
key direction by Congress in FSMA is that every domestic facility deemed to be “high
risk” must be inspected at least once in the five year period following the date of
enactment of FSMA, and at least once every three years thereafter. With the new
resources, FDA developed and released in March 2012 information on how it would apply
the High-Risk definition to food facilities resulting in an increased inspection rate. Using
these criteria, FDA met that target in FY 2013 and is now inspecting every high-risk
domestic food facility once every three years.

Increased oversight of imported foods ~ As with domestic food inspections, FSMA directs
FDA to increase efforts to help ensure the safety of food imports, which arrive at U.S.
ports in over 12 million shipments each year. With the increased funding provided by
Congress in FY 20112014, FDA has;

- Exceeded its target of import inspections by more than 10 percent (to almost
200,000 examinations by 2013);

- Increased inspections of foreign food facilities from about 350 in 2010 to 1,400 by
FY 2013;

- Completed seven comprehensive assessments of foreign regulatory systems to
determine if they provide the same safety protections as FDA and, with New
Zealand, FDA has negotiated the first systems-recognition arrangement;

- Expanded FDA’s foreign offices in some of the largest food-producing countries
of the world, including China and Mexico; and

- Created the first regional training center, in Southeast Asia, aimed at building
aquaculture producers’ regulatory capacity and to address widespread problems
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with imported seafood from Asia.

Developed state programs — Continued its efforts to assist the states through grants,
contracts, and cooperative agreements to build their capacity as partners in the U.S. food
safety systemn and be active partners in the prevention focus of FSMA and major
contributors to the management of foodborne outbreak responses.

- Provided funding for 40 states to help them meet the Manufactured Foods
Regulatory Standards; and
- Provided funding for 31 states to upgrade their public health laboratories.

Created three “Alliances” to help affected industries adopt new prevention standards ~
The new funding enabled FDA to magnify its investment by embracing a strategy of
creating alliances that provide education, training, and technical assistance for industry
and government officials. The Preventive Controls Alliance, the Produce Safety Alliance,
and the Sprout Safety Alliance will tremendously help producers, especially small and
medium-sized businesses, comply with the new prevention rules once they are completed.

Began a program of “risk analytics” — FSMA directs FDA to adopt risk-based regulations
and compliance strategies, and FDA has used its new funding to initiate that effort, which
will, over time, enhance the Agency’s ability to focus on the highest risk foods and food
facilities as well as better prioritize and utilize its own resources,

Conducted the Product Tracing Pilot Project — As required by FSMA, FDA has designed
and conducted pilot efforts to determine how tracing of food can be carried out most
effectively and efficiently. Included in this are examinations of the data that need to be
collected by industry and government, ways to connect data to various points in the supply
chain, and the rapidity with which government can receive data on contaminated food.

The examples above comprise some of FDA’s most significant accomplishments as a
result of increased funding over the past four years, but the Agency also made many other
important achievements of smaller scope, such as:

- Updated, expanded, and improved the facilities registration system, which now
includes over 193,000 domestic and foreign food facilities;

- Completed a final regulation on administrative detention of contaminated food,
which provides a means through which FDA can hold adulterated or misbranded
food and prevent it from reaching the marketplace, thus further enhancing FDA’s
ability to ensure the safety of food for the U.S. consumer;

- Developed a plan to help foreign governments build their capacity to better
oversee food that might be exported to the United States;

- Established the Veterinary Laboratory Investigation and Response Network (Vet-
LIRN), an integrated Federal-state laboratory initiative to improve identifying and
analyzing chemical and microbiological contamination of animal feed;

- Researched pathways by which foods become contaminated and how to prevent
such contamination; for example, FDA developed a new rapid method for
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detecting Salmonella and a new testing protocol for paralytic shellfish toxins;

- Executed a pilot project to utilize handheld analytical tools at ports of entry;

- Published a draft guidance for industry on Salmonella testing;

- Updated guidance for industry on eliminating seafood hazards in fish and fishery
products; and

- Increased the Centers’ compliance staffs to assist in the review of the cases
resulting from the increased inspections.

2. FSMA directs FDA to write new regulations for facilities that manufacture,
process, pack, or hold human food. Facilities are required to maintain a written
food safety plan and comply with the Preventive Controls rule, which includes
specific food allergen controls.

a. How will FDA execute these preventive controls for allergens?

