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AGRICULTURE, RURAL DEVELOPMENT, FOOD 
AND DRUG ADMINISTRATION, AND RE-
LATED AGENCIES APPROPRIATIONS FOR 
2013

WEDNESDAY, FEBRUARY 29, 2012. 

FOOD AND DRUG ADMINISTRATION 

WITNESSES

MARGARET HAMBURG, M.D., COMMISSIONER, FOOD AND DRUGS, U.S. 
FOOD AND DRUG ADMINISTRATION, DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

PATRICK MCGAREY, ASSISTANT COMMISSIONER FOR BUDGET, FOOD 
AND DRUG ADMINISTRATION, U.S. DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

NORRIS COCHRAN, DEPUTY ASSISTANT SECRETARY FOR BUDGET, 
U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Mr. KINGSTON. The committee will come to order. And I welcome 
Dr. Margaret ‘‘Peggy’’ Hamburg, the Commissioner of the Food and 
Drug Administration, and Mr. Patrick McGarey, who is the Assist-
ant Commissioner for Budget, and Mr. Norris Cochran, the Deputy 
Assistant Secretary for Budget at Health and Human Services— 
HHS.

The FDA has responsibility for the safety, efficacy and security 
of human and veterinary drugs, medical products and a large por-
tion of our nation’s food supply that together comprise 20 percent 
of the U.S. consumer spending. This subcommittee has responsi-
bility that the FDA has the necessary resources to carry out that 
mission. And we are always very interested in the FDA. There are 
so many things that you guys get involved in, and certainly a very 
important part of the American economy. 

BUDGET REQUEST

The request for FY 2013, including user fees, is $3.87 billion, of 
which $2.517 billion is direct appropriation from this committee. 
The direct appropriation is an increase of $11.5 million which in 
this economy is very moderate, and I think shows a great sensi-
tivity to the difficult budget battle that we are facing. 

There are a lot of people who do not want you to have any in-
crease, and there are many people who will want you to have more 
increase. But, realizing the mission that you have taken on and the 
increased responsibilities that we give you, we know this is a very 
delicate balancing act, and so we certainly appreciate it. 
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The largest single increase is $17.7 million for state-of-the-art 
laboratories at White Oak and then $10 million for increased in-
spections in China, which as you know, many members of our com-
mittee feel very passionate about. It also includes money for data 
consolidation and information technology, and the request proposed 
$583 million in new user fees. And the authorizing committee, I 
know, has been working with you on PDUFA 5, and we may have 
some questions on that. 

So with that, let me yield to Mr. Farr. 
Mr. FARR. Well, thank you very much, Mr. Chairman, and I want 

to also thank the panel for being here. Dr. Hamburg, very good to 
see you here. 

I want, again, thank you for coming out to the district and really 
understanding how specialty crop agriculture is produced, har-
vested and guarded for food safety. It is good to see the Assistant 
Commissioner Patrick McGarey here, and I am looking forward to 
chatting with Norris Cochran, your Deputy Assistant Secretary of 
the Budget. 

On any single day FDA is working to assure that the drugs that 
reach our drugstores, our physicians, and ultimately our body are 
safe and effective. FDA is working to assure that the medical de-
vices that can save lives reach those that need them, and FDA is 
playing a critical role in safeguarding our nation’s food supply. This 
agency carries a heavy responsibility to ensure that it protects and 
safeguards the things that go into our body, and approving the 
medications and devices the same. And you do it, I learned this 
morning, with only one-fourth the budget that NASA has. 

It is an interesting priority of this government, where we put 
protection of food and drugs compared to what we put space travel. 
And I appreciate all the decisions going into that. All these budgets 
are tough. It is a cut, squeeze and trim mode we are in, and I look 
forward to asking you some questions about how we balance that 
and still assure safety for this nation. 

So thank you for coming today, and thank you, Mr. Chairman. 
Mr. KINGSTON. Thank you, Mr. Farr. Any other members? If not, 

Dr. Hamburg. 
Dr. HAMBURG. Well, thank you, Chairman Kingston and ranking 

member Farr, and other subcommittee members. 
I am delighted to be here and I am joined by Patrick McGarey, 

FDA’s Assistant Commissioner for Budget, and Norris Cochran, the 
Deputy Assistant Secretary for Budget at HHS, as you noted. I 
want to begin by thanking you for your efforts in recent years to 
shrink the gap between the agency’s budget and its vast and evolv-
ing responsibilities. 

Your leadership has put us on a path toward more appropriate 
funding levels for FDA’s unique and essential mission. We are 
sending these funds, responsibly, to reinforce our core functions 
and to obtain the most public health value for the dollar during 
these challenging fiscal times. We are deploying smarter and more 
flexible regulatory approaches and better targeting our inspection 
resources.
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INFRASTRUCTURE

We have consolidated our IT infrastructure into modern data 
centers and expanded our efforts to leverage both financial and 
human capital through collaborations with public and private part-
ners. And, with your support, we have produced concrete results. 
For example, we lead the world in the number and speed of drug 
approval, while maintaining high standards for safety and efficacy. 

INNOVATIVE DRUGS

Last year, we approved 35 innovative new drugs, many of them 
groundbreaking. That represented the second highest number of 
approvals in the past decade. Last year, a total of 195 drug short-
ages were prevented through proactive collaboration with patients, 
healthcare providers and manufacturers, and by exercising regu-
latory flexibility. And, just a year after the enactment of the Food 
Safety Modernization Act, we have already issued guidances and 
interim final rules and are well on the way to meeting the five-year 
inspection frequency mandate for high risk, domestic food facilities. 

The volume and complexity of the products we regulate, and the 
complexity of the supply chains by which they reach American con-
sumers, has increased dramatically. We received thousands of med-
ical products submissions each year and serve as the watchdog for 
the safety of tens of thousands of products already on the market. 
We oversee the safety of roughly 80 percent of the nation’s food 
supply.

FOOD IMPORTS

As we reported in our fiscal year 2013 budget, imports of food 
products alone come from more than 200 countries and from more 
than 250,000 foreign facilities each year. Our core responsibilities 
are expanding, as well, to include additional product areas, such as 
tobacco, and evolving to accommodate scientific and technological 
advances along with the challenges of globalization. Our budget re-
quest reflects these complexities and new demands. 

The fiscal year 2013 budget recommends $4.5 billion for FDA, a 
17 percent increase from fiscal year 2012. User fees account for 98 
percent of the increase. We are proposing cuts or savings in two 
areas: IT and related systems, and buildings and facilities. FDA is 
also absorbing more than 80 percent of inflationary rent costs. Our 
fiscal year 2013 BA increases will support import safety, medical 
countermeasures, White Oak facilities, the Commission core pay 
raise, and about 20 percent of our rent increase. 

CHINA

To strengthen the safety of food and drugs in China, FDA is re-
questing $10 million. Exports from China are experiencing unprec-
edented growth. In the past five years, shipments of FDA regulated 
products from China increased by 62 percent, which is really a fun-
damental shift of our economic and security landscape. These addi-
tional resources requested will strengthen our capacity to inspect 
Chinese facilities and our ability to perform risk analysis and risk- 
based approaches to Chinese product. 
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Thanks to this subcommittee, FDA received a fiscal year 2012 
appropriation of $20 million for medical countermeasures. The fis-
cal year 2013 budget recommends an additional $3.5 million to sup-
port development and review of new diagnostics, medical treat-
ments, vaccines and other technologies against a range of naturally 
occurring or deliberate chemical, biological, radiological or nuclear 
threats. New funding will help support initiatives focused on acute 
radiation syndrome, the needs of children and pregnant women, in 
vitro diagnostic tests, and the need for flexible, countermeasure 
manufacturing capacity. 

NEW LABS

The President’s budget also proposes an increase of $17.7 million 
to outfit the new life sciences, bio defense laboratory, and ensure 
that all bio safety systems are operational before we could occupy 
the laboratory. User fees clearly represent a substantial part of our 
fiscal year 2013 budget. The current user fee programs for drugs 
and medical devices expire on September 30th of this year. 

The reauthorization process for those is now well under way. 
New user fee agreements for generic drugs and bio similars have 
also been put forward. Also, to implement FSMA and reduce the 
burden of food-borne illness on consumers and American food pro-
ducers, FDA is proposing a new food facility registration fee that 
would generate $220 million. Additional proposals include new user 
fees to support cosmetic and food contact substance programs, com-
pensate FDA for medical product reinspections, and support import 
operations at courier hubs. 

So, to conclude, let me emphasize that the resources in this 
budget are vital to our efforts to ensure timely, patient access to 
innovative products, as well as our commitment to protecting the 
public from unsafe food and ensuring safe, effective, medical prod-
ucts. So, thank you, and I am happy to answer your questions. 
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CHINA-FTES

Mr. KINGSTON. Thank you, Dr. Hamburg. I want to ask you first 
about China in terms of that increase. 

How many FTEs will you have for drug inspection and how 
many for food? And do you know of the $10 million how much is 
for salary and how much of it is for construction? 

Dr. HAMBURG. Well, that money is going to be divided between 
drugs and foods. A little bit more will be going to drugs, and it will 
be to enable us to put more inspectors in China. We have three of-
fices, actually, in China at the present time, in Shanghai, Beijing 
and Wanjo. This will enable us to strengthen our in-country capac-
ity for inspections. 

It will also enable us to add several more people to do risk ana-
lytics and really assess how best to target the various commodities 
coming in from China in terms of both our inspections and our 
work with industry and Chinese regulatory authorities to really en-
hance understanding of our standards and expectations, and try to 
ensure that the products coming from China meet our standards 
for safety and integrity of the supply chain. 

With respect to the exact numbers, you know, perhaps we better 
submit those to the record in terms of the total number. 

CHINA

There is no construction funding within the $10 million. All of the funding will 
support the 19 FTE for this initiative and also provide essential China Initiative 
program support, including securing and outfitting office space for the FTEs. 

There would be 16 new inspectors in China and three people in 
the U.S. to help develop our risk analytics and program activities, 
but we do have other inspections going on in China. 

Mr. KINGSTON. Will they be looking at normal legal drugs as well 
as potential counterfeit? 

Dr. HAMBURG. Well, we will be fulfilling our responsibility in 
terms of inspecting the facilities and working with the manufactur-
ers of FDA approved commodities, including drugs and medical de-
vices, but we will also be strengthening our activities that focus on 
our deep concerns about adulterated and substandard products and 
counterfeit products that may be arising from many parts of the 
world, as well as domestically, and represent a huge and growing 
area of concern. 

COUNTERFEIT DRUGS

Mr. KINGSTON. Many of the counterfeit drugs come from that 
area of the world. Correct? 

Dr. HAMBURG. Counterfeits actually come from many different 
places. We have had problems with adulterated goods from China 
that have received a lot of prominence, and, you know, carried a 
high burden of disease, even death, with them. 

HEPARIN

I am sure you remember the Heparin contamination of a blood 
thinner, Heparin, that occurred back in 2008. That originated in 
China with what appears to have been an intentional adulteration 
of the crude Heparin product. In the food arena there was mel-
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amine contamination of both dairy products and pet food, which 
caused considerable disease and disruption here, as well as great 
damage in China with over 100 kids dying from contaminated in-
fant formula. 

Mr. KINGSTON. With the pressure on making sure that the drugs 
are right, will you have enough payroll, enough resources for food 
inspection as well? 

Dr. HAMBURG. Well, we are trying to balance, you know, impor-
tant needs. And, of course, our activities internationally, including 
in China, are broader than just this one request, of course. 

Mr. KINGSTON. Yes. 

IMPORTS

Dr. HAMBURG. And this request is really building, strengthening 
and extending our capability. But we are focused very much on 
both medical products, drugs, devices and food, because both are 
areas where the volume of imports is increasing dramatically; and 
where we know there are real vulnerabilities, we have seen real 
world problems and where our projections of future demands only 
suggests more and more needs. 

So we have really a number of strategies to address it: inspec-
tion, closer collaboration with our regulatory partners, more infor-
mation sharing, closer work with industry, who of course have 
huge interest in assuring safety of the supply chain, and many 
more activities, including border screening, which remains a part 
of our focus, a very important part. But we need to push our activi-
ties to prevent problems further back in the supply chain, closer to 
the source. 

Mr. KINGSTON. One of the things you may know is Congress has 
had a pay freeze since 2008; and, often what we do to members car-
ries on to staff, and then it makes it hard to keep really talented 
staff, regardless of the fact that they are mostly ideologically driven 
to work here. But I would imagine at FDA, you could lose some of 
your top-rated scientists to other opportunities if you are not pay-
ing them sufficiently, and I know you do have a .5 percent co-
adjustment in there. 

And I have run out of time, but that is a concern of ours. We 
want to make sure you have the best and the brightest coming out 
of America’s universities and staying, in terms of a career, because 
I think you are in a unique position that you have got people who 
can walk out any time as we do, and often for higher salary. But 
I am out of time and we will—— 

Dr. HAMBURG. Well, I appreciate your comments and you are 
right on target. 

Mr. KINGSTON. Well, thank you. 
Mr. Farr. 

PLAN B

Mr. FARR. Thank you, Mr. Chairman. I was very disturbed that 
HHS Secretary Sibelius overturned the considered decision of FDA 
to approve the sale of Plan B: One Step—An Emergency Contracep-
tive, an over-counter contraceptive to teenagers younger than 17. 

When the New York Times reported that half of all pregnancies 
are unplanned and more than 40 percent of children are born to 
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unwed mothers, 1.2 abortions are performed every year involving 
one out of every 50 women of reproductive age. Do we really need 
unplanned pregnancies, children born to unwed mothers or abor-
tions? It seems to me the secretary’s decision harkens back to the 
Bush years when such decisions were often political footballs and 
not based on good science. 

I want to plug you and your agency for your courage in issuing 
a statement following the secretary’s decision that defended the 
work of FDA. That certainly would not have happened in the pre-
vious Administration. I am curious now. Where do you see this 
going? You anticipate the manufacturer submitting a revised appli-
cation with additional data that might address the issues in the 
secretary’s memorandum? And may we someday see a contracep-
tive device? 

I mean if contraceptives are contraceptives, and it seems to me 
that we should not be having these age barriers for women that are 
of reproductive age, and you understand that better than anybody. 
But I want to know why we cannot get there. 

Dr. HAMBURG. Well, let me begin by saying that FDA is com-
mitted to making science-based decisions and careful review of all 
available data, whatever product we are reviewing and whatever 
the area of FDA focus and activity. With respect to Plan B it re-
mains an open application and the company is making decisions 
about whether it wants to continue to pursue the application for 
over-the-counter availability for females of reproductive age and, of 
course, if they want to pursue the application further, we will work 
closely with them. 

Mr. FARR. Do you think there is any indication that they are try-
ing to do that? 

Dr. HAMBURG. You know. I think that they are sort of assessing 
the situation and will, I am sure, be letting us know how they want 
to proceed. 

Mr. FARR. What do they have to do? Do they have to just address 
the issues that were raised in the secretary’s statement? 

Dr. HAMBURG. There would have to be a determination about 
what kind of additional data would, you know, be important to ad-
dress the gaps that were identified by the secretary and how that 
data could be collected and put together a package. 

Mr. FARR. But you reviewed that type of data, because you did 
not have those restrictions on your recommendation. Is that it? 

Dr. HAMBURG. Well, when our FDA reviewers looked at the sub-
mitted data and the available broader experience with this product, 
which has been on the market as a prescription drug since 1999 
and has been used in many countries around the world, both as a 
prescription drug and over-the-counter drug. The assessment was 
that it was safe and effective for its indicated use and with respect 
to the requirements for an over-the-counter drug; that individuals 
could use it without the intervention of a learned professional; 
could understand the recommendations, use it properly; and, also 
that the condition was one that they could make their own assess-
ment without that learned professional intervention to assess 
whether or not they were appropriate in terms of target population 
for that. 
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PLAN B—OVER THE COUNTER

Mr. FARR. Do you think that there will be pressure on those 
countries or shopping in those countries that allowed it to be an 
over-the-counter drug, mail order? 