FSMA requires a facility to identify and evaluate known or reasonably foresecable
hazards and lists allergens as one of the hazards facilities would need to consider. In
the proposed preventive controls rule for human food, FDA proposed to require the
implementation of preventive controls for hazards that are reasonably likely to occur
and included food allergens as chemical hazards to be considered by facilities. We
proposed including food allergen controls as preventive controls for facilities that
handle major food allergens. We also proposed to require that food allergen controls
include procedures, practices, and processes employed to ensure protection from
cross-contact and for labeling of finished food to ensure allergens were declared on
the label. In addition, we proposed to clarify in several provisions of our Current
Good Manufacturing Practice requirements that protection against allergen cross-
contact (inadvertent incorporation of an allergen into food) is required. FDA has been
requiring facilities to address food allergens for a number of years and will continue
to assess the control of food allergens during inspections.

b. Will there be thresholds or standard levels?

In December of 2012, FDA opened a docket to gather data and information related to
the possibility of conducting a risk assessment related to food allergen thresholds.
We have completed a detailed analysis of the comments submitted to this docket. We
are also actively assessing the publicly available data in the published scientific
literature on levels of sensitivity in the allergic population. Based on these inputs, we
will use a risk assessment-based approach to determine if the data support
establishing practical thresholds for any or all of the major food allergens. We will
make a draft version of any risk assessment available for public comment before the
document and results are finalized. We are aware of the public concern about the
consequences of establishing such thresholds and will consider those concerns in
making any final determinations.
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3. Inthe FSMA proposed rules, the FDA has proposed requiring submission of
facility profiles with hazards and controls information as well as providing FDA
with remote aceess to company manufacturing and related records. It is clear that
the statute allows the FDA to access company record during the course of an on-
site authorized inspection.

a. Will you describe what statutory authority the FDA has in FSMA to require
companies to provide FDA with remote access to company manufacturing
and related records?

The proposed preventive controls rules require that records be made available upon
oral or written request. It does not explicitly require a facility to send records to the
Agency rather than making the records available for review at a facility’s place of
business. FDA requested comment on whether the proposed rule should be modified
to explicitly address this circumstance. We note that section 418(h) of the Federal
Food, Drug, and Cosmetic Act provides, in relevant part, that the “... written plan,
together with the documentation described in subsection (g) [Recordkeeping], shall
be made promptly available to a duly authorized representative of the Secretary upon
oral or written request.” Section 418(h) does not provide that the written request
must be made during an inspection.

b. What additional information does FDA feel it needs to obtain through
remote access to records that it could not obtain during an on-site
inspection?

The information that would potentially be submitted is the same as what we would
obtain during an inspection. As we noted in the preamble to the preventive
controls rule, information in a food safety plan is not reviewed by FDA
investigators until they are physically present at a facility and have begun an
inspection. Having information in advance of an inspection could aid in the
efficient oversight of preventive controls by allowing FDA to better target
inspectional activities to facilities that produce foods that have an increased
potential for contamination (particularly with biological hazards) and to improve
on-site inspections by focusing attention on hazards and preventive controls for
which the facility appears to have deficiencies. We indicated that facilities would
benefit from our advance preparation through interaction with better-prepared
investigators and potentially reduced inspection time. Further, such advance
record access could obviate the need for an on-site inspection in certain
circumstances.

¢. Iam concerned that this additional regualatory burden and time-
consuming process does not provide a commensurate benefit to overall
food safety. How do you propose companies prioritize these additional
activities over the usual activities that directly enhance food safety?

In our proposed preventive controls rules, we proposed that the records for part
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117 be made available to an authorized representative of the Secretary of HHS
upon oral or written request. We did not propose to require facilities to submit
records electronically, but asked whether we should do so. We have received
numerous comments expressing concern about the submission of records
electronically. We are evaluating these comments before making a decision and
will consider whether such requirement will impose a burden on industry that is
not commensurate with food safety.

he H hn Shimk

1. Is it true that finished product testing may not be identified as necessary in a
facility’s food safety plan based on the relevance for the facility, food, and
information from other verification activities but under the proposed Preventative
Controls rule those products would be subject to mandatory finished product
testing?

The proposed preventive controls for the human and animal food rules would require that a
facility verify that its preventive controls are consistently implemented and are effectively
and significantly minimizing or preventing the hazards that are reasonably likely to occur.
We did not include requirements for finished product testing. We did, however,
acknowledge that product testing programs, when implemented appropriately in particular
facilities, could be used to verify that the preventive controls are effectively and
significantly minimizing or preventing the occurrence of identified hazards. In appendices
to the proposed rules, we provided our current thinking on the role of and need for product
testing as well as some of the factors a facility should consider in establishing a product
testing program. We agree that finished product testing may not be identified as necessary
in a facility’s food safety plan, depending on the food, the activities of the facility, and the
nature of the controls. Our discussions in the proposed rules noted that finished product
testing plays a very important role as a verification measure in ensuring the safety of food,
when implemented appropriately in particular facilities. (Emphasis added.) We are
evaluating the many comments on this issue.

2. During your testimony, you noted that “certain kinds of testing programs ...can
be important” in food safety systems, while stating that it is “well-understood that
those testing programs have to be based on particular risk considerations.” The
Committee agrees that testing should be risk- based and that a “one size fits all”
approach will not work. Although the FDA did not provide proposed testing
language on which industry could comment, would you agree that prescribing
specific testing for all possible variables is not practicable?

Yes, we agree that testing for all hazards in all foods is neither practical nor necessary. As
noted above, we believe that testing can be an important tool in a modern food safety
system, particularly as a verification procedure under specific circumstances.
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3. Inyour opening statement, you said the Agency “intends to publish and seek
comment on revised rule language on key provisions of the Preventive Controls
rule... on which our thinking has evolved.” 1 believe it is important for the FDA to
seek additional comment from stakeholders on specific regulatory language that
was left out of the initial proposal. Will this revised proposed rule allow for an
academic discussion and response to detailed testing, supplier verification, and
economic adulteration rules?

In December 2013, FDA announced that it intends to publish revised proposed rule
language in summer 2014 on key provisions of the produce safety and preventive controls
for human food proposed rules affecting small and large farmers. These provisions include
water-quality standards and testing, standards for using raw manure and compost, certain
provisions affecting mixed-use facilities, and procedures for withdrawing the qualified
exemption for certain farms.

Though we did not include specific requirements for environmental monitoring, finished
product testing, or supplier verification programs in the proposed preventive controls rule,
we did acknowledge that such programs, when implemented appropriately in particular
facilities, could be used to verify the effectiveness of preventive controls and ensure the
safety of incoming ingredients. We provided our current thinking on the role of and need
for these types of programs in appendices to the proposed rules. We received many
comments on these issues, including comments that requested an opportunity to comment
on draft codified language in advance of a final rule. We are considering these comments
and options to allow comment on these issues while maintaining our commitment to move
swiftly to final rules.

With regard to provisions on economic adulteration, in FDA’s proposed rule on intentional
adulteration related to acts of terrorism, the Agency stated that before we decide to finalize
provisions on economically motivated adulteration, we plan to provide new language and an
analysis of costs associated with these provisions, and to seek comment. The Agency
remains committed to allowing this opportunity for comment.

4. FDA inspectors and investigators will need to be well educated in how to properly
audit food safety systems. Historically, investigators have primarily inspected food
facilities for physical evidence of hazards. Under the proactive nature of FSMA,
FDA personnel will need to undergo a paradigm shift. They will need to be
effective in understanding and evaluating the effectiveness of a facility’s food safety
system and they will need to evaluate through records review and physical
inspection, whether the facility is complying with that system. Please provide a
timeline for the Agency’s implementation of a comprehensive training program for
FDA inspectors, including state and local partners.

FDA recognizes the need to establish training programs for Federal and state regulators who
will oversee compliance with the new FSMA regulations, when finalized, to ensure
consistency in the performance and quality of inspections regardless of the regulatory entity
that performs such inspections. To implement FSMA, FDA will need to work closely with
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state agencies and other partners to oversee compliance with the new requirements. FDA
has funded the creation of three private-public university-based alliances — the Produce
Safety Alliance (PSA), the Food Safety Preventive Controls Alliance (FSPCA), and the
Sprout Safety Alliance (§SA). These alliances are responsible for providing standardized
curricula and establishing mechanisms to train industry and regulators on the requirements
of the Produce Safety and Preventive Controls (PC) rules for human and animal food. This
will help promote widespread industry compliance with the rules and provide for consistent
regulatory inspections by state and Federal officials. More information about the alliances
is available on the Internet at

htip:/twww fda. gov/Food/GuidanceRegulation/FSMA/ucm293423. him.