Dr. HAMBURG. It is currently available to females of all reproduc-
tive ages by prescription; and, the question was whether for the 
younger ages it would move to being over-the-counter. 

Mr. FARR. Yeah. 
Dr. HAMBURG. So it is still available to—— 
Mr. FARR. And what countries have it over-the-counter? 
Dr. HAMBURG. Well, you know, there is a long list that have it 

available either over the counter, beyond the counter or prescrip-
tion. Different countries have slightly different criterias and prac-
tices, so there is not a one-to-one correlation; but, we would be 
happy to provide you with more information on this. 

PLAN B

Although FDA does not compile such data, we estimate from other sources that 
a dedicated levonorgestrel emergency contraceptive product—sometimes known as 
the morning after pill—can be purchased in more than 140 countries. In approxi-
mately 62 countries, emergency contraception is available over-the-counter, that is, 
without a prescription. The details of how nonprescription drugs are provided vary 
from country to country, and may even vary from pharmacy to pharmacy. For exam-
ple, in some countries nonprescription availability means that the medication is 
kept behind the pharmacy counter and may be dispensed by a pharmacist without 
a doctor’s prescription. In other settings, the product is available for the consumer 
to take from the general pharmacy shelf but it cannot be sold in a store without 
a pharmacist on the premises. In another setting, the product could be marketed 
for general retail sale. This is a general description of the availability of dedicated 
levonorgestrel emergency contraceptive pills, but FDA does not have access to all 
of the specific ways these products are marketed in all of the countries where it is 
sold without a prescription. 

We note that the question refers to Plan B. Plan B is a brand name for a dedi-
cated levonorgestrel emergency contraceptive product and is only sold in 3 countries 
under that name. 

Mr. FARR. Because I was just thinking this is going to encourage 
mail orders, if it is Canada, Mexico, or other countries where peo-
ple are accustomed to getting mail-order drugs. We would lose that 
market. Anyway, that is interesting. My time is up. 

Mr. KINGSTON. Mrs. Lummis. 

GLAUCOMA—EYELASHES

Mrs. LUMMIS. Well, thank you, Mr. Chairman. 
Dr. Hamburg, welcome. I am going to start with something fun 

this morning while I am waiting for my caffeine to kick in, rather 
than something really serious about food, and I want to tell you a 
story.

My mother is in her mid-80s and she has glaucoma. And like 
most people in their 80s who have been on this drug for a very long 
time, she has eyelashes that are just unbelievable. They are enor-
mous. And one day I was commenting, ‘‘How can that be?’’ Well, 
as it turns out, there is something in glaucoma drugs that also 
causes eyelashes to grow very long and very thick, and I know that 
the FDA has allowed certain companies to market. 



39

PGAS

They are called PGAs: Prostaglandin analogs, as a prescription 
drug. And then market them with the intent of growing very long 
eyelashes. Well, as it happens, there are companies who are mar-
keting those same PGAs in products that are not approved by the 
FDA. And here is one of them here. It is a little eyelash growing 
applicator with mascara, but the problem is that it can actually 
mask the symptoms of glaucoma if somebody goes to an eye doctor 
and is tested for glaucoma. 

And being one of the people who is subject to glaucoma because 
of heritability, I am curious about these kinds of things. So when 
a company uses an FDA approved drug without FDA approval and 
without marketing it as an FDA approved drug, how can you en-
force—both through an intellectual property rights protection, be-
cause you have approved a process and people have gone through 
these extensive approval processes—and avoid the public health 
risk of having companies like this market it, quite frankly, without 
FDA approval? 

Dr. HAMBURG. Well, you raise a very complex set of issues that 
actually cut across many areas of FDA activity and regulatory legal 
frameworks. Cosmetics are under one part of the FDA and set of 
legal regulatory requirements and drugs another; but, as you point 
out, sometimes they do intersect. And the issue about FDA ap-
proved products versus non-approved and their use in the market-
place is another area of considerable challenge. 

OFF-LABEL USES

With respect to FDA approved drugs, we approved them for safe-
ty and efficacy for a given indication. We do not regulate the prac-
tice of medicine, and physicians can use drugs in what is called an 
off-label manner to treat patients that they think that medically it 
is indicated. However, companies cannot market drugs for those 
off-label uses, and so that is an important distinction. 

Now, that being a cosmetic, that may or may not have a drug 
in it. If there is something that truly has an FDA approved drug 
as a component, then we need to look at that as it is no longer 
strictly a cosmetic. It is a drug. And, as you point out, there is an 
FDA-approved product for growing eyelashes, but I am not aware— 
and we appreciate you doing some of our leg work for us to identify 
products that we may need to look at more closely. 

COSMETICS—USER FEE

But your question also speaks to the fact that cosmetics are in-
creasingly complex in terms of their composition. And that one of 
the things in the FY 2013 budget is a proposed user fee for cos-
metics to allow us to strengthen the program, both to enhance our 
research and analytics of products, such as what you have identi-
fied, as well as to better understand who is out there making what, 
where the products come from, et cetera. 

Mrs. LUMMIS. Well, I understand that Representative Blackburn 
has communicated with the agency about this very situation; and, 
so, I will probably be joining her in hoping that an enforcement ac-
tion will be forthcoming. 
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Now, let me switch to imported food. Oh. My time is up. So, Mr. 
Chairman, I will wait until a second round. 

Mr. KINGSTON. Thank you. 
Ms. DeLauro. 
Ms. DELAURO. Thank you very much, Mr. Chairman, and I too 

presume we are going to have several rounds. 
So, thank you so much for being here, Commissioner and Mr. 

Cochran, Mr. McGarey. It is a pleasure to see you. Two questions 
I have right now should not come as any surprise. I have a third 
question for this round if I can get it in. If not, I will—— 

Dr. HAMBURG. I will try to give short answers. 

MENU LABELING

Ms. DELAURO. Thank you. What can you tell me about the status 
of implementing the menu labeling provisions of the Mail Act? As 
you know, it would require chain restaurants with at least 20 U.S. 
locations to post calorie content on menu items. 

I continue to strongly oppose carving out any exemption to the 
menu labeling requirement for movie theaters or grocery stores, 
but it clearly would go against what was the legislative intent. 
What is the status of the proposed rule? What can we do to avoid 
any exemptions for the calorie posting requirement that are clearly 
not in accord with congressional intent? 

Dr. HAMBURG. Well, we have been deeply involved in that issue, 
as I think you know, and have put forward as part of notice and 
comment rulemaking several documents for public comment. We 
have gotten a lot of response and we now have been reviewing the 
thousands of comments and have now a rule that is in administra-
tive review and we expect to be coming forward with the final rule 
in the not too distant future. 

It has been complex. How you define a restaurant-like establish-
ments in our modern environment has been challenging; and, we 
have gotten a lot of differing opinions that we have been trying to 
analyze and reconcile. 

Ms. DELAURO. In the not too distant future? Are we talking the 
next several months or the end of this year? 

Dr. HAMBURG. You know, I would like to give you a more precise 
date. It has moved out of the FDA and is in the review process; 
and, you know, I suspect there will be some back and forth. But 
I think that, you know, we would like to do it in a timely way. 

Ms. DELAURO. I think I just might do a survey of movie theaters 
in my own community. I mentioned this yesterday at a hearing. We 
are now serving hotdogs, nachos with cheese, soda, popcorn, in ad-
dition to the candy that has always been served. So the folks have 
gotten into the food business. So to be exempt, I think, would be 
a mistake in terms of legislative intent, and I hope you will just 
focus in on what the legislative intent is of the effort. 

TANNING BEDS

Now, where do you stand on the reclassification of tanning beds 
and when can we expect to see movement from the agency? We had 
been exchanging letters. March 2010 the FDA convened an advi-
sory committee. There were clear recommendations there. Last 
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year, the subcommittee included report language urging the agency 
to act on the recommendations in a timely manner. 

The House Energy and Commerce Committee released a report 
earlier this year, highlighting the misleading advertising and false 
claims that are enabled by the current FDA classification of the de-
vices. They are in the same category as band-aids and tongue de-
pressors. So we have not seen any proposed regulations on reclassi-
fication announcement for the agency. Can you tell us why it is 
taking such a lengthy time, since the advisory committee meeting, 
to address this known carcinogen? 

Dr. HAMBURG. Well, this has taken a long time, and I know your 
deep and abiding interest and concern about this. As you know, we 
have had a series of activities, including seeking public input and 
expert advice from advisory committees, and we have gotten rec-
ommendations in some key areas as to how to proceed, including 
labeling issues and classification of these devices. 

With respect to classification of devices, that would require rule-
making, which is a lengthy process, and that is something of con-
cern to us. How long it can take and if there might be other mecha-
nisms to address some of these as we would move forward, eventu-
ally.

Ms. DELAURO. But, when? 
Dr. HAMBURG. But, you know, again, we hope that by the end of 

this year we will have taken definitive action. 
Ms. DELAURO. Because in the meantime, there are many young 

women who continue to do this and are continuing to deal with 
very serious illness and potential death as a result of that. 

Dr. HAMBURG. It has taken too long. 
Ms. DELAURO. Much too long, much too long. I will address the 

third question I have for this round, and I will just ask you if you 
could get back to our office, because you will not have enough time 
to do that. And that is with regard to FDA information technology 
and, I guess, my particular concern. 

IT SYSTEMS

I will just get to the question, but we will lay it out as are the 
IT systems in the various FDA centers and offices capable of quick-
ly exchanging high level information, efficiently and effectively 
across the agency between headquarters and the field offices on a 
regular basis? Have you had any data conversion problems when 
exchanging data across the agency? 

At what point will the agency achieve 100 percent electronic sub-
missions in each of its centers? What technology and staff are and 
will be needed to achieve this? Looking ahead, how will the agency 
improve on the multiple weaknesses noted by the HHS OIG in De-
cember 2011? 

Thank you very much, and I look forward to subsequent re-
marks.

Dr. HAMBURG. And we will submit a full response to you. 

FDA IT SYSTEMS

Yes, the FDA I.T. systems are capable of quickly exchanging high level informa-
tion across FDA. As a result of various initiatives completed and underway, FDA 
continues to improve its ability to exchange information efficiently and effectively. 
The data center modernization completed 2011 provided an advanced computing in-
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frastructure that is secure, scalable, and reliable that enables interoperability across 
the FDA not previously known. FDA is now in the position to move forward with 
modernization of software systems. Additionally, in October 2011, FDA implemented 
enhancements to the Center Views or CV module, improving the productivity of 
FDA Domestic and Import Reviewers, Investigators, and Consumer Safety Officers 
by providing improved and efficient access to FDA data. CV provides the capability 
to search various Center data sources, eliminating the need to directly access Center 
legacy systems when retrieving product and firm information and provides a com-
prehensive product data set to aid FDA personnel in regulatory decision making. 

FDA faces the challenging need to consistently and uniquely identify specific firms 
and facilities that process FDA-regulated products. FDA processes more than 20 
million import transactions per year that relate to FDA-regulated products. The 
data coming from Customs to identify parties are neither unique nor consistent, cre-
ating duplicate records in our databases that do not link to the information we 
maintain on business entities. It is labor-intensive to match entities to our informa-
tion so we can make informed decisions for import purposes. Therefore, FDA is in 
the process of implementing Dun & Bradstreet’s DUNS number as our universal 
business identifier for linkage and facility identification. This will provides global 
recognition and identification of each specific business entity at a single location 
with a unique DUNS number. It will also allow the potential to link information 
from any source such as FDA, other government agencies, and international regu-
latory authorities to the correct business entity. 

Mr. KINGSTON. Mr. Latham. 
Mr. LATHAM. Thank you, Mr. Chairman. And, welcome and 

thank you very much for the opportunity to visit yesterday after-
noon and to work around our schedules and everything. I appre-
ciate that. 

Dr. HAMBURG. I would note I left my purse behind, and Con-
gressman Latham made sure that it was watched over safely until 
I came back to get it. So thank you very much. 

Mr. LATHAM. Well, there was not much in it, so—— 
[Laughter.]

USER FEES

Mr. LATHAM. Yeah. We got whatever was valuable. Anyway, that 
is fine. The question in your budget there, the question brought to 
us, I think, by your budget is the total $4.49 Billion, 17 percent in-
crease over last year. And 98 percent of those increases come from 
user fees. 

The user fees people paid, generally expect to have inspections 
or some benefit and return from that; however, you are proposing 
fees, a registration fee for food facilities. And I have got a list here 
of facilities that will be dramatically affected by those types of fees, 
just basically because they exist, and with no benefit, really, for 
them or for the public. 

I just wonder how do you justify the tax that amounts to $220 
million next year alone? The industry, the food industry really has 
very slim profit margins, high labor costs and other inputs, and the 
consumer is going to be the person that ends up paying the bill on 
this. How do you justify that, and do you have a vehicle to author-
ize these types of payments or taxes? 

Dr. HAMBURG. Well, first, with respect to is this user fee really 
needed, I would argue, emphatically yes. Food safety is of the ut-
most importance to both consumers and to the food industry. We 
know that although we have one of the safest food supplies in the 
world, that we still have very real vulnerabilities with some 300 
deaths a year, 128,000 hospitalizations, one in six people getting 
sick.
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And a recent industry study showed that there is a pretty dra-
matic lack of consumer confidence in the safety of the food supply. 
And I think the food industry wants to address that as well: addi-
tional dollars to help us strengthen and extend our food safety pro-
gram, especially in the world of globalized food supplies with some 
50, 60 percent of fresh food and produce coming from overseas, and 
80 percent of seafood coming overseas—vulnerable commodities 
subject to potential contamination and the growing complexity of 
our own domestic food supplies. 

I think that this investment is well worth it to help prevent prob-
lems from happening and prevent unnecessary health costs to con-
sumers, cost to our healthcare system, and cost to both the reputa-
tion and health of this important sector of our economy. 

So I think it is a wise investment that will pay off dividends 
down the road that will be dramatic. With respect to the process, 
we need to be engaged with the food industry to talk about what 
the shape of an agreement might look like, to talk about their goals 
and objectives, their concerns and needs, and to align that with 
what we can offer. 

Mr. LATHAM. Has anybody introduced legislation for this? 

FSMA

Dr. HAMBURG. Well, as you may recall in the Food Safety Mod-
ernization Act, there was discussion about some kind of a fee, and 
it was passed in the House bill. 

Mr. LATHAM. The discussion was passed? Well, I mean, you 
know, there is no vehicle. 

Dr. HAMBURG. That was included in the House bill but not on the 
Senate side; but, just as we have done successfully with two new 
user fees in the generic drug area and a similar area, we need—— 

Mr. LATHAM. But this is not a user fee; this is just an existence 
fee. I mean, if you exist, you have to pay it. There is no benefit. 

Dr. HAMBURG. Well, in that component in the other user fees, as 
well as facility registration fee. 

Mr. LATHAM. We gave you an additional $40 million last year, 
and by your own report you say that you are able to accomplish 
all the inspections, both domestically and internationally. 

Dr. HAMBURG. We are making progress. 
Mr. LATHAM. Well, that is what you are saying—not my words. 

But I just do not understand what vehicle you are going to use to 
authorize this fee. I mean just because you breathe air, this is an-
other tax just because you are there. 

Dr. HAMBURG. Well, with respect to program support for food 
safety, I think that most of the examinations of our food safety 
budget would say we are dramatically under-funded even now. And 
CBO, when looking at the cost of implementing the Food Safety 
Modernization Act, you know, definitely defined a level of funding 
that would represent a larger dollar amount than we currently 
have.