Further, we expect to collaborate with state regulatory partners under the Partnership for
Food Protection (PFP) umbrella, which inchudes representatives from the Association of
Food and Drug Officials (AFDO) and the National Association of State Departments of
Agriculture (NASDA), to develop training and tools targeted for use by regulators when
performing inspections and other types of oversight activities to ensure industry compliance
with the new prevention-oriented standards.

Finally, FDA’s Office of Regulatory Affairs University (ORAU) offers an extensive course
catalog of instruction, both traditional in-classroom and distance-learning formats. We
envision collaborating with our state regulatory partners to develop and deliver FSMA-
related training targeted specifically for regulators by using the alliances’ standardized
curricula and ORAU regulator training. We also envision that Federal and state regulators
will be trained together using qualified trainers to ultimately establish a cadre of
investigators who will conduct inspections to assess compliance with FSMA rules on the
farm and in food facilities. We expect the alliances and others to begin conducting training
before the compliance dates of the final regulations.

5, The Committee is concerned that the final rule may establish costly testing
requirements that focus resources away from the most critical food safety
activities. How will you ensure the final rule should provide that the necessity,
lecation, and frequency of pathogen testing in the processing environment and on
equipment, including product centact surfaces, is based upon the risk of the
product, process, and hygienic status of the production environment, as well as
risk information provided from other verification activities?

In our proposed rule, “Current Good Manufacturing Practice and Hazard Analysis and
Risk-Based Preventive Controls for Human Food,” we did not include specific
requirements for environmental monitoring but we acknowledged that such programs,
when implemented appropriately in particular facilities, could be used to verify the
effectiveness of preventive controls when contamination of food with an environmental
pathogen is reasonably likely to occur. We provided our current thinking on the role of
and need for environmental monitoring and some of the factors a facility should consider
in establishing such a program in appendices to the proposed rules. Environmental
monitoring programs should be based on the risk associated with the product and process,
as well as the nature of the controls applied in a facility. We are evaluating the many
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comments on this issue,

6. During the hearing, you noted that the Agency is working with industry to “figure
out how to exchange information,” stating that there is “no lack of sensitivity” to
the issue of protecting confidential business information. Viewing facility records is
most meaningful when it is done within the context of an on-site inspection. Does
the Agency plan to require access to infoermation outside the context of an
inspection? If electronic records access is necessary, what security measures does
the Agency plan to put in place fo prevent unauthorized release of eonfidential
business information?

We have received numerous comments expressing concern about remote access to records
and the need to protect confidential business information. We are evaluating these
comments and considering whether there are alternative approaches to obtaining information
in advance of an inspection that would improve the efficiency of on-site inspections or
perhaps obviate the need for an on-site inspection in certain circumstances. FDA currently
collects information during inspections that companies consider to be confidential business
information. We take our obligation to protect confidential business information seriously;
FDA has Freedom of Information personnel throughout the Agency responsible for handling
requests for information and for adherence to laws and procedures regarding the
maintenance of confidentiality of non-public information. In addition, FDA has in place all
of the appropriate encryption and firewall tools necessary to safeguard the confidential
business information and trade secrets entrusted to the Agency.

7. FSMA limits FDA’s ability to mandate auditor reporting to Reportable Food
Registry conditions and narrow situations where third-party auditors must be
accredited under the FDA Third-Party Auditor Accreditation proposed rule, Will
other audits, including consultative audits, be subject to reporting requirements to
FDA? If so, under what circumstances?

Section 307 of FSMA (21 U.S.C. 3844) establishes requirements for: (1) audit reports;
and (2) notification to FDA when an auditor “discovers a condition that could cause or
contribute to a serious risk to the public health.” With respect to audit reports, FSMA
section 307(c)(3) requires submission of reports of regulatory audits (conducted for
purposes of food or facility certification to FDA) but not reports of consultative audits that
would be conducted under FDA’s proposed accredited third-party auditor program.
FSMA section 307(c)(3) states that such consultative audit reports would be available to
FDA only under section 414 of the FD&C Act (21 U.S.C. 350c¢), which gives us access to
facility records if we have a reasonable belief that an article of food, and any other article
of food that we reasonably believe is likely to be affected in a similar manner, is
adulterated and presents a threat of serious adverse health consequences or death to
humans or animals (SAHCODHA).

With respect to “notification” of a condition that “could cause or contribute to a serious
risk to the public health” under FSMA section 307(c)(4), we note that the statute does not
define “serious risk to the public health” nor does it give examples of such conditions.
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Rather, FSMA section 307(c)(4)(A) (Risks to Public Health) describes notifiable
conditions as ones that “could” cause or contribute to a serious risk to public health, which
suggests to us that the scope of this provision is broader than SAHCODHA circumstances.
As explained above, FSMA section 307(c)(3) on audit reports specifically cross-
references section 414 of the FD&C Act (21 U.S.C. 350c), but Congress did not use the
SAHCODHA standard in describing the types of conditions that could cause or contribute
to a serious risk to the public health and that must be reported to FDA under FSMA
section 307(c)(4)(A). While we believe Congress intended the standard for notification
under FSMA section 307(c)(4)(A) to be a different standard than SAHCODHA, in the
proposed rule we invited comment from the public on how to interpret this standard.

The Honorable Leonard Lance

1. The Committee is aware of and encourages the FDA’s work with the cosmetics
industry to develop a new regulatory framework to insure safety of personal care
products while allowing innovation in product development. Will any proposed
new regulatory requirements involve new revenue sources to the Agency?

The President’s FY 2015 budget requests new legislative authority to require domestic and
foreign cosmetics manufacturers to register with FDA and pay an annual registration fee.
The product, ingredient, and facility information submitted with registration would expand
FDA’s information about the industry and better enable the Agency to develop necessary
guidance and safety standards. With these additional funding resources, FDA would be
able to conduct priority activities that meet public health and industry goals.

FDA worked hard with the cosmetics industry last year to produce an agreement with
industry on a detailed framework for legistation that established a regulatory scheme to
protect consumers from risks associated with cosmetics. That framework included the
concept of user fees. Unfortunately, the cosmetics industry has reconsidered the earlier
agreement and we received a new proposal from them that would weaken FDA’s current
ability to take action to protect consumers from dangerous cosmetics. Industry’s new
proposal is unclear on the issue of new revenue sources. However, as noted above, the
President’s FY 2015 budget requests a cosmetic safety user fee.

2. In my judgment, a key element of proposed new regulations, and an important
part of a new regulatory framework, would be national uniform requirements.
Does FDA support having national safety standards for cosmetics?

The detailed framework that FDA and industry agreed on last summer included the
concept of national uniformity on certain aspects of cosmetic regulation. States would
have been preempted from taking action against cosmetic ingredients that FDA had
found safe and would have been prohibited from establishing different requirements for
registration, cosmetic listing, adverse event reporting, and good manufacturing
practices (quality controls) from those of FDA. These limitations on State authority
made sense in the context of significantly enhanced authorities for FDA to strengthen
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the Agency’s ability to protect consumers from dangerous cosmetics, Unfortunately,
the proposal we received from the cosmetics industry in early 2014 would weaken
FDA’s current ability to take action against unsafe cosmetics. Through sweeping
preemption provisions that, to our knowledge, are unprecedented in Federal legislation,
this new industry proposal would also almost completely eliminate states’ authority to
protect their citizens from unsafe cosmetic products and ingredients, including
thousands of ingredients FDA has not reviewed and has no resources to review. [t
would also remove basic state enforcement powers, such as inspection and recall
authority. We believe that these sweeping preemption provisions could endanger
public health by preventing states from taking action on safety issues that FDA may
not be able to address.

3. For years, the Agency has been asked to establish safety levels of ingredients, such
as for lead in lipstick. A lack of action in this area results in consumer confusion
and regulatory uncertainty for manufacturers. Will the Agency provide the
Committee with a timeline for completion of safety level determinations under the
proposed new regulations?

The framework for new cosmetics legislation that FDA and industry agreed on last summer
and the proposal FDA has received from industry in early 2014 differ dramatically in this
area. The industry’s proposal would require FDA to undertake a very resource-intensive
and burdensome process requiring two separate rulemakings before FDA could establish
limiting levels on either an ingredient or a contaminant (such as lead in lipstick). Itis
difficult to estimate how long this process might take, but we believe it would be
substantially longer than the process outlined in the framework agreement.

The Honorable H. Morgan Griffith

1. The Food Safety Modernization Act uses the term “reasonably foreseeable,” but
there are concerns that FDA may use the term “reasonably likely to occur”
(RLTO) to define a threshold for determining preventive controls. The proposed
RLTO standard lends itself to regulatory rigidity and perhaps absurdity, During
the hearing, you stated that there is “a way to solve this and manage this” concern
so that those facilities with advanced food safety systems do not have to change
their already effective practices. How does FDA plan to address this concern, and
when can the Committee expect a successful resolution?