Mr. LATHAM. Your own statement says you have accomplished 
this with the appropriated funds last year. 

Dr. HAMBURG. Well, but I think we are making progress on that. 
Mr. LATHAM. It says you have announced that you met the statu-

tory mandate to inspect 600 foreign facilities and expect to meet 
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the statutory mandate for both domestic and foreign inspections 
again this year with appropriated funds. 

Dr. HAMBURG. We are making decisions about how we target re-
sources, but there are gaps in our program and we see looming 
needs that are under-addressed. So I do think this is a real concern 
for the nation. We know that there are problems in our food supply 
and that they will grow if we do not put the programs in place to 
address them. 

Mr. LATHAM. Thank you. 
Mr. KINGSTON. Mr. Bishop. 

GEORGIA

Mr. BISHOP. Thank you very much, Mr. Chairman. 
Welcome, Dr. Hamburg, again. I have continued to have con-

versations with my home state’s agricultural commissioner, Com-
missioner Black, regarding the current and potential role that the 
state of Georgia can play in food safety, specifically with the in-
spection of food that is grown within our state. I have raised this 
issue with you in the past and I continue to be concerned that, par-
ticularly, if the FDA’s plans for new user fees do not work out as 
they have not in the past, that alternative plans will have to be 
made in terms of under girding our overall inspection capacity and 
resources.

Should not we be expanding the states’ roles in food inspection, 
particularly given the reality of austere budget reductions where 
the federal inspection footprint is already largely dependent on 
state partners? Is there a way, or how can we more effectively sup-
port state inspection services, especially in the area of training as-
sistance to the states? Do you have any thoughts where we might 
be able to build on existing synergies and maybe create new ones? 

Dr. HAMBURG. Well, you are absolutely correct that food safety 
has to be a partnership and working with states and localities is 
the critical component of that. As we moved to implement the Food 
Safety Modernization Act, Congress in its wisdom did put an em-
phasis on really developing a national, integrated, food safety pro-
gram. And our work to actually help support state food safety pro-
grams, and inspectional capacities is part of that. So it is very 
much a part of our work plan, a part of our emphasis, and we see 
it as essential to success. 

Mr. BISHOP. Okay. Thank you. As a result of the Food Safety 
Modernization bill exporters to the U.S., as well as domestic im-
porters, should be facing closer scrutiny of their food safety con-
trols, including requirements that the imported foods be inspected 
and subjected to the same standards that are in place for U.S. 
foods.

Particularly, the FDA now has authority to block foods from fa-
cilities of countries that refuse FDA inspections. Have there been 
any issues with our foreign partners in this regard, and has FDA 
been blocked from inspecting any foreign facilities? And, what 
issues do you anticipate coming as we move forward? 

Dr. HAMBURG. Well, given the globalization of our food supply, 
we do feel strongly that we have to have parity of standards, 
whether the food is coming from another country or being grown 
and produced domestically. We have been very, very appreciative 
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of the new authorities given to us in the Food Safety Modernization 
Act to act internationally, and we have on a couple of occasions 
used that authority that you identified to refuse importation of a 
product if the company overseas has not allowed us to go in and 
inspect the facility. 

BACKUP PLAN—FSMA

Mr. BISHOP. Several obviously proposed the President to include 
it and Congress did not. Given the mandates that the Food Safety 
Modernization bill, particularly inspection activity, what is the 
back-up plan since the likelihood of proposed user fees becoming 
law on a scale of 1 to 10 is probably zero. And of the 250,000 reg-
istered foreign facilities, how many of them are located in China? 
And do we have a sense of the number of facilities that are not reg-
istered in China or elsewhere, particularly in South America and 
Latin America? 

Dr. HAMBURG. Well, food products are coming into this country 
from around the world, some 200 countries and about 250,000 fa-
cilities that we know about coming into many different ports of 
entry into this country as well. So it is a huge challenge. It is a 
challenge that has grown dramatically in recent years, and that we 
anticipate will continue to grow. 

Clearly, we will never have the resources to be able to inspect 
all of the facilities in the sort of traditional way that was envi-
sioned for the FDA back in 1938 when the Food, Drug and Cos-
metic Act was first put into place. And we need new strategies and 
we are actively working to implement those. And those include 
strengthening our ability to do risk-based identification of products 
as they enter our borders and we have a new IT base, computer- 
based program called ‘‘Predict,’’ that is at our ports of entry to help 
us identify a number of different contributory factors. 

Mr. BISHOP. You want to decrease your IT budget, though. Are 
you not? 

Dr. HAMBURG. No. Let me just—we need to strengthen and have 
put in place a program to target our resources in a risk-based way 
as food comes into the country, but clearly have to push back. We 
are increasing our numbers of inspections. 

We are trying to increase the efficiency of those inspections as 
well. But, importantly, we are working—— 

Mr. KINGSTON. The gentleman’s time has expired and we would 
end the 45-second courtesy as well, which is what everybody has 
been getting, by the way. 

Dr. HAMBURG. I apologize. It is such an important topic. 
Mr. KINGSTON. Mr. Nunnelee. I think we are going in the order 

of arrival. 
Mrs. LUMMIS. Oh. I guess I was really late today. Sorry. [Laugh-

ter.]
Mr. KINGSTON. Mr. Nunnelee was here and left, so I am not sure 

if he qualifies or not, but he did beat you. 
Mrs. LUMMIS. Today he beat me. 
Mr. KINGSTON. Yes. 

DRUG SHORTAGES

Mr. NUNNELEE. All right. Thank you, Dr. Hamburg. 
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I was glad to hear your testimony. You addressed the topic of 
drug shortages, something I have been interested in. Just a couple 
weeks ago, I met with the Mississippi Society for Anesthesiologists, 
and that was the primary topic that was on their mind. So I have 
got several questions. 

We will get as deep into them as we can in this five minutes, and 
then we will come back. Start with how do you define a drug short-
age; and, if there are therapeutic alternatives, do you still declare 
a shortage? 

Dr. HAMBURG. Well, a shortage reflects when the demand ex-
ceeds the capacity and we are constantly working with healthcare 
providers, patients and others, to identify looming or potential 
shortages as well as of course when there actually is a gap in avail-
ability of drug period. And when there are potential shortages or 
disruptions in supply, or a full inability to get access to a drug, we 
are actively engaged in the process of identifying alternative strate-
gies so the patients can get the medical products that they need. 

And we do that by working with manufacturers that may no 
longer be able to produce or produce less because of manufacturing 
issues or quality concerns. We try to identify other products that 
can substitute. We sometimes try to get new manufacturers on 
board to produce a given product. And in some instances we will 
identify a product that is available in another country, but not an 
FDA approved product, and expedite a review, including an inspec-
tion, so that we can bring that product in for a targeted use to ad-
dress the shortage. 

Mr. NUNNELEE. All right. So based on what you just said, I take 
it a shortage may not necessarily involve the inability to get the 
drug. You are monitoring it, and when demand exceeds capacity, 
you start working with all the available tools that you just de-
scribed.

Dr. HAMBURG. Right. I mean our ability to be as effective as pos-
sible depends on as early notification of an emerging or evolving 
problem as possible. 

Mr. NUNNELEE. So do you find overall are the shortages of drugs 
increasing? Decreasing? Is it about the same? Where are we? 

Dr. HAMBURG. Shortages have dramatically increased in recent 
years, and of course it is of enormous concern to American patients 
and their families and to us at the FDA. We had about 250 short-
ages last year. We were able to prevent about 195. But, back in 
2006, I think there were 61 shortages. So there has been a steady 
increase, and they are mainly in a couple of key areas of thera-
peutics: Cancer drugs, anesthesia drugs, as you noted, pain drugs, 
in some instances certain kinds of emergency response medications. 
Mainly, the shortages have been in the area of what we call sterile, 
injectible drugs. 

Mr. NUNNELEE. So the companies, are they required to notify you 
in any way, and do you need any additional tools to deal with the 
issue of shortages? 

Dr. HAMBURG. At the present time, companies that are the sole 
manufacturer of a medically necessary drug are required by law to 
notify the FDA six months before they discontinue production. We 
have asked manufacturers to broaden their reporting, and we sent 
out a letter at the end of October, early November, asking for vol-
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untary notification of impending shortages or disruptions in the 
supply chain. And, actually, we have been very heartened by the 
response.

The number of reports coming in to us has increased six-fold; 
and, since that letter went out, it has been four months and we 
have been able to prevent 114 shortages. So, early notification real-
ly matters. There is legislation being considered by Congress to ad-
dress the problem of drug shortages, including broadened require-
ments for early notification, and we think that would be of real 
value.

Mr. NUNNELEE. All right. Thank you. Thank you, Mr. Chairman. 

GENERIC DRUG USER FEES

Mr. KINGSTON. Mrs. Emerson. 
Mrs. EMERSON. Thanks, Mr. Chairman. Hi, Dr. Hamburg. 

Thanks for coming today. 
I have got one short question and then a series of questions on 

the generic drug user fee I would like to ask you, but the first one 
has to do with the possibility of labeling foods derived from biotech 
manufacturing, because there are a lot of organizations, and even 
some of my colleagues who believe that we really need to have you 
all begin labeling all of those foods derived from biotech. 

And, you know, I do not know the reason. Some say it is opinion 
polls. I do not know. Is there any scientific evidence that would 
suggest that you all reconsidered the policy that you have, for la-
beling purposes, of biotech? 

Dr. HAMBURG. Well, certainly, the issue about labeling of geneti-
cally engineered foods is one that comes up on a regular basis, and 
one I know is of great concern to many consumers. As I understand 
it, our statutory framework really defines when FDA would put a 
label on something, and it really is when there is a material dif-
ference in the food product in terms of, you know, its composition, 
its nutritional character, how it behaves in certain contexts, such 
as oil for frying, whatever. But it has to be a real material change 
and not the process. 

Mrs. EMERSON. Well, I guess I just want to say based on—I think 
you all made some statements about that in 2010. I just want to 
encourage you all to stand by your science-based labeling policy, 
and hopefully public opinion will not sway you in the opposite di-
rection.

All right. Let us get on to the generic drug user fee, just because 
this five minutes goes too fast. So, in reviewing the performance 
metrics from the generic drug user fee agreement, one thing that 
does stand out to me is the lack of performance goals for approval 
of generic drugs until the third year of the agreement. And, I just 
wonder. Is the lack of goals for the first two years designed to help 
you all work through the current backlog of abbreviated new drug 
applications, or what? 

Dr. HAMBURG. Well, the goals and objectives of the generic drug 
user, the agreement, were worked out very carefully with industry 
fully at the table. And I think what you were noting about the real, 
measurable performance goals kicking in a little bit later reflects 
the realities of needing to gear up a program; to hire on more peo-
ple and train them and get them out in the field doing inspections, 
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which is a big part of the generic drug user fee program, as well 
as doing the reviews. 

But, that does not mean that work does not start on a day-to- 
day basis addressing critical issues in the generic drug user pro-
gram, while that hiring and training is going on, including address-
ing the backlog. That is a critical area of focus, a priority, both ad-
dressing the backlog and decreasing the timeframe for review. And 
that will be going forward, and we are committed to clearing the 
backlog.

Mrs. EMERSON. Okay. So you basically said between you and the 
industry that you were going to hire the 900 new employees in the 
next few years, 25 percent of whom will be hired in 2013, 50 per-
cent in 2014, and 25 percent in 2015. So, I mean, have you deter-
mined yet what percent of those people might be dedicated strictly 
to trying to resolve the drug backlogs? Is there a formula? 

Dr. HAMBURG. There is a work plan that is being implemented 
in terms of what will be required even as we are waiting for the 
user fees to actually be authorized, and there is a major focus on 
clearing the backlog. I am not sure that I will accurately recall the 
percentage of FTEs that will be dedicated to that, but we can get 
you the anticipated breakdown of our—— 

FTES FOR DRUG BACKLOG

Over the five-year period of GDUFA, there will be a significant period of time 
when both backlog applications and newly submitted applications are being re-
viewed simultaneously. Enacting GDUFA will provide the resources necessary to 
complete the review of the backlog applications. As the backlog is reduced, those 
same human resources will be applied to reducing overall review times and achiev-
ing the review and inspection goals as negotiated with industry and outlined in the 
GDUFA goals letter. 

Mrs. EMERSON. Okay. I would appreciate that. So, let’s just say 
that if you all do get an increase in your level of funding under the 
new—let me move over to PDUFA for just a second. 

Dr. HAMBURG. Okay. 

PDUFA

Mrs. EMERSON. If you get an increased level of funding under 
PDUFA, can we expect to see an increased rate of approvals for 
generics for the outside of that program? 

Dr. HAMBURG. Because we will be approving more novel drugs 
through PDUFA—— 

Mrs. EMERSON. Yes. 
Dr. HAMBURG [continuing]. There will be more generics? I think, 

you know, these programs are synergistic and more innovation and 
approval of new, molecular entities through PDUFA and new bio-
logics does have an impact on availability of generics down the 
road.

Mrs. EMERSON. Right. 
Dr. HAMBURG. So, yes, I think that as we strengthen all of these 

programs, and as we work with industry and academia to make 
our pipeline of innovation more robust, it will reap benefits for 
generics. And, of course, we do now have a bio similars regulatory 
pathway and a user fee agreement that we are hoping will be reau-
thorized for that. So there is a lot to look forward to. 

Mrs. EMERSON. Thank you. Thank you, Mr. Chairman. 
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Mr. KINGSTON. The gentlewoman’s time has expired. We will 
begin round two, and I would want to start off with where we are 
right now on PDUFA. 

As I understand it, you have signed-off on the letter of goals stat-
ed in PDUFA 5. Is that what it is? 

Dr. HAMBURG. Correct. That is correct. 
Mr. KINGSTON. And I think the committee members should really 

focus on the importance of the PDUFA reauthorization, because if 
it is not reauthorized this fall, then you would have to lay off em-
ployees, and we would have a lot of delays in terms of these ap-
provals.

PDUFA’s significance has brought drug approval time from the 
time the new molecular entity is developed to market—it was 26 
years, or as long as 26 years, in the 1980s, and now it is 13 years 
and in many cases less. So it is something we all need to be aware 
of.

MEDICAL DEVICES

Now, on the medical device side, I understand you have agreed 
in principle to the goals, but it is not as far down the road. When 
does that get dropped and you are in agreement and what is in be-
tween you and saying that you are all on one page? 

Dr. HAMBURG. You know, the medical device negotiations were 
more complicated and took longer. And we did not need our origi-
nal goal to get a completed package up to the Hill in mid-January. 
But, as far as the package dollars and identification of the critical 
performance goals and measures, you know, we really are there. 

But, you know, Congress did lay out a process that involves a pe-
riod of public comment and of public meeting before moving it up 
to all of you. And so we are moving forward and we will be getting 
it to the Hill as soon as we can; and, we expect that it will be part 
of the whole package that is considered by all of you, and hopefully 
passed.

Mr. KINGSTON. Well, we would encourage you to keep pushing on 
that, because we know how important it is to consumers. Now, one 
of the things that we have heard—just complaints from various 
medical device or pharmaceutical scientists—is lack of trans-
parency and communication between FDA scientists and people 
who are developing these. What have you done to address that? 

Dr. HAMBURG. Well, it is really an important issue, and we know 
from experience that the ability to have early and continuing com-
munication between a sponsor and the FDA, you know, really does 
make a difference in terms of being able to move the review swiftly 
and surely, and to really identify areas of concern. 