In the proposed rule, “Current Good Manufacturing Practice and Hazard Analysis and
Risk-Based Preventive Controls for Human Food,” we proposed that the application of
preventive controls would be required in cases where facilities determine that hazards are
reasonably likely to ocour. We have received many comments related to the use of the
term “reasonably likely to occur.” Comments expressed concern that if we use this term
as the basis for determining the need for preventive controls, then either all preventive
controls will need critical control points (CCPs) or people will be confused by the term
being different in this rule from the seafood and juice Hazard Analysis and Critical
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Control Points (HACCP) rules. Comments have also expressed concern that this approach
would require existing food safety systems to be revised. We are still reviewing comments
on this matter.

The Honorable Gus Bilirakis

1. Currently, over 200 Food and Drug Administration (FDA) regulations incorporate
food ingredient standards the United States Pharmacopeia (USP) publishes in the
Food Chemicals Codex (FCC). FDA from time to time updates these references,
and the Agency has also worked closely with USP on important issues including
adulteration of food ingredients (e.g., glycerin). In the hearing, FDA stated that a
national standard of identity is useful, but FDA was limited due to reseurces.
Would FDA be willing to work specifically with USP and stakeholders on the issue
of economically-motivated adulteration of heney, to help protect its integrity and
see if an appropriate national quality standard could be developed and placed in
regulation?

FDA believes that such collaboration may be helpful to us in identifying ingredients that
may be sources of economically motivated adulteration in honey and will strongly consider
working with USP in this area. Regarding the establishment of a standard of identity for
honey, FDA has concluded that the establishment of a standard of identity for honey would
not aid the Agency in its enforcement efforts or help ensure industry compliance. The
Agency currently has authority under the FD&C Act to take enforcement action against
adulterated or misbranded food products, including honey. In fact, FDA has acted to prevent
adulterated honey from being distributed in the United States. A standard of identity is nota
prerequisite for enforcement actions against food products that are adulterated or
misbranded. On April 11, 2014, FDA issued draft guidance on the proper labeling of honey
and honey products that advises firms on the proper labeling of honey and honey products to
help ensure that honey and honey products are not adulterated or misbranded under sections
402 and 403 of the FD&C Act.
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Attachment 2—Member Requests for the Record Raised During the Hearing

The Honorable John D, Dingell

1. Please submit a survey of what you need in the way of money to properly implement
the Food Safety Modernization Act.

FDA cannot achieve our objective of a safer food supply without a significant increase in
resources. As you know, the FDA Food Safety Modernization Act (FSMA) has instructed
FDA to overhaul its food safety program, with major new directions, such as:

~ Shifting food safety from an old, antiquated system of chasing after problems once
they occur to a new focus on prevention

- Better integrating Federal efforts with state and local food safety systems

- Implementing an entirely new import oversight program that relies on importers
having more responsibility regarding the foods they bring into the United States

- Increasing both domestic and foreign inspections, especially in facilities producing
foods at high risk of contamination

- Modernizing and streamlining the food importing process so as to enhance trade in
safe food.

Some of these efforts are well underway. For example, resource increases provided by
Congress in earlier years have permitted FDA to meet the Congressional mandate to inspect
domestic high-risk food firms more frequently and to greatly increase inspections of foreign
facilities.

As reflected in FDA’s FSMA Section 110 report last year

(htip:trwww. fda.gov/Food/Guidance Regulation/FSMA/ucm351868. htm), CBO estimated that
the Agency would need an estimated $400 - $450 million in funds added to its FY 2012 base
by FY 2017 to implement FSMA. FDA has received approximately $138 million in
increases towards FSMA implementation thus far. The FY 2015 President’s Budget
proposes an additional $253 million to support FSMA implementation.

The urgency of receiving adequate funding is that FDA is under court-ordered deadlines to
issue key final rules in late 2015 and early 2016, which means FDA must be equipped to
begin sound inspection and other oversight activities to ensure smooth and effective
implementation in late 2016 and 2017. Without immediate investment in the advance
preparation that is essential for sound implementation of the FSMA rules, implementation
will be disrupted and delayed to the detriment of public health, consumers, and the food
industry.

Below is a detailed summary of how FDA would use the additional funding to implement
FSMA.
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Domestic

Center Technical Staffing and Guidance - FSMA directs FDA to undertake its most complex
and challenging effort ever to produce the rules and guidelines under which the food industry
will ensure safe food and feed production and FDA investigators will inspect. Those new
standards must have a strong basis in science, be the product of the best technical expertise
available, and be the result of continuous discussion with stakeholders. Additional funding
would be used to recruit knowledgeable experts at FDA who can ensure that the new
prevention standards and guidelines are based on the best science and intimate knowledge of
industry practices. These experts are also essential to support FDA’s compliance force in
properly overseeing implementation of the new standards. FDA would also support
collaboration with industry, academia, and state extension services to ensure that their
concerns are heard, that their advice is solicited and utilized, and that the rules are the most
cost-effective solutions achievable. Implementing these activities is urgent because the rule
and guidance development are underway, and final rules must be submitted to the Federal
Register for publication on a court-ordered timeline.

Education/Technical Assistance for Industry - The shift toward preventing food
contamination directed by FSMA creates a need among many farmers and processors —and
especially small producers — for technical assistance to facilitate their implementation of the
new standards. For example, approximately 36,000 fruit and vegetable producers could be
subject to the proposed produce safety rule, and approximately 40,000 food (including
animal feed) facilities could be subject to the proposed preventive controls rules. Many of
these firms are expected to seek training, advice, and technical assistance to fully understand
and comply with the new requirements. Further, many additional farms and facilities that
would be exempt, not covered, or subject to modified requirements are expected to seek
assistance. FDA believes that it should expend substantial financial resources to further the
food safety objective by providing guidance and working with Federal, state, and local
partners assisting industry in coming into compliance. In addition to providing guidance,
FDA would provide financial support to state agencies and public-private-academic
collaborative entities, such as the Produce Safety Alliance and the Preventive Controls
Alliance. Without these activities, industry will not get the help it needs to successfully
implement the new requirements, and the movement toward safer food production will be
markedly delayed.

Inspection Modernization and Training - FDA inspectors are currently trained to inspect food
manufacturers using a compliance model focused on finding evidence of hazards. The new
food safety paradigm will be focused on preventing hazards through a system-based
approach and on ensuring consistency among all inspections. This new paradigm involves a
major reorientation and retraining of almost 1,700 inspectors, compliance officers, and other
staff involved in food safety activities in fundamentally different approaches to food safety
inspection and compliance. To accomplish this in time, training in the new prevention and
systems approach must begin in 2015, with further technical training continuing into 2016
and beyond after the FSMA rules are finalized. FDA has also committed to move toward
more targeted, risk-based, and efficient inspection models, which will require better data
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about facilities, new IT systems to identify and track risk, and methods for assessing and
tracking inspection efficiency and inspector competency. Those systems also need to be in
place at the time inspections begin in 2016. Thus, FDA would not need more inspectors, but
rather the means to make its current inspectors efficient and effective under the new
inspection and compliance approach.

National Integrated Food Safety Svstem - The states are projected to conduct over half of the
domestic facility inspections required by FSMA. Building state capacity to coordinate
effectively with FDA is a central tenet of FSMA and is needed to ensure that states are
prepared to conduct these inspections using the same standards and methodologies as FDA
inspectors. States will need inspector training, greater information sharing capacity with
FDA and other states, state laboratory coordination, and inspector certification programs.
Like FDA’s own retraining effort, those processes, which will be carried out mostly via FDA
grants to 40 or more states, must begin in 20185 if the states are to be prepared when industry
becomes obligated to comply with the new regulations starting in 2016.

Risk Analytics and Evaluation - One key clement of FSMA is the vision of future regulatory
action being focused on the degree of risk posed by a given food. So FDA is developing new
tools that will provide the information needed to focus decisions and resources on areas of
greatest risk to public (human and animal) health. This includes new tools for ranking risks,
prioritizing program activities based on opportunities to reduce risk, and linking risk-based
priorities more clearly with budget formulation and execution. For example, these new tools
might better inform FDA about which foods are most vulnerable to which bacterial
contaminants or where FDA should invest its research efforts to most effectively identify
how to reduce contamination of food. As a result, this will improve FDA’s productivity in
all areas, including research and standard setting, inspections, and technical assistance to
industry. In addition, the FY 2015 budget requested $977,000 in antimicrobial resistance
funding to support data collection and evaluation needed to monitor and assess the impact of
FDA’s initiative to limit the use of antimicrobial drugs in food animal production.