On the medical device side, it has been a huge area of focus over 
the last year and a half or so within the medical device program. 
You know. We have taken very seriously the concerns we have 
heard from industry about the need for greater clarity, consistency 
and predictability of that program, have looked inward to see how 
we can improve both business processes and how can we strength-
en the science—the expertise that we have—the access to outside 
experts, and the scientific framework for decisionmaking, as well, 
to give both more transparency to what we expect in terms of data 
and why the appropriateness of our request for data and the proc-
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ess. And so we put forward actually, in January of 2011, a series 
of recommendations—25, that we were committed to, initiatives to 
completing during that fiscal year or that calendar year, I apolo-
gize. We were successful in actually completing about 75 percent 
of those activities and are working on the others. MDUFA, the user 
fee agreement, reflects continuing emphasis on these issues about 
more coordination, communication, enhancing predictability, as 
well as streamlining and modernizing that. 

Mr. KINGSTON. Well, I think what our concern is, that so many 
of these medical device and pharmaceutical companies are inter-
national now. That this is one thing that America has great pride 
in, in its innovation, and we do not want to lose that market-
place——

Dr. HAMBURG. Absolutely. 
Mr. KINGSTON [continuing]. To European competitors. So not 

only is consumer safety very, very paramount to us, but the side 
part is, is these are really important American jobs, high paid peo-
ple, high skilled folks and we do not want to lose them to mar-
kets——

Dr. HAMBURG. Absolutely. 
Mr. KINGSTON [continuing]. That may be a little more trans-

parent or approval systems that are more efficient. Number one, 
we are all in agreement on safety comes first, but we also want to 
make sure we keep our competitive edge, and I know I am out of 
time.

Mr. Farr. 

DRUG USER FEES

Mr. FARR. Well, thank you Mr. Chairman. I want to follow-up on 
Mr. Latham and Mr. Bishop and Ms. Emerson’s discussion about 
fees. I mean the drug fees have been around for about 20 years and 
there is a whole marketing system out there. 

The new responsibility you have is under the Food Safety Mod-
ernization Act, entire new responsibility. You requested about $955 
million in order to do it. Congress, by the end of this year, is going 
to cut you over $100 million and the assumption is that under the 
new food establishment registration fee, that you might be able to 
gain about $200 million. 

You were cut last year. If you are cut again this year and if the 
$200 million is not authorized because politically it does not look 
like it is going anywhere, how are you going to carry out your re-
sponsibility? Who is going to get hurt? 

SALINAS VALLEY

As you saw, in the Salinas Valley and Pajaro Valley, we grow the 
largest amount of fresh vegetables anywhere in the world and a lot 
of that is regulated under the Food Safety Modernization Act. So 
what is it going to mean to the producers if you do not have the 
money to carry out your responsibilities? 

Dr. HAMBURG. Well, it is an enormous concern. As I outlined ear-
lier, you know, there are real world impacts on people and on pro-
ducers of not having the appropriate food safety programs in place. 
We have an enormous opportunity now to really transform our food 
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safety system into one that focuses on prevention, one that recog-
nizes the globalized world we live in. 

Mr. FARR. If you do not get the money—— 
Dr. HAMBURG. And if we do not get the money, we will see more 

foodbourne outbreaks. We will not be able to work with companies 
to put in place the kind of systems that we know make a difference 
in terms of preventing problems before they happen. We know that 
we will have increasing problems with food imports that do not 
meet our standards and cannot be adequately screened for, and so 
to me, you know, this is a situation where we know that problems 
are going to happen. We have an opportunity to get in front of the 
problem and address them. 

We are not, as a nation, putting the resources into food safety 
that I think are really necessary. You look at our current budget, 
and to be frank, if you look at how much every American is paying 
for the activities of FDA around food safety, it is about $3.50 a 
year. I think, you know, what we provide in terms of benefits is 
worth more than that, and you look at the benefits of what we do 
to industry and I think it is worth quite a lot in terms of helping 
them to avoid preventable costs in terms of recalls, damage that 
persists in terms of consumer confidence in their products. We 
know that when there is a limited outbreak, maybe a contamina-
tion of spinach, that it has reverberations for the whole spinach in-
dustry, not just that one producer. 

So I think that it is a common good. It is one where the govern-
ment and industry should help contribute to the kinds of programs 
that we know make a difference. 

Mr. FARR. Perhaps you could provide for the committee, you 
know, in writing what your priority will be if you do not get the 
$200 million in fees and if Congress cuts what you have requested 
even more. 

So we added a little bit last year, but I am really worried that 
you have a mandate that you cannot fulfill without adequate fund-
ing and it is not going to be there. So how do you prioritize what 
you will have to do and what food products will be affected by that 
prioritization?

COUNTERMEASURES

I also would like to address countermeasures. It is something 
that we do not think a lot about, but you have the responsibility 
for preparing for the worst of worst in any kind of a major disaster, 
whether it would be nuclear or an outbreak of disease and having 
enough drugs to counter it, and I have two questions there. One 
is how are we coming and, two, how are children covered? 

So much of countermeasure planning just gets prepared for 
adults, but will we have the ability to also know what the impact 
would be on children and have the drugs available for them? 

I guess underlying all that is that with a lot of these prepara-
tions, you cannot have human samples. You cannot go and expose 
people to radiation and then see what the impact is. So how do you 
test for all these things that you are going to have to do in the re-
sponsibility of the CBRN? I cannot remember exactly what all 
those——

Dr. HAMBURG. Chemical, biological, radiological, and nuclear. 
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Mr. FARR. Nuclear. And are we on target to be prepared? 
Dr. HAMBURG. Well, this is, you know, such an important issue 

and obviously the FDA piece is part of a broader national strategy 
to make sure that we have adequate preparedness against delib-
erate and nationally occurring threats. 

Mr. KINGSTON. It is a very serious response. Let’s—— 
Dr. HAMBURG. Okay. Okay, very good. 
Mr. KINGSTON. In fact, I tell you what, how long would it take 

you to answer the question because if it is going to be a long time 
and if we could have unanimous consent to—— 

Dr. HAMBURG. Well, I am not good at short answers—— 
Mr. KINGSTON [continuing]. Yield to the gentleman. 
Dr. HAMBURG [continuing]. As you have noticed, but I will try to 

be, you know, more targeted in my answer and take just a minute 
and a half. 

Mr. KINGSTON. Without objection? 
Mr. FARR. That is pretty good for all these diseases. I mean— 
Mr. KINGSTON. Try to do it in a minute. 
Dr. HAMBURG. Yes. Okay. You know, thanks to money that you 

have given us in recent years, we have a program in place now that 
both looks at how can we take targeted action to help move in key 
areas such as children and pregnant women or problems like acute 
radiation syndrome, to move opportunities that may exist in terms 
of science and technology development into products that people 
really need. 

What is the science base that also needs to be developed because 
as you point out, it is much harder to study a problem when you 
do not have a population to test it in, and so we have to develop 
new models, both animal models and computer simulations and 
other kinds of models, and really understand underlying mecha-
nisms of disease so we can target things better. 

So we have a program that is also looking at how do we build 
the regulatory science and doing it with the best minds wherever 
they are, in academia and industry as well and in other parts of 
government, including DoD and Homeland Security and elsewhere, 
and also looking at the legal regulatory framework for some of this 
because we have to be more flexible. We cannot apply exactly the 
same standards and approaches when you are dealing with un-
known threats and so we have to develop new models like the ani-
mal role model, which is not the way we standardly review and ap-
prove a drug, but in these instances, where you do not have the 
clinical population for study, we have to. 

We have three-tiered program and we are making progress and 
we are addressing important issues of science, important issues of 
threat, and important subpopulations in terms of their unique 
needs.

Mr. KINGSTON. All right. Mr. Latham. 

REGISTRATION TAX

Mr. LATHAM. Thank you very much, Mr. Chairman. 
Just going back to the registration tax that you are talking 

about, I have a letter here from a list of groups in opposition to it. 
I did not know there were even some of these groups or did not re-
alize existed, but you have got the American Fruit and Vegetable 
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Processors and Growers Coalition, California League of Food Proc-
essors.

Are you aware that, you know, this proposal was made last year 
and rejected also during the debate of the Food Safety Moderniza-
tion Act, that this was debated and rejected? Why don’t you just 
ask for more money—— 

Dr. HAMBURG. Well—— 
Mr. LATHAM [continuing]. Rather than do something you know is 

not going to happen? 
Dr. HAMBURG [continuing]. You know, at the end of the day, 

what I am committed to is trying to have a program that works 
and makes a difference. I do believe, as I said, that it is not inap-
propriate for industry to contribute to our program. 

Mr. LATHAM. But this has nothing to do with food safety. It is 
just another tax to consumers—— 

Dr. HAMBURG. Well, I think—— 
Mr. LATHAM. It is a food tax. 
Dr. HAMBURG [continuing]. These are monies that would directly 

go to strengthening—— 
Mr. LATHAM. Ask for—— 
Dr. HAMBURG [continuing]. The program and we do know, as 

Chairman Kingston noted, that in the drug area, the user fees en-
abled us to take a program that was struggling—— 

Mr. LATHAM. This is not a user fee. This is not a user fee. It is 
a food tax—— 

Dr. HAMBURG. Well, I think—— 
Mr. LATHAM [continuing]. That consumers will pay. 
Dr. HAMBURG [continuing]. You know, that is a debate that I will 

let others pursue, but from my perspective—— 
Mr. LATHAM. Is it an inspection fee? 
Dr. HAMBURG. It would be an establishment—— 
Mr. LATHAM. It is a registration—— 
Dr. HAMBURG [continuing]. Registration fee and— 
Mr. LATHAM. It has nothing to do with inspections. 
Dr. HAMBURG [continuing]. An establishment registration fee is 

embedded in other user fees as well and I think it is, you know, 
to my way of thinking, an appropriate cost of doing business in 
terms of the need to have the kinds of programs in place that will 
help to strengthen food safety and reduce the burden of prevent-
able illness and disease on people and preventable cost in—— 

Mr. LATHAM. How do we know the money would go to that—— 
Dr. HAMBURG. Well, we, I am sure would—— 
Mr. LATHAM [continuing]. Because it is not designated towards 

that fund. 
Dr. HAMBURG. Well, what we need to do is really sit down with 

industry, with the people that support user fees and the people 
that do not to—— 

Mr. LATHAM. It is not a user fee. 
Dr. HAMBURG [continuing]. End this discussion about how it 

would be—— 
Mr. LATHAM. It is an existence fee. 
Dr. HAMBURG [continuing]. Targeted. 
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Mr. LATHAM. If you exist, you pay it. It is not anything to do 
with food safety or inspections or anything else. Why don’t you just 
ask for the appropriation rather—— 

Dr. HAMBURG. Well, if you were to give us the appropriation, I 
would be—— 

Mr. LATHAM. Well—— 
Dr. HAMBURG [continuing]. Happy to have that too. 
Mr. LATHAM [continuing]. But I mean be straightforward because 

you know this is never going to happen and you are not unique. 
Okay. I have been here with the Clinton Administration, the Bush 
Administration, now in this and they all do the same thing and it 
does not happen. So I just want some honesty in budgeting maybe. 

FSMA

Dr. HAMBURG. Well, you know, the concern for me is having the 
adequate resources to do our job and I think, you know, we need 
to be creative and flexible and work in partnership to achieve the 
goals of the Food Safety Modernization Act and to ensure the safe-
ty, quality, and wholesomeness of our nation’s food supply and that 
is what we are trying to achieve through this effort. 

Mr. LATHAM. If this maybe did that and it was applied to that 
rather than just give you $220 million to spend wherever you want, 
and it is not—there is nothing ties this to what you are talking 
about.

Dr. HAMBURG. Well, we would tie it to what we are talking about 
and——

Mr. LATHAM. Trust you. Trust. Okay. 
Dr. HAMBURG [continuing]. In the negotiations with industry, we 

would spell out goals, objectives, and metrics to hold us account-
able.

Mr. LATHAM. But you are aware it has twice been rejected by 
Congress?

Dr. HAMBURG. I am concerned about that. [Laughter.] 
Mr. LATHAM. Can you say, ‘‘Yes, I understand it has been re-

jected twice’’? 
Dr. HAMBURG. Yes. 
Mr. LATHAM. Okay. Thank you. 
I do not know how much time we have, but in the medical device 

user fee agreement that you and the industry kind of come to 
agreement on, there is an independent assessment of agencies pre-
market review program and I think it is probably a very excellent 
mechanism to make improvements that will make your process 
more timely and efficient, clear, consistent. 

What would your feeling be about doing that as far as the user 
fee programs with prescription drugs and generics and biosimilars? 

Dr. HAMBURG. You know, we are very open to scrutiny. We do 
believe that these programs should be as transparent as possible. 
We believe that we should be accountable for the use of our re-
sources and that, you know, we want to get honest feedback about 
how we can strengthen and improve our programs, how we can, 
you know, streamline our business processes, how we can apply 
science in ways that enable us to be more efficient and effective. 
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IOM

So, you know, we have really been putting a lot of time and effort 
in the medical device area and others trying to get, in informal and 
formal ways, input and, you know, we have sought out the advice 
of expert organizations like the Institute of Medicine and the Na-
tional Academy of Sciences to look at our 510(k) process and we 
have also, you know, brought in McKenzie to work with us as well. 

Mr. LATHAM. Thank you for that brief answer. 
Mr. KINGSTON. Ms. DeLauro. 
Ms. DELAURO. Thank you, Mr. Chairman. 
Addressed for the gentleman from Iowa, I do not know if he 

would vote to increase budget authority. That would be the answer 
to this question of the money that we need here. 

Secondly, it is my understanding that the drug companies do pay 
a registration fee as well. Is that accurate? So that this is not 
something new. I say that to clarify except that I think that we are 
looking at user fees as a percentage of the total FDA budget would 
go from 35 percent in 2012 to 44 percent in 2013. I believe that 
this is an abdication of congressional responsibility and what our 
job is to do is to fund an agency who has regulatory authority over 
food, over drugs, over tobacco, over cosmetics, and over a whole va-
riety of programs, but we want to play around the edges here. 

My concern with user fees is that what happens is, is that what 
the user fees do is drive the work that is being done by the agency 
because the Congress fails in its responsibility to make the nec-
essary investments. 

USER FEES

I counted 12 current authorized user fees programs in the 2013 
request. Before we even look at new fee programs, I really am con-
cerned about how these user fees fill budget authority, that void. 
This is about the tail wagging the dog, an industry who continues 
to have more and more control over what needs to be strong, sci-
entific public health mission of this agency without outside influ-
ence.

Now, we have spoken about user fees several times, that before 
those of us in the Congress ever see a user fee proposal, the agency 
appears to have drafted principals, agreements, and letters with in-
dustry to consumers, and patient safety advocates have equal rep-
resentation in those agreement negotiations. Do they have a voice 
at this table when these user fees are being put together? 

Dr. HAMBURG. Well, in the user fee—— 
Ms. DELAURO. I need a short answer because I got to get to food 

safety on this. [Laughter.] 
Dr. HAMBURG [continuing]. We did include part of the user fee 

process, PDUFA and MDUFA, involved stakeholder engagement, 
public meetings, discussions, publication of minutes of those meet-
ings on the website, and we found that input very, very useful and 
it did help shape some of our—some of the components. Particu-
larly in PDUFA there is a focus on patient reported outcome meas-
ures and benefit-risk that very much—— 
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FSMA

Ms. DELAURO. Because I want to get to food safety because, quite 
frankly, I am appalled at the amount of money that is in this budg-
et for food safety and I would get you the budget authority. I will 
provide you with the budget authority. 

You say in page 25 of your testimony that the simple truth is 
that the FDA cannot meaningfully deliver on FSMA, the Food Safe-
ty Modernization Act, mandates without sufficient funding. 

The question has been asked, but I want an answer and you can 
do it in writing, the implications because those fees are not going 
to be approved. You have a very good understanding of what is 
happening here this morning. So without that, where do you go? 

I will posit these two statements. CBO estimated that the FDA 
will need over $400 million to implement FSMA. Do you agree, yes 
or no, with that estimate? 

Dr. HAMBURG. We have a somewhat different estimate. 
Ms. DELAURO. Well, then you give us your estimate of what it 

would take to implement this program to ensure the safety of our 
food, and there are predictions last year that the FDA would need 
to hire thousands of new inspectors to implement FSMA. Again, is 
that true? Please get back to me on whether or not that is the case. 

FSMA COSTS

In enacting the FDA Food Safety Modernization Act—FSMA, Congress gave FDA 
an opportunity to modernize the food safety system. In order to take full advantage 
of that opportunity, FDA needs adequate resources to properly implement FSMA. 
For FY 2011, FDA received a budget increase related to FSMA of $61 million. In 
FY 2012, FDA received a budget increase devoted to FSMA of $39 million. In FY 
2013, the President’s Budget recommends food facility registration user fee in-
creases for FSMA implementation of approximately $220 million. FDA believes that 
the requested increase of $220 million to implement FSMA in FY 2013 would pro-
vide for substantial progress in building the science-based, prevention-oriented and 
efficient food safety system mandated by Congress. 

FDA is not aware of the origin of the estimate that we would need thousands of 
new inspectors to implement the FDA Food Safety Modernization Act. The FDA FY 
2013 Budget includes funding to hire 273 staff members to implement FSMA. 

CHINA EXPORTS

I want to address the China exports for a second because I—this 
is—from my point of view, we are in such deep trouble going into 
these efforts without the kinds of resources that you need and what 
I find here is that in the testimony, I was really shocked to read 
that some of the money, this limited amount of money, and my col-
league, Mr. Farr, was right about CFSAN. We are $10 million 
below where we were in the last go-round. There is really no money 
to implement the Food Safety Modernization Act. There is this 
piece of change with regard to China and what we are going to do 
with a portion of that money is to strengthen their regulatory ca-
pacity in order to deal with this—with the issue of food safety and 
the drugs. 

You laid out where everything is coming from. Food and Water 
Watch wrote, I think a year ago or last summer, China’s food sup-
ply is polluted with agrichemicals, veterinary medicines, inten-
tional chemical adulteration of food processing factors. Their farm-
ers and fish farmers often use dangerous levels of pesticides, herbi-
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cides, fungicides, including banned chemicals. The chemicals can 
remain on foods after harvesting and processing. 

We have such limited resources. Why is it that unlike other 
countries we trade with, that they cannot invest in a regulatory ca-
pacity and what Chinese law requires as to the safety of food and 
drug exports and that we are going to continue—we are going to 
subsidize what they are going to do to put a regulatory system in 
place when we do not have the resources to deal with the imports 
coming in from them and 80 percent of seafood is coming from 
China today. How do we handle this without the resources that you 
need in order to be able to ensure the safety of our food supply? 

My time is limited, but I will tell you this, Mr. Chairman. 
Mr. KINGSTON. Actually, it is out. [Laughter.] 
Mr. KINGSTON. But what—— 
Ms. DELAURO. That is fine and I understand the five minutes 

and everybody abides by the five minutes, but if this committee 
does not take the responsibility of providing resources for one of 
the most significant areas of the budget that we have responsibility 
from, then we abdicate our responsibility and I would wish that the 
budget would have come up with an enormous number for food 
safety and then let this committee deliberate as to what should 
happen with it instead of a paltry amount of money to deal with 
such an important issue in our budget. 

And I will lay out those questions for you. You can get back to 
me, but it is unconscionable that we have a budget at this amount 
for such an issue. 

Thank you, Mr. Chairman. 
Mr. KINGSTON. Thank you. We will have another round also. 
Mrs. Lummis. 

FEE STRUCTURE

Mrs. LUMMIS. Thank you, Mr. Chairman. And perhaps we have 
sufficiently flogged this, but if indeed a fee structure does occur, 
can you tell me will it be a flat fee or a fee based on risk or size 
of the company? 

Dr. HAMBURG. It would most likely be a fee that would very 
much reflect a number of important factors, including size of the 
company, levels of production, et cetera, but what we would hope 
to be doing is what we have done with the successful user fees in 
drugs and devices where we sit at the table with representatives 
of industry who are charged to represent the concerns of the range 
of different kinds of components of the food system and really iden-
tify what are our goals, what are the needs, where are the gaps, 
how can we best address them, and really make a plan for how 
these important and necessary dollars would be utilized to 
strengthen food safety domestically and internationally and to ben-
efit both consumers and industry. 

Mrs. LUMMIS. Okay. Well, thanks, Dr. Hamburg. 
I am going to change subjects just a little bit, but this is an ad-

junct to what we have been discussing all along. I do hear from 
people that America is at risk of losing jobs to other countries, es-
pecially European countries, because we are developing fabulous 
technology here in the United States with regard to medical de-
vices, but that Europe is now surpassing us in terms of the speed 
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with which it can approve these medical devices, thereby encour-
aging the movement of jobs offshore to create those medical devices 
in Europe because of the time lag that we are having. 

So I really do want to encourage us to concentrate on ramping 
up a robust approval process for medical devices, and at the same 
time since, you know, we started this discussion with the com-
plexity that I appreciate with regard to medical device and drug 
approval and cosmetics and other non-ingestible food items, I 
would pose this question. Is it time for Congress to consider having 
a drug administration and taking the food safety component over 
to the Department of Agriculture? The reason being, we do have 
some duplication. 

GAO REPORT—EGGS

The GAO report mentioned that the FDA makes sure that chick-
en eggs are safe, wholesome, and properly labeled, while the De-
partment of Ag is responsible for the safety of eggs processed into 
egg products. I would have thought it would be just exactly the op-
posite where you have the Department of Ag working with the raw 
product, the egg itself, and the FDA working with the processed 
product. Well, that tells me that over time this system has evolved 
in some fairly irrational ways and it—to me it is starting to make 
more sense as we see the Department of Ag evolving into a food 
and nutrition agency as opposed to an agriculture agency, we are 
going to see over time the phase out of direct payments to agri-
culture and it is time for that, quite frankly. Even as an ag pro-
ducer, I admit that, but maybe what we should be doing while we 
are watching the transition of the Department of Agriculture from 
something that is focused on farmers and ranchers to something 
that is focused on food safety and the consumption of food, food nu-
trition programs for the hungry or less fortunate, perhaps this 
whole food safety component should be transferred over to the fu-
ture of the Department of Ag and so you can really concentrate 
where we need these highly technically skilled physicians and med-
ical engineers to deal with these extraordinarily complex issues re-
lated to drugs, medical devices, and related components. 

You do not have to comment on that today because I know that 
is beyond the scope of this hearing, but, you know, based on what 
I am hearing, I just think we are trying to pound a square peg into 
a round hole, that we are dealing with an archaic system and that 
you need to be unleashed in terms of the extraordinary skills asso-
ciated with drug and medical devices and concentrate our Depart-
ment of Agriculture on things like ensuring that eggs are safe, 
wholesome, and properly labeled. 

And, Mr. Chairman, I yield back. Thank you for my editorial op-
portunity.

Mr. KINGSTON. Well, thank you for getting in nearly under the 
five minutes. That was a first for all of us. [Laughter.] 

Mr. KINGSTON. Mr. Bishop. 

TOMATO RECALL

Mr. BISHOP. Thank you very much. 
Dr. Hamburg, I want to be provincial once again. Tomato farm-

ers in South Georgia and North Florida continue to tell me that 
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they are still reeling from the FDA’s tomato salmonella recall from 
a couple of years ago, and of course in Georgia alone, tomato grow-
ers lost over $14 million from tomatoes that were grown and in 
some cases that had already been harvested, but could not be sold 
because consumers were told to stop buying tomatoes on the rec-
ommendation of the FDA and the CDC. 

It is estimated that growers nationwide lost about $125 million 
from the false indictment of tomatoes from our own government 
when the actual culprit were peppers from someplace else, and of 
course our growers still have not recovered, and of course under 
the Food Safety Modernization Act, which was signed into law last 
December, it authorizes payments to producers that were harmed 
by future government decisions, which ultimately prove to be incor-
rect or ill-founded. 

Is there a way that we can find some assistance for the Georgia 
growers and Florida growers who were badly, badly hurt by the ill- 
fated indictment by the government in terms of the losses two 
years ago? 

Dr. HAMBURG. You know, I think with respect to the particular 
instance that you are describing, you know, I would rather have 
people that are closer to the issues get back to you directly about, 
you know, what the opportunities would be. 

I do want to underscore the importance of bringing the best 
science to bear in the area of food safety and outbreak investiga-
tion, how important that is that we continue to strengthen our 
tools so that we can rapidly identify the source of foodbourne dis-
ease——

Mr. BISHOP. Of course. 
Dr. HAMBURG [continuing]. And address it in a targeted way and 

also to work, as the Food Safety Modernization Act mandates us 
to do, to try to ensure that systems are in place to prevent prob-
lems from happening in the first place. 

So I think that, you know, the situation you are describing and 
the broad repercussions of foodbourne disease and the intended 
and unintended consequences on industry and on consumers, of 
course, you know, really matters and I understand the concerns 
that you are raising and, you know, I hope that going forward we 
can have programs that really are as effective and efficient as pos-
sible at preventing problems and identifying the source as expedi-
tiously as possible. 

Mr. BISHOP. You are required under the food safety legislation to 
establish appropriate product tracing systems, to receive informa-
tion that provides that—— 

Dr. HAMBURG. Yes. 
Mr. BISHOP [continuing]. Capacity so that you can rapidly track 

that and I appreciate that and we want to do everything we can 
to help you, but what I am concerned about is the folks that have 
already been hurt and that are still—— 

Dr. HAMBURG. No, I understand that. 
Mr. BISHOP [continuing]. Hurting and I think the legislation does 

authorize——
Dr. HAMBURG. Yes. 
Mr. BISHOP [continuing]. Some payments and—— 
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Dr. HAMBURG. Yes. You know, I do not want to give you misin-
formation. I am just not up to speed on the details of that aspect 
of the program and how it would relate to this particular situation, 
but I think we can provide you with some expert advice and help. 

Mr. BISHOP. I would appreciate that very much and we can do 
that later outside—— 

Dr. HAMBURG. Right. 
Mr. BISHOP [continuing]. The hearing context, but I would look 

forward to setting that up and doing it. 
[The information follows:] 

PAYMENTS TO PRODUCE GROWERS / AUTHORITY

Section 206 of the FDA Food Safety Modernization Act contains provisions that 
relate to the consideration of mechanisms to compensate for recall-related losses. 
The text of section 206 appears below: 

e) GAO Review— 
(1) In general.—Not later than 90 days after the date of enactment of this 

Act, the Comptroller General of the United States shall submit to Congress a 
report that—— 

(A) identifies State and local agencies with the authority to require the 
mandatory recall of food, and evaluates use of such authority with regard 
to frequency, effectiveness, and appropriateness, including consideration of 
any new or existing mechanisms available to compensate persons for gen-
eral and specific recall-related costs when a recall is subsequently deter-
mined by the relevant authority to have been an error; 

(B) identifies Federal agencies, other than the Depaitment of Health and 
Human Services, with mandatory recall authority and examines use of that 
authority with regard to frequency, effectiveness, and appropriateness, in-
cluding any new or existing mechanisms available to compensate persons 
for general and specific recall- related costs when a recall is subsequently 
determined by the relevant agency to have been an error; 

(C) considers models for farmer restitution implemented in other nations 
in cases of erroneous recalls; and 

(D) makes recommendations to the Secretary regarding use of the author-
ity under section 423 of the Federal Food, Drug, and Cosmetic Act (as 
added by this section) to protect the public health while seeking to mini-
mize unnecessary economic costs. 

(2) Effect of review.—If the Comptroller General of the United States finds, 
after the review conducted under paragraph (1), that the mechanisms described 
in such paragraph do not exist or are inadequate, then, not later than 90 days 
after the conclusion of such review, the Secretary 165a 75 340 1C4 of Agri-
culture shall conduct a study of the feasibility of implementing a farmer indem-
nification program to provide restitution to agricultural producers for losses sus-
tained as a result of a mandatory recall of an agricultural commodity by a Fed-
eral or State regulatory agency that is subsequently determined to be in error. 
The Secretary of Agriculture shall submit to the Committee on Agriculture of 
the House of Representatives and the Committee on Agriculture, Nutrition, and 
Forestry of the Senate a report that describes the results of the study, including 
any recommendations. 

FOOD LABELING

I want to talk a little bit about food labeling, biotechnical foods. 
During the past year, there has been significant concern raised by 
some food safety advocates that there need to be some specific la-
beling requirements for food that is connected or derived from 
biotech research and development. In 2010, the FDA reiterated its 
authority and its policy when it stated that the method of food pro-
duction does not in and of itself result in a material change that 
requires labeling and the finding quote was that, ‘‘The FDA has no 
basis for concluding that bioengineered foods differ from other 
foods in any meaningful or uniform way or that a class—foods de-
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veloped by the new techniques present any or any greater safety 
concern than foods developed by traditional plant breeding.’’ 

Is this still the FDA’s position on this matter? 
Dr. HAMBURG. That is and I believe it is actually the legal regu-

latory framework for FDA. I had a brief discussion about this with 
Congresswoman Emerson earlier. You know, I certainly under-
stand, you know, the concerns that consumers are raising about de-
sire to know, but FDA labeling is undertaken under certain speci-
fied circumstances and, you know, you outlined it there. 

Mr. BISHOP. I think my time is up. 
Mr. KINGSTON. That has never stopped everyone else. [Laughter.] 
Mr. BISHOP. Well, very quickly—— 

SODIUM

Mr. KINGSTON. All right. We are on the last round, so we start 
getting a little more flexible here. 

Okay. And you do not need to answer this now, but you and I 
have had some correspondence about sodium intake and one of the 
questions is about low intake and I wanted to just bring to your 
attention a McMaster University study that was printed and pub-
lished in the Journal of American Medical Association and it said, 
‘‘While higher intake of sodium was associated with increased risk 
of stroke, heart attack, and other cardiovascular events, low intake 
was associated with an increase of cardiovascular death and hos-
pitalization for congestive heart failure,’’ and as you know, salt al-
ways is getting a mixed review. 

I just wanted to bring that up and I would like your response to 
it, which we can get—well, I will just follow-up with—— 

Dr. HAMBURG. Okay. 
Mr. KINGSTON [continuing]. More detail. 

SODIUM

FDA is at the beginning stages of a literature review process with support from 
the Centers for Disease Control and the National Institute of Health to assess re-
cent studies on sodium intake to evaluate their relevance to sodium reduction efforts 
in the general population. As part of our scientific assessment, we intend to consider 
a significant number of recent studies with potential relevance to the health effects 
of reduced sodium intake. One of these is the McMaster study (O’Donnell et al., 
2011) that you refer to in your question. Each study will be reviewed to determine 
what scientific conclusions can be drawn based on the study design and analysis. 
We will weigh that information in the context of the existing body of scientific lit-
erature to ensure that our understanding of the health effects of sodium reduction 
is appropriately informed by current science. We look forward to analyzing the sig-
nificance of the McMaster study as part of that review, and we regret that we are 
not currently able to provide you with our assessment. We appreciate your calling 
it to our attention, however. 

The other thing, just getting back to MDUFA and PDUFA a 
minute, last year the California Health Institute released a report 
that said that the review for a 510(k), that is medical device, has 
been slowed by 43 percent and that complex premarket approval 
has—that process time has lengthened by 75 percent and then also 
last year, Price Waterhouse released its medical technology innova-
tion scorecard, which I guess is an annual event—— 

Dr. HAMBURG. Yes. 
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MEDICAL DEVICE INNOVATION

Mr. KINGSTON [continuing]. But they compare our medical device 
innovation, the U.S., China, Germany, France, UK, Brazil, India, 
Israel, and Japan, and found that the U.S. environment for ap-
proval was deteriorating because of unpredictability and inconsist-
ency, and I am concerned about that, but I am also aware that 
those score reviews did not happen necessarily under your watch 
or any procedures in which you were able to have influence. 

So realizing from my previous question and knowing that you are 
already working on PDUFA and MDUFA, I am hoping that we are 
moving in the right direction. But even with all the systems in 
place, there is a concern that I see not just in FDA, but in our soci-
ety in general, that we are risk adverse and, you know, we do need 
to be bold and Mr. Farr had mentioned earlier about the vaccines 
for a chem-bio attack. They cannot have the high standards be-
cause we have to move quickly on those than we would on some 
of the other pharmaceutical normal type things. 

I am going to check the box. I might want you to react to these 
things just to be aware of these scorecards internationally because 
that does hurt our competitiveness and jobs and getting the stuff 
to people, but on the risk adverse culture of our society today and 
maybe growing in FDA, do you feel that we are being aggressive 
enough and in the right direction/right balance? 

Dr. HAMBURG. Well, there is so many components of your ques-
tion that I want to respond to, but let me first say with respect to 
standards, I did not mean to imply that we would have lower 
standards for the review and approval of a vaccine or other prod-
uct——

Mr. KINGSTON. Well, if I could—— 
Dr. HAMBURG [continuing]. In terms of safety and efficacy, but 

more flexibility in terms of the data that we would use to make 
those decisions or the—under emergency or unusual conditions 
move a drug that was not fully approved out into—— 

Mr. KINGSTON. Yes. But if you will pause a minute, I think peo-
ple need to realize a shoe with a stone in it is better than no shoe 
at all and if we had an anthrax attack and we do not have the per-
fect drug and it is only 50 percent, then that is better than nothing 
at all. And so to me, it is a different world than the normal drugs 
that we would take for cancer or whatever, and it sounds, you 
know, loose to say that, but it is a different world and so—— 

Dr. HAMBURG. Well, I think we always have to be thinking about 
risks and benefits for the intended use, but I do want to say that 
sometimes something that is new is not necessarily better and 
what we would not want to do would be to put something out there 
that we did not know would offer benefit because that actually 
might interfere with using another product that would offer ben-
efit. So I think, you know, it is a complex equation and, you know, 
we try to be flexible in terms of how we assess risks and benefits 
and how we make products available to people who need them 
under a range of different conditions. 
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RISK BENEFIT

Going to the risk adverse question, I think, you know, that there 
is always a pendulum that goes back and forth and it is a societal 
question in many ways about, you know, how we balance risks and 
benefits, but I think that we are trying very hard, you know, in a 
science-based, data driven way to really try to identify what are 
the risks and benefits, to get input from the range of stakeholders 
to help us think about the framework for balancing those risks and 
benefits, and part of actually the PDUFA process in a formal way 
and on the device side, they have put out guidance addressing this, 
we are really trying to systematize and formalize and make more 
transparent how we think about risks and benefits because I think 
it really matters both so that we are serving the public responsibly 
and also so that the developers and manufacturers of medical prod-
ucts can work more effectively with us and respond to the direc-
tions that we are going. 

It is critically important and I share your concern about making 
sure that we really both capture all the opportunities in science 
and technology today in terms of translating those quickly into real 
world products for people that need them and I am very proud, as 
you are, of American preeminence in the area of life sciences re-
search——

Mr. KINGSTON. Yes. 
Dr. HAMBURG [continuing]. And preeminence in medical product 

production and I think that has to be a priority for us all. 
Mr. KINGSTON. And those scorecards are something that have 

been brought to your attention? 
Dr. HAMBURG. Yes, and I would say—— 
Mr. KINGSTON. Okay. 
Dr. HAMBURG [continuing]. On the drug side, we actually are 

leading the world in terms of both approval of new products and 
speed of approval. With respect to the majority of devices, another 
industry study actually showed that we were equal or somewhat 
quicker than our European counterparts, but on the more complex 
devices that require more clinical safety and efficacy review, we are 
not as quick. But I think that, you know, there are reasons for 
that, that, you know, perhaps are important such as having an effi-
cacy——

Mr. KINGSTON. Well, I know we are all rated on scorecards rou-
tinely and if we really watched every one of them, it would drive 
us crazy. So we do not want you to be distracted by them, but just, 
you know, it is—— 

APPROVAL PATHWAYS

Dr. HAMBURG. You know, the big picture is very important and 
we are working hard to streamline and modernize our approval 
pathways, but we also are committed to safety and efficacy of those 
products.

Mr. KINGSTON. Thank you. 
Mr. Farr. 
Mr. FARR. Thank you. Everybody red light. 
Mr. KINGSTON. Not on the third round. 
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FSMA

Mr. FARR. I want to continue on the Food Safety Modernization 
Act. I am sorry Mrs. Lummis is not here because I think she for-
gets the huge argument we had on adopting that act when Rosa 
DeLauro led the battle with trying to create a single food agency 
and the Department of Agriculture lost in that battle. So that is 
FDA is responsible for the Food Safety Modernization Act. 

Dr. HAMBURG. And 80 percent of the food supply. 
Mr. FARR. And as you know from visiting my district, the FDA 

is using producer information and practices to shape the implemen-
tation of the new law. As I understand, at one time your agency 
was going to assess the potential food safety risks by doing profiles 
on different crops using historical information and a transparent 
scientific process. I have heard now that the team is determined 
that the risks might be defined by cultural practice, one of them, 
for example, being of the use of irrigation water. 

If you are going to use that as a standard, how does it apply to 
other crops such as those that are not on the ground, like trees and 
vines and crops like that? 

Dr. HAMBURG. Well, I think that as we have been trying to shape 
this program, we have been trying to be very both responsive to 
real world needs and conditions and the fact that there is no one, 
you know, cookie cutter, one size fits all approach, you know, really 
looking at what are the risks and how do we target attention and 
resources to the risks that really matter. So, for example, you 
raised contaminated water, I mean it is very different if the water 
is directly being applied to the edible food product versus the trunk 
of a tree that is growing, and so our expectations and requirements 
would be different. 

Mr. FARR. Okay. Well, that is good to hear. 
Also, I am interested in how we are going to do these regula-

tions. For example, it is Secretary Vilsack’s responsibility to come 
out with a leafy green marketing order, like what the produce in-
dustry in California adopted. As you saw it is a very strict, almost 
surgical approach to harvesting crops and then inspecting water, 
inspecting ground, inspecting invasion into the fields, and all kinds 
of things. It is his call of whether that becomes a national stand-
ard, but it is also for food safety. And that is in your jurisdiction. 

USDA

Is FDA going to be having dialogue with USDA? And frankly, we 
just passed several trade agreements and we all know that portions 
of those trade agreements was based on negotiation commodity by 
commodity. Sometimes countries overreact. For example, Mexico 
banned all lettuce imports—none of which was contaminated— 
when the U.S. had a spinach recall. I don’t want to see trade wars 
begin from such misunderstandings. As your agency moves into 
this field, I think there need to be a very close working relationship 
with USTR and USDA and wonder whether those protocols are 
being established. 

Dr. HAMBURG. Well, we are trying to work very closely together 
and formally we work through the President’s food safety working 
group, but around, you know, these areas of food safety we also, 
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on a day-to-day basis, work with counterparts and government 
across Federal Government at the state and local level and inter-
nationally and it is getting harder, and, of course, you know, pro-
grams are fragmented in ways, you know, that are, you know, his-
torical in nature, but not always helpful. But we are trying to iden-
tify, you know, where some of these critical overlaps occur. We are 
trying to synergize where we can. We all are struggling with how 
do we best use limited resources and do not want to duplicate effort 
for anybody, but also how to bring these things together. 

We are driven, of course, as an agency by public health, but we 
believe that good public health practices, and in particular preven-
tion, can go hand in hand with trade and other needs. But there 
are areas where historically there have been conflicts. There are 
certainly examples, as you know, where just bad science and policy 
has been applied to a situation and it has hurt people significantly 
and hurt industry, and so it is an area that we are working hard 
in terms of strengthening our working relationships, our sharing of 
information, and, you know, we do feel that what we are doing pro-
vides a benefit to everyone. 

Mr. FARR. Well, I would hope also that you might be endorsing 
or approving protocols like the leafy green marketing orders, if 
there is an example where using these protocols meets your stand-
ards. Those are very important because—— 

Dr. HAMBURG. And it certainly is a living example of some bene-
fits.

Mr. FARR [continuing]. That message has got to be gotten out 
there because producers are taking this on with the belief that the 
marketing order is going to be okay and it may become a national 
standard. I think other states are going to push back, but if it 
worked for California, it ought to work for the rest of the nation. 

So I think you are into a whole new responsibility. This com-
mittee is the Ag Committee and FDA and the rubber hits the road 
here. You are going to hear a lot more comments as you heard 
today about fee structures and implementation of regulations as 
these states and districts respond to the new rules. I appreciate 
your clarity in helping us understand what is going to happen. 

And, frankly, Mr. Chairman, we have given her incredible re-
sponsibility and we have to pay for it. We cannot just depend on 
some fee structure that Congress is not going to approve. As Rosa 
said so eloquently, we have got to give this department the money 
that they need to carry out the responsibilities that we have given 
them.

Mr. NUNNELEE. Thank you, Mr. Chairman. 

DRUG SHORTAGES

Back to drug shortages, I think you helped me with a lot of the 
tools that you have and that are available, but I have heard allega-
tions that when a drug moves off patent is when the—very often 
the shortages occur. Can you just address that issue and whether 
there is a disproportionate shortage of generic drugs? 

Dr. HAMBURG. You know, I think that it is true that many of the 
drugs in shortage are generic sterile injectable drugs. It is not be-
cause they have just moved off patent, but it is in fact because 
these are drugs where the manufacturing has to be done right. 
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You want an injectable drug to be sterile, free of any microbial 
contaminants or particulate matter. You want it to be stable and 
not crystallizing in the vial, et cetera, and, you know, one of the, 
you know, problems in the drug shortage area definitely has to do 
with the fact that some of these products that have been in short-
age are vulnerable to contamination. The manufacturing capacity 
in many instances is getting older and increasing the vulnerability 
and that is why working with companies closely to identify emerg-
ing problems and to make sure that ongoing commitment to quality 
is built in to everything that is being done is so important and, you 
know, we do see that the early notification makes a difference to 
be able to address a manufacturing issue that might result in a 
need to recall a product or shut down a facility and upgrade the 
equipment.

If we can identify the problem earlier, we can work on strategies 
to keep production going, but ensure safety and quality. But it is 
not because these are generic products. It is the nature of the prod-
uct itself, the sterile injectable, that makes it especially vulnerable. 

Mr. NUNNELEE. All right. 

CIGARS

And then real quickly move from pharmaceuticals to cigars, 
make a big jump. The Tobacco Control Act charges you with the 
responsibility of regulating tobacco products that are marketed to 
children. I am concerned that in enforcing that act, which I fully 
support, that we are going to catch the cigar industry, which does 
not market its products to children, and that an overreach of gov-
ernment regulation is going to impact that industry. 

Can you just walk me through what is the process and where are 
you going with regulating sale of cigars? 

Dr. HAMBURG. Well, the Family Smoking Prevention and Control 
Act gave us a broad set of authorities in the arena of tobacco, spe-
cifically looking at issues around manufacture, marketing, and dis-
tribution. A major area of focus has been on reducing smoking, up-
take of smoking in children and youth, but also focused on helping 
adults to either not smoke or to stop smoking and also to look at 
strategies to reduce harm in tobacco products. 

It authorizes FDA specifically to take actions around cigarettes, 
roll your own tobacco, and smokeless tobacco, but also gives us the 
authority to more broadly address tobacco products, but through 
regulation in keeping with the definition of tobacco products and 
the law. That is where our authorities related to cigars would come 
in and we are actively looking at how we should exercise a broader 
authority around tobacco products because new tobacco products 
are coming into the marketplace all the time beyond cigarettes and 
roll your own tobacco and smokeless tobacco, and of course there 
is a long history of cigars in this country and others and how we 
are going to address issues of cigars is currently under discussion. 

We will be putting forward some draft regulations. We will wel-
come, you know, comment and feedback. I have certainly heard al-
ready a lot of concerns coming from the cigar industry and spe-
cialty cigars and we are, you know, aware of those concerns and 
we will take concerns very seriously, and when we do move forward 
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with draft regulations, we will, you know, expect to and will wel-
come comments about their appropriate oversight. 

Mr. NUNNELEE. Thank you. 
Mr. KINGSTON. Ms. DeLauro. 
Ms. DELAURO. Thank you, Mr. Chairman. 

SEAFOOD

Just as a follow-on to my colleague Mr. Farr, I guess the quick 
question here is we do have the three new free trade agreements 
that were recently signed into law. We will have a Transpacific 
partnership FTA that is being currently negotiated and we know 
the great quantities of seafood that that would necessitate, but can 
you tell me what the agency’s role is in those negotiations and how 
we will ensure that as we continue to import more food products, 
the agency has the capacity to adequately ensure their safety? 

I have three short questions, but, you know, so I want—yes. 
Dr. HAMBURG. Do you want me to quickly—— 
Ms. DELAURO. Yes. No, no, no. Go ahead and answer that. 
Dr. HAMBURG. You know, I think it is very important, as we were 

just discussing, you know, for us to be part of discussions and we 
are——

Ms. DELAURO. Are you part of the negotiation of the agreement? 
Dr. HAMBURG. Not in all of its elements, but we are brought in 

on the aspects that do involve us. For example, with the Trans-
pacific recently, the issue of tobacco was, you know, a major con-
cern and—— 

Ms. DELAURO. What about the issue of seafood? 
Dr. HAMBURG. We are involved in those discussions and we, of 

course, are bringing a public health perspective to the table in 
those discussions and we think it is important and valuable voice. 

Ms. DELAURO. And we already talked about the capacity issues 
at the moment, and this is an area I would like, you know, to take 
a look at as to how your capacity is going to—it will expand with 
this effort and how you are going to be able to deal with that. 

Dr. HAMBURG. Now, I am sorry. Capacity in relation to which 
issue?

Ms. DELAURO. Capacity, you know, we are going to import—— 
Dr. HAMBURG. Just to—— 
Ms. DELAURO. No, no. We are going to import more food prod-

ucts.
Dr. HAMBURG. Oh, yes. Okay. 
Ms. DELAURO. We are going to import a serious amount of food 

products here. How can you adequately ensure that you are going 
to be able to deal with that? 

Dr. HAMBURG. Yes. Well, this is one of the issues that frankly 
keeps me up at night because it is such a huge challenge, a grow-
ing challenge, and where frankly the issues and the demands out-
strip our resources. It requires that we do things very differently 
and we are actively engaged in developing and putting in place 
new programs and policies to address it. I reorganized FDA over 
the summer with a much stronger focus with a directorate that is 
focused on global regulatory affairs. We are strengthening our bor-
der screening system, as I mentioned. We are strengthening our 
foreign capacity and our offices around—— 
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Ms. DELAURO. Well, but all of that requires resources. 
Dr. HAMBURG. It requires resources, yes. 
Ms. DELAURO. I have to go back to the fundamental issue that 

we talked about before. So I am going to continue to monitor what 
we do here in terms of the resources that are necessary in order 
for you to carry out free trade agreements, other kinds of respon-
sibilities that we have asked the agency to undertake. 

I have a short adjunct to this is in the foreign supplier 
verification rules taking a long time to get into effect. We are be-
hind schedule there. Would you need additional staff dedicated to 
this issue? 

TARGETING RESOURCES

Dr. HAMBURG. You know, that is one good example of how we are 
trying to target resources as effectively as possible in terms of that 
program would enable us to move certain products more quickly if 
we can verify that importers, you know, have a good track record 
and that they will be accountable for their products. It—— 

Ms. DELAURO. You need more staff to do that. 
Dr. HAMBURG [continuing]. You know, to do that and all the 

other things, we do need more staff. 
Ms. DELAURO. Microbiological data program, it is now in the 

budget for USDA, though 2013, USDA is going to eliminate this 
program. Secretary Vilsack was here last week, who said it more 
properly belonged in FDA’s budget. Over 35,000 tests were per-
formed, a range of commodities, including cantaloupes, and will the 
FDA absorb this program by—well, absorb this program? It is 
about $4.3 million. 

Dr. HAMBURG. There will not be a transfer of resources, as you 
know, but we will try to address—working with our colleagues at 
the CDC and others as well, try to address those issues in a con-
tinuing way. We also believe there are opportunities to bring new 
science to bear in terms of, you know, better, more efficient detec-
tion technologies and also utilize some existing epidemiologic and 
laboratory networks to continue to do that important work. 

Ms. DELAURO. Right. I am very, very concerned that the function 
of this agency is going to get lost for a $4.3 million and the good 
work and the data that is provided—this agency provides data to 
the CDC and obviously to you. As I say, 35,000 tests. USDA in 
2012 intends to conduct 49,000 analyses with just this small 
amount of money. So my hope is that we continue to talk about 
this and that between agencies and the Administration, we can 
find the money to be able to do it. 

Mr. Chairman, can I just beg your indulgence for—— 
Mr. KINGSTON. Yes. In fact, you just triggered another question 

for me. So—— 

REAGAN-UDALL

Ms. DELAURO. Okay, because I have to get to the floor for some-
thing, but this is Reagan-Udall. You know it is an issue that I 
have—an area that I have had questions about before. 

The subcommittee did not include a ban on agency funds being 
used to support Reagan-Udall in 2012. I understand that in the ab-
sence of such a funding prohibition, the agency is required to direct 
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funds to the foundation, but no funding was included specifically 
for the foundation. Can you tell me where these funds were di-
verted from at the agency and how much money are we talking 
about?

Dr. HAMBURG. Well, we have not yet transferred any funds or 
made a final determination about the size of those funds. We were 
given a range, but we do think it is important for them to have 
some core support for the Reagan-Udall Foundation. I think that 
we have an opportunity with appropriate safeguards in terms of 
criteria for who they get money from and what kinds of—or who 
the Reagan-Udall Foundation gets money from and how it is used, 
but to make a real difference and to have it serve as an adjunct 
to the FDA mission in terms of important research, consortiums, 
and activities. So that money would likely come from— 

Ms. DELAURO. It is going to come from agencies. 
Dr. HAMBURG [continuing]. It would—— 
Ms. DELAURO. Where? Can you tell us where you are thinking 

about having this money come from? 
Dr. HAMBURG. I am thinking about taking it from monies in the 

Office of the Commissioner. 
Ms. DELAURO. And I do not know how much we are talking 

about. Do you have an idea of how much money we are talking 
about?

Dr. HAMBURG. You know, I might be wrong, but was $500,000 to 
$1.25 million. 

Mr. KINGSTON. Yes, it has a cap on it. 
Dr. HAMBURG. Yes. 
Ms. DELAURO. Okay. Does the foundation staff have any par-

ticular FDA expertise that sets them apart from existing founda-
tions or nonprofits? If not, should we guarantee them funds in this 
area of limited agency resources when other well-qualified founda-
tions and nonprofits have to compete for federal funds? 

Dr. HAMBURG. I mean Reagan-Udall Foundation is obviously a 
unique entity in terms of its goals and objectives of supporting the 
mission of FDA. It is set up in a way that is quite similar to the 
NIH Foundation or the CDC Foundation, but I think we have more 
safeguards and firewalls, Reagan-Udall Foundation has put more 
in place, because of the fact that FDA is a regulatory agency and 
really, you know, more scrutiny and transparency with respect to 
where the money comes from and what it is used for, but we do 
think that it has the potential to really benefit FDA in critical 
ways and in ways that I do not think—— 

Ms. DELAURO. We cannot get these—— 
Dr. HAMBURG [continuing]. Another kind of foundation could do. 
Ms. DELAURO [continuing]. We cannot get these other—we can-

not get these—this talent or this information from anything that 
currently exists? There is a uniqueness about— 

Dr. HAMBURG. I think it would play a unique role. I really do. 
Ms. DELAURO. Well, I would be interested to know what that 

unique role is. I will be very honest with you, I have never been 
able to figure out the uniqueness of the Reagan-Udall Foundation 
and how it is—you know, we are creating another effort here when 
there is an NIH Foundation or other places in which it seems to 
make—
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Dr. HAMBURG. My hope, and we are starting to see this in terms 
of some of the projects that they are taking on, that they will really 
be able to do collaborative—sponsor collaborative research and 
other activities that really reflects critical needs and gaps in FDA 
knowledge or programs that is not related to any given product 
that would come before us, but it is related to the knowledge that 
we need to have modern and truly—— 

Ms. DELAURO. I understand that and I am all for knowledge and 
for—but I am wondering if the knowledge is not in already existing 
foundations or nonprofits to get that information rather than some-
thing that is specifically laid out that—you know, and I am not a 
scientist. I do not—— 

Dr. HAMBURG. I think they are addressing—— 
Ms. DELAURO [continuing]. Have the answers. 
Dr. HAMBURG [continuing]. That, but I would be happy to discuss 

this more—— 
Ms. DELAURO. Great. 

510K PROCESS

Dr. HAMBURG [continuing]. With you and especially as we are 
starting to stand up projects, you know, maybe be able to show you 
how there is, you know, really a unique and vital contribution. 

Ms. DELAURO. And for the record, we will get a number of ques-
tions including the 510(k) process in terms of medical devices and 
when we are going to see something and how they relate to the 
IOM findings. 

Dr. HAMBURG. Okay. Great. 
Ms. DELAURO. Thank you very, very much. 
Dr. HAMBURG. Thank you. 
Ms. DELAURO. Thank you, Dr. Hamburg. 
Mr. KINGSTON. Thank you, Ms. DeLauro. 
And I wanted to mention one other thing on food safety because 

I know it is a passion of yours, Mr. Farr, but the funding on FDA 
food safety from 2008 to present has gone from $508 to $866 mil-
lion, a 70 percent increase, and I know that the mission has in-
creased, but the number of employees have gone from 2,614 to 
3,684. However, while I sit here and think about some of the dupli-
cations that, you know, often pop up between federal agencies, you 
do have some potential duplications of what you do, what CDC 
does or USDA or HHS, and if there are duplications that we can 
identify that could be eliminated, then that money could actually 
be redirected to food safety and I think that would certainly be 
something that maybe we could talk about. 

RECALLS

Ms. DELAURO. I think we can. I think one has to have a very 
fundamental understanding of the priority in these areas and I be-
lieve that you do and I certainly know that Mr. Farr does as well, 
both of you, but you have got the issue—you have got FDA recalls 
class I by center, you take a look at CFSAN, which has a responsi-
bility here and therefore, when we are taking a look at the alloca-
tions in this area, we need to be thinking not just, you know, about 
how all these—but where the needs are and that is the point that 
I would make—— 
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Mr. KINGSTON. Yes. 
Ms. DELAURO [continuing]. Because I think that is a critical mis-

sion here of this agency. 
Mr. KINGSTON. All right. 
Well, we are adjourned ’til 2 o’clock this afternoon and we want 

you to come back because we know you enjoyed it. We have the IG 
this afternoon. 

Mr. Farr, do you have any comments? 
Mr. FARR. I am good. 
Mr. KINGSTON. Okay. With that, we stand adjourned. Thank you. 
Dr. HAMBURG. All right. Thank you very much. 
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THURSDAY, MARCH 8, 2012. 

DEPARTMENT OF AGRICULTURE—FOOD SAFETY AND 
INSPECTION SERVICE 

WITNESSES

ELISABETH A. HAGEN, UNDER SECRETARY FOR FOOD SAFETY, DE-
PARTMENT OF AGRICULTURE 

ALFRED V. ALMANZA, ADMINISTRATOR, FOOD SAFETY AND INSPEC-
TION SERVICE, DEPARTMENT OF AGRICULTURE 

MICHAEL YOUNG, BUDGET OFFICER, DEPARTMENT OF AGRICULTURE 

INTRODUCTION OF WITNESSES

Mr. KINGSTON. The committee will come to order. And I am going 
to abbreviate my opening statement, but certainly want to welcome 
the Food Safety and Inspection Service and Dr. Elisabeth Hagen, 
the Under Secretary for Food Safety, Mr. Al Almanza, the Adminis-
trator for Food Safety and Inspection Service, and Michael Young. 

And I will yield to Mr. Farr. 

OPENING STATEMENTS

Mr. FARR. Well, Mr. Chairman, I will just waive. I will put in the 
record the remarks. But I just want to say I want to thank you for 
coming. This is a very important hearing, and you are a very im-
portant department in the Department of USDA because you have 
a heavy responsibility. 

If you fail, the consequences are dire consequences, and it can 
lead to loss of life. So we take this hearing very seriously and ap-
preciate you coming. We will have a lot of questions. I look forward 
to your testimony. And I will put my remarks in the record. 

[The information follows:] 
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Mr. KINGSTON. Ms. DeLauro, do you have any statements, or do 
you want to recognize anybody here today? [Laughter.] 

Ms. DELAURO. Thank you very much, Mr. Chairman. Thank you. 
And obviously, I wanted to welcome Dr. Hagen and Mr. Almanza 
and Mr. Young. And it is great to have you before the committee. 

But I want to say a particular hello, if you do not mind, to Brian 
Ronholm. We spent a number of years together. And I did ask him 
about Nick, who is doing fine, and he is 8 years old. So it is won-
derful to really have you all here today. 

And I would concur with Mr. Farr. The work that you do is so 
critically important, and it is about life and death. There are a lot 
of agencies at the Federal level, but this is one that is particularly 
critical and important. 

And really delighted to have you here today, and look forward to 
the testimony and to questions, and to working closely with you, 
obviously, on all that we agree with and on some issues in which 
we have questions. And none of that gets in the way of our incred-
ible sense of support and advocacy for the good work that you do. 
Thank you. 

Mr. KINGSTON. And Mr. Almanza has a statement, and he has 
submitted it. 

[The information follows:] 
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Mr. KINGSTON. And so Dr. Hagen is going to give hers, and with 
that, I will yield to Dr. Hagen. 

OPENING STATEMENT

Dr. HAGEN. Thank you, Mr. Chairman and Ranking Member 
Farr and other members of the subcommittee. I am Dr. Elisabeth 
Hagen, the Under Secretary for Food Safety at the USDA. With me 
today is Al Almanza, the administrator for the USDA’s Food Safety 
and Inspection Service. And I am pleased to be here with you today 
in support of the President’s fiscal year 2013 budget request for 
FSIS.

In 2011, FSIS released a five-year strategic plan, and this plan 
is centered around three strategic themes: preventing foodborne ill-
ness, empowering people and strengthening infrastructure, and un-
derstanding and influencing the farm-to-table continuum. 

Our first theme, preventing foodborne illness, is achievable by 
maximizing industry compliance, educating consumers on safe food 
handling, strengthening collaboration, and ensuring that inspection 
aligns with risk. We have been particularly successful in protecting 
consumers from E. coli O157:H7. Largely because of FSIS policies, 
illness rates from this deadly pathogen have dropped nearly 50 per-
cent, and this Healthy People 2010 national health objective has 
been achieved. 

However, as long as one in six Americans is at risk from their 
food, we have work to do. Our successes in targeting O157 as well 
as Listeria lead us to believe that we can make similar strides 
against Salmonella and other pathogens. 

We are taking steps to encourage industry to reduce the preva-
lence of pathogens. Some examples of this include the implementa-
tion of stricter Salmonella and new Campylobacter performance 
standards, the expansion of the Salmonella Initiative Program, and 
our new policy on non-O157 STECs. 

Another way that we fight foodborne illness is through public 
education and outreach. In June 2011, FSIS launched a national 
multimedia campaign with HHS to help families prevent food poi-
soning. The Food Safe Families campaign urges consumers to re-
member four key steps to food safety at home, to clean, separate, 
cook, and chill. 

Through our partnership with the Ad Council, we have reached 
millions using relatively few resources. We also continue to 
strengthen collaboration with our food safety partners, and in Jan-
uary, we signed an MOU with FDA to share all public health infor-
mation that we collect. 

We continue to think of innovative ways to improve food safety 
inspection. In that spirit, FSIS has announced a proposed rule, 
Modernization of Poultry Slaughter Inspection, which streamlines 
inspection in young poultry slaughter establishments and, more im-
portantly, facilitates the reduction of pathogen levels in poultry. 

This proposed system redirects FSIS personnel to food safety-re-
lated tasks, and it will reduce product contamination and will re-
duce illnesses by at least 5,200 annually. It will also save tax-
payers an estimated $90 million during the first three years after 
implementation, and will lower production costs for the poultry in-
dustry by at least $256 million annually. 
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As a regulatory agency accountable to people who are both con-
sumers and taxpayers, FSIS is working to identify ways to stream-
line and consolidate, but not at the expense of our food safety goals. 
In order to do this, we are strengthening infrastructure and em-
powering employees with the tools that they need for success. This 
is our second strategic theme. 

Last year’s launch of the Public Health Information System is a 
key to this strategic theme. PHIS is a system which collects, ana-
lyzes, and predicts key data about public health trends and food 
safety violations throughout the country. 

As with any undertaking of this magnitude, PHIS implementa-
tion has had its challenges, but the domestic component has now 
been successfully implemented. We have the ability to search and 
survey information in near-realtime rather than look in separate, 
unsearchable databases and paper documents. 

The final strategic theme is to understand and influence the 
farm-to-table continuum. As you know, contamination can occur 
anywhere—at the farms where animals are raised, at the slaughter 
and processing establishments that FSIS regulates, and on cutting 
boards across America’s kitchens. 

We do not seek an increase in appropriated funding or expansion 
of our regulatory jurisdiction, but we know it is important to spon-
sor the conversation among a broad group of stakeholders about 
pre- and post-harvest food safety. We all have a stake in this, and 
we should together engage in a comprehensive, honest, and 
thoughtful conversation about how to truly make food safer. 

As you know, after he took office, the President created the Food 
Safety Working Group. In doing so, he challenged us to create 
meaningful metrics to measure progress in reducing illnesses, hos-
pitalizations, and deaths. We have made progress in doing just 
that. One of our key corporate performance measures at FSIS now 
is a reduction in illnesses attributable to the products that we reg-
ulate.

While measuring food safety success is something that we strive 
for, our greatest successes are often what does not happen. How do 
you measure a product that was not contaminated and a recall that 
did not happen? These things can be difficult to measure, but are 
just as important to our success. 

So I want to recognize the FSIS employees who work every day 
to improve our food supply—ensuring the humane treatment of 
livestock, identifying regulatory violations, using science to detect 
unsafe product, solving outbreaks, and educating consumers. This 
seemingly routine work constitutes an awful lot of our success. 

Guided by the strategic plan, we are inspired to work together 
as one team toward a common goal, preventing foodborne illness. 
So thank you all for your support in ensuring the safety of meat, 
poultry, and processed egg products, and for this opportunity to be 
with you today. And I look forward now to answering your ques-
tions.

[The information follows:] 
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FSIS STRATEGIC PLAN

Mr. KINGSTON. Thank you very much, Dr. Hagen. And I am glad 
that you started out talking about the strategic plan, and I just 
wanted a little bit of clarification because sometimes you never 
know, with the subtleties of this town, but the administrator has 
a statement on the plan, but you do not. And I was wanting to find 
out, is there anything that we need to read into that? Do you own 
it, or does he own it, or are you enthusiastic about it? 

Dr. HAGEN. Yes. Thank you for the question, Chairman. As with 
everything that we are doing, we own it together. Al and I are a 
team. This entire group behind me is a team. And this process 
started not long after I came into the job in the fall of 2010. We 
wanted to take a fresh perspective on things, and the most impor-
tant thing to us was to make sure that everybody in our organiza-
tion got it and could see themselves clearly aligned in their work 
every day with the mission that we have. 

And so the fact that there is no statement in there from me cer-
tainly does not reflect anything about whether I am behind it or 
not. I am absolutely behind it, and everything that Al is doing. 

GOVERNMENT-WIDE STRATEGIC PLAN

Mr. KINGSTON. Now, one criticism from the GAO has to do with 
a government-wide strategic plan. And while you rightfully have 
outlined a good strategic plan, it is still for only one Agency. And 
so I do not know if the GAO would be satisfied with it. What is 
your reaction to that? Does this take care of their criticism, do you 
think? Because you—— 

Dr. HAGEN. Well—go ahead, sir. 
Mr. KINGSTON [continuing]. Would be in the lead, I suppose. 
Dr. HAGEN. We actually did have a chance to discuss this plan 

with GAO recently, and I think they were impressed with the di-
rection that we are taking. Having a government-wide strategic 
plan has its challenges, I think. FDA and the other agencies in-
volved in food safety operate under different statutes, within dif-
ferent statutory constraints, and there are limitations to what we 
can do. 

But that is what the Food Safety Working Group is about. That 
is what the collaboration that we have been engaged with FDA is 
all about. I think that collaboration is at an all-time high. I think 
that we share a lot of common goals. Some of them are laid out 
very specifically. 

We share a priority goal in Salmonella reduction, for instance. 
We have made foodborne illness attribution a shared priority and 
put resources behind that. So there are a lot of places where we 
can collaborate and we can agree on common goals. But to this 
point, we do not have a government-wide performance plan, per se, 
on food safety. 

SALMONELLA ILLNESSES

Mr. KINGSTON. On Salmonella, 1.3 million illnesses, according to 
the CDC. And do you know how many of those would be from 
FSIS-related products that you could say you have jurisdiction over 
them?
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Dr. HAGEN. I think we do have that number. I do not have it 
with me today, Chairman, but we can certainly get back to you on 
it. One of the things that we look at as one of our most important 
measures is what we call our all-illness measure. 

So we look not just at salmonella, but we look at Salmonella, Lis-
teria, and O157 from all the products that we regulate. And we 
have a goal of reducing from somewhere around 494,000 attrib-
utable illnesses in fiscal year 2011 to around 391,000 attributable 
illnesses by the end of fiscal year 2013. But we can get you that 
specific pathogen information. 

[The information follows:] 
The number of Salmonella illnesses from FSIS-regulated products is approxi-

mately 440,000 for FY 12. We calculated this by using case-rate data from CDC of 
the number of domestic, foodborne illnesses per 100,000 people, then use other CDC 
data to determine the fraction of those illnesses that come from FSIS-regulated 
products. Finally, we apply additional factors such as U.S. population and pub-
lished, peer-reviewed scaling factors (Scallan, et. al., 2011) to come up with our final 
estimate. These numbers demonstrate that we have not been meeting our targets 
so far. Salmonella is the main reason we are not meeting our All Illness targets, 
which is the reason why that particular pathogen is such a high priority for us. It 
is important to note, however, that we continue to work closely with our food safety 
partners at FDA and other agencies to seek ways that we can reduce this and all 
foodborne illnesses. 

Mr. KINGSTON. And then if there would be some gaps, we would 
probably want to know, outside of your jurisdiction, who is sup-
posed to be stepping forward and if they are moving in the same 
direction that you are. 

EDUCATIONAL OUTREACH

On Check Your Steps, the goal is to go from a 75 percent con-
sumer participation to 79 percent, and you are using radio and 
internet and all kinds of public information systems. What do you 
think is keeping people from moving in the right direction? They 
just have not heard the message, or laziness, or—and how many 
people are we talking about, going from 75 percent to 79 percent? 
Do you have a number on that? 

Dr. HAGEN. Well, I certainly do not think that what is preventing 
people from practicing these behaviors is laziness. I think people 
have heard these messages before, but we realize that they are not 
processing them for whatever reason. 

People get a lot of information, and one of the things that we did 
when we designed this campaign was try to find a way that we 
could break through the hundreds and thousands of messages that 
people seem to receive in a week, so to do it in a way that would 
be eye-catching. 

I think part of it is raising awareness. I think when you tell a 
mom that one in six people get sick from the food that they eat, 
that 3,000 people will actually die from foodborne illness, I do not 
think people are aware of those kinds of statistics. So part of it is 
raising awareness. I think part of it is making people believe that 
this is doable, that there are simple steps that can be taken to help 
reduce your risk. 

So I think what we are doing here is innovative, and I think it 
is the right direction to be on. We have a lot of metrics that we 
are looking at in terms of success for this campaign, and we can 
certainly get those for you for the record. 
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Some of the other things that we look at are, how many people 
are talking about food safety? How many people are now going to 
the fulfillment website, foodsafety.gov? Or how many people are 
using our online databases and resources since we launched this? 
And we have seen really a very impressive increase in the traffic 
to those types of tools. 

Mr. KINGSTON. Yes. My time is up, but I think we would be in-
terested in knowing where you get the most bang for your buck. 

[The information submitted by USDA follows:] 
Perhaps the best example is USDA’s joint national multimedia campaign with 

Health and Human Services (HHS) to help families prevent food poisoning: /the 
Food Safe Families—Check Your Steps campaign. Our partnership with Ad Council 
has enabled us to reach millions of consumers using very limited resources. We esti-
mate that the initial multimedia news release, in English, and Spanish, launched 
on June 28, 2011, reached more than 26 million consumers by the end of FY 2011. 
Broadcast coverage, including the Satellite TV and Radio media tour, resulted in 
more than 200 segments reaching more than 13 million people. As a result of the 
campaign launch, traffic to FoodSafety.gov, the campaign fulfillment site, increased 
significantly, from 85,000 visitor sessions in May 2011 to more than 92,500 within 
the campaign’s first month, and more than 146,000 in August. FSIS’s virtual rep-
resentative, Ask Karen, saw page views increase from 4,133 views per month to 
29,717 views less than two months after the campaign was launched, an increase 
of 619 percent. The Check Your Steps campaign videos on YouTube were viewed 
12,560 times during the two months after the campaign launch. 

Mr. Farr. 
Mr. FARR. Thank you, Mr. Chairman. 

LABELING RULE FOR ADDED SOLUTIONS

I am impressed that you are wanting—and I represent a lot of 
the fresh vegetables in the Salinas Valley, and the Leafy Green 
Marketing Order, and all the concerns they have had. I find that 
the industry, particularly that industry when it comes to growing 
all fresh stuff, that they are very interested in working with the 
regulators to make sure that it works. 

And we will never have enough Federal inspectors to inspect ev-
erything. We have in California the County Agricultural Commis-
sioners and Sealers Association; each county in the State has these 
professional folks who are the—they are the government of agri-
culture and in consumer protection as weights and sealers officials, 
empowered by law to do all the inspections. 

They are concerned and talked to me about essentially the added 
solutions to chicken, added liquids, which represent a high percent-
age of product weight. And they petitioned the Department some 
time ago to revise the rule because they have determined in a Cali-
fornia study that an estimated $246 million in solutions are added 
to ready-to-cook poultry. 

And assuming that California is approximately 12 percent of the 
U.S. market share, the nationwide impact is projected to cost about 
$2 billion annually for just the added solutions for the weight. And 
they are required under the California Business Professions Code 
to inspect and provide equity in the marketplace. 

And so their petition to you—and I think you are in the process 
of revising the rule. And I understand that you have issued a pro-
posed rule to provide more accurate labeling requirements on pack-
ages of poultry and meat products that fully informs consumers of 
the contents of the package, including the fluids. 
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We find in this committee that people are very concerned about 
value cost. What am I buying for my buck? And we think this la-
beling would be very important now that people do not have as 
much money to spend. 

So could you tell me when you are going to issue the Final Rule? 
Dr. HAGEN. Thank you for the question, Congressman. Yes. The 

comment period for that rule closed in January, and we did receive 
a lot of comments because, as you say, people are, I think, more 
concerned than ever about what is in their food and what they are 
buying, and what they are getting for what they are paying for. 

So we are in the process of analyzing the comments. And then 
when we finish those, we will move on to the next step in the rule-
making process. 

Mr. FARR. Just roughly, when does that occur? When does the 
end come and the rule gets proposed? I know the industry is not 
going to like those changes, but consumers will. 

Dr. HAGEN. We never want to put a strict timetable on how long 
it is going to take with notice and comment rulemaking. But we 
do have somewhere over 800 comments that we need to analyze at 
this point. So that can take 60 days; it can take longer. So we are 
not making—— 

Mr. FARR. But it is going to be done this year? 
Dr. HAGEN. That is our intent. 
Mr. FARR. Well, by the end of this year. 

COORDINATION WITH THE FOOD AND DRUG ADMINISTRATION

Let me also ask you, on page 5 of your testimony, you mention 
the memorandum of understanding that you signed with FDA in 
January of this year, sharing on foodborne contaminants and ill-
ness. And on page 5 of your testimony, you mention the Food Safe-
ty Modernization Act calls for increasing coordination and consulta-
tion with FDA and FSIS. 

Could you discuss your hopes for the MOU, and also what work 
has been done since the passage of the Food Safety Modernization 
Act to improve coordination and consultation between your Agency 
and FDA? 

Dr. HAGEN. Surely. Thank you for the question. The MOU is im-
portant. There have been, I think, sometimes sort of structural and 
bureaucratic reasons, things that get in the way of information- 
sharing between two Federal agencies when it ought to be more 
simple than that. 

Sometimes there are concerns about commercial confidential in-
formation, things like that. But this really aims to break down 
those barriers because we all ought to be working together, particu-
larly when it comes to issues of public health. 

The MOU was signed, incidentally, not only between FSIS and 
FDA but other mission areas within the USDA as well. So it is 
really an effort to share information broadly across the board. 

And as far as our collaboration with Food Safety Modernization 
Act implementation, as you said, the legislation does call for a lot 
of consultation with the Secretary of Agriculture, a lot of collabora-
tion on the work. We have worked with them on developing their 
preventive controls, on really a lot of different pieces of that imple-
mentation. And that is going to continue as well. 
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Mr. FARR. Have you done anything since you signed the MOU? 
I mean, has there been any product of that, or just organizing 
the——

Dr. HAGEN. We actually just finalized it in January, so we have 
not had a chance to take any new steps since it has been signed. 
But I think it is going to be really good for all of us. 

Mr. KINGSTON. The gentleman’s time has expired. 
Ms. DeLauro. 

E. COLI VARIANTS

Ms. DELAURO. Thank you again, Under Secretary. We are 
pleased to have you here. And I will just say one more word about 
Brian. We loved your work for me, and I know you are doing great 
work for the Secretary as well. I mean that. 

I am going to try to do two questions in this round. One has to 
do with STEC and E. coli, and the other with regard to HIMP. So 
I am going to try to be brief, and I will ask you to do the same. 

I was encouraged by the announcement last year that testing for 
the big six E. coli types we know to be as dangerous as O157:H7 
and meeting the legal definition of an adulterant, would be re-
quired. Though I was disappointed in the delayed implementation, 
I am glad that you are moving forward with implementation as 
soon as possible. 

Can you tell me about the science that confirms the label of 
adulterant for these pathogens in ground meat? How did the Agen-
cy reach the decision to require testing for these six? 

Dr. HAGEN. Sure. Thanks for the question. You know, when we 
started out, we looked at whether we can and should see these 
pathogens in the same way that we see O157:H7. And the case law 
in that instance points us toward a couple of key factors, things 
like the fact that they are resistant to what we call everyday or 
normal cooking; they have a heat resistance issue. A very low infec-
tious dose is required to make people sick, and make people very 
sick.

These are the types of things that we looked at from a legal 
basis, and also through our risk profile, at whether we could con-
sider them and should consider them in the same way that we do 
a O157:H7. We are very confident in the science—— 

Ms. DELAURO. In the science basis of this effort? 
Dr. HAGEN. Yes. 

HACCP-BASED INSPECTION MODELS PROJECT

Ms. DELAURO. Let me move to HIMP. On January 7th, the Agen-
cy published a proposed rule related to poultry slaughter inspec-
tion. I understand that some see this as a step forward in modern-
izing meat and poultry inspection, and I look forward to working 
with you to ensure that we modernize this antiquated system while 
improving food safety and ensuring worker safety is protected. 

Was the risk assessment for the HIMP rule peer-reviewed? If so, 
if you can provide my office with that review, the reviewer, feed-
back, and how FSIS addressed that feedback. Central to HIMP is 
the reduction of inspectors in the facility and the ability to increase 
the line speed before the chiller, up to 175 chickens a minute. 
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The Agency has indicated that expanding the HIMP model to 
allow all poultry plants will prevent 5,200 illnesses per year. If you 
can explain how that figure was calculated, specifically what the 
Agency expects to happen to illnesses associated with 
Campylobacter in HIMP plants. I understand that the study in-
cluded in the proposed rule has not been started and will take one 
year to complete, plus there appear to be difficulties in confirming 
plant participation. 

A couple of additional questions. Why should participation in this 
study not be required for plants that opt to transition to HIMP? 
And is FSIS prepared to wait until this study is conducted and the 
data is in before imposing this new rule? If FSIS is not prepared 
to wait until this data is available, how are you going to integrate 
NIOSH’s findings? 

Dr. HAGEN. Thanks. I will try to get to as many points as I can, 
and give you the rest for the record. 

Your question on peer review, yes. The risk assessment was peer- 
reviewed. And I think, just to try to address all of it at once, this 
rule is about food safety, and it is about modernizing. The commit-
ment that I made when I came into this job was that we would 
look at the way we do things and we would find ways to do them 
better than we have done them before. And that is what this is 
about. It is, first and foremost, about safer food and safer con-
sumers.

You know, as far as the line speed issues, we are, I would say, 
going outside of our statutory mission to look at the impact on 
worker safety. Our first concern is food safety, and if we have the 
opportunity to modernize the system to produce safer product, we 
will do that. 

But we are concerned about unintended consequences that might 
occur because of this modernization. And that is why we have 
partnered with the National Institute for Occupational Safety and 
Health—NIOSH. We have been in discussion with the Occupa-
tional Safety and Health Administration—OSHA—and we are 
going to take these findings very seriously. 

As you know, we did submit a line speed report to Congress in 
2010 in which we looked at all of the available data on line speed 
and worker safety. And we were not able to conclude at that time 
that there was any increased risk to workers at that time. 

But it is important that we look at this, and—— 
Ms. DELAURO. 5,200 illnesses per year? 
Dr. HAGEN. Yes, ma’am. 
Ms. DELAURO. How was that calculated, and how are you going 

to deal with Campylobacter? 
Dr. HAGEN. Right. So that is—— 
Ms. DELAURO. Because that is going up. That is increasing. 
Dr. HAGEN. Yes. 
Ms. DELAURO. Salmonella is going down, but Campylobacter is 

going up. 
Dr. HAGEN. So 5,200 illnesses a year, that figure comes from the 

risk assessment itself. When we looked at this rule, we looked at 
it from a common sense standpoint, having people focused on the 
things that matter most in food safety in 2012. 
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We looked at our experience with the HIMP model in which we 
have plants performing better than they are performing in the non- 
HIMP style in terms of product contamination rate and meeting 
performance standards. And then we had a peer-reviewed quan-
titative risk