Imports

FSVP Implementation - The Foreign Supplier Verification Program created by FSMA will
transform import safety screening by requiring importers to develop supplier verification
plans to help ensure greater food safety before food or feed is sent to the United States and
examined at the border. This shift will have wide effect for both FDA and food importers,
given that there were approximately 88,000 consignees receiving food shipments last year,
To be successful, FSVP will require a substantial regulatory development process, staffing
and training within FDA to enforce the regulation, and extensive training and technical
assistance for importers. Without the means to make FSVP implementation successful, FDA
could fall short of meeting FSMA’s goals.

Qverseas Presence and Partnerships - One of FDA’s best opportunities for return on
investment is in helping foreign governments better ensure the safety of food and feed before
it is even shipped to the United States. FDA has been implementing that concept in three
ways: placing staff in foreign offices, increasing the number of foreign inspections, and
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developing partnerships with its counterparts overseas. Some of those efforts are focused
more on technical assistance, such as helping other nations improve their regulatory systems
and upgrade their public health laboratory methods and training. Others are more
sophisticated, such as working with more developed countries on “systems recognition,” a
process by which FDA will determine whether another country’s food and feed safety system
provides protections comparable to those in the United States and, thus, that food from that
country will be of a lesser concern when it is exported to the United States (allowing FDA
and industry to focus their import screening efforts on areas of higher risk). The first such
analysis was completed with New Zealand in 2012. One with Canada is currently being
negotiated, and others may be initiated in the future.

Private and Public Audit Enhancement - FSMA encourages the use of “auditors” to help food
and feed importers successfully meet their requirements for better protecting food. Some of
those auditors will be certified by FDA as part of a FSMA-mandated system for giving
expedited entry for importers who meet the highest standards. All are part of a growing
global system of food protection that is focused on helping producers and importers meet
modern food and feed safety standards by the United States and other countries. A modest
investment by FDA in working with industry to improve the training and performance of
those auditors will pay dividends many times over in safer food and feed.

Port of Entry Streamlining - Food importers are increasingly communicating that FDA’s
screenings have posed challenges for them. Much of that is due to the exponential increase
in food and feed imports in recent years, to almost 12 million shipments this year, while the
number of border inspectors has remained static. Importers seek improvements to FDA
procedures, such as more staff on duty during the busiest periods, a “help desk” to resolve
delays, and better FDA information systems to identify the riskiest imports for better
targeting. FDA is willing to provide those services, as they will not only assist importers but
also enhance the Agency’s ability to detect and deter contaminated food and feed being
offered for importation into the United States.

2. Please submit a detailed response deseribing what resources you need to meet the
hiring targets set by FSMA and how many full-time equivalent employees FDA
needs and plans to hire.

As described in more detail in the previous response, FDA estimates that receipt of funds in
the amounts requested in the FY 2015 President’s Budget would significantly close the gap
toward 2 goal of an additional $400 million to $450 million in funds added to its FY 2012
base by FY 2017. The President’s FY 2015 budget estimates that 390 FTEs would be hired
with the appropriated dollars and user fee funds. These hires would be a significant step in
performing the work needed to create the import oversight system, provide technical
assistance to industry and FDA inspectors in real time, and train federal and state inspectors.
Additional full-time equivalents may be needed in future years to fully implement FSMA,
but the FTEs anticipated in the President’s budget would be a significant resource for FSMA
implementation in the near future.
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The Honorable Tim Murphy

1. A couple years ago, the Centers for Disease Control said there was a reduced or
different risk in foreign imported products versus the United States. Does that
difference still exist? Is there a difference in seafood, meats, fruits, and vegetables?
Any categories in terms of which are at higher risk, or does it vary?

CDC has indicated in recent publications that outbreaks overall decreased in 2009-2010, but
noted that preliminary information indicated an increase in outbreaks associated with certain
imported foods (seafood and spices) for the same time period. However, CDC also noted
that importation of foods was increasing over the same time frame. FDA’s draft spice risk
profile also noted evidence of increased contamination with certain pathogens in spices
compared to other imported foods. However, CDC has also indicated that none of the
reporting is over a long enough time period to establish a trend.

Overall, foodborne illness continues to be a significant problem in the United States.
Unfortunately, one in six Americans suffers from a foodborne illness each year, with CDC
estimating that 128,000 Americans are hospitalized and 3,000 die annually from foodborne
pathogens. Prevention of foodborne illness through a modernized food safety system is the
goal of FDA, particularly through implementation of FSMA, which contains provisions to
address risk from both domestic and imported foods.
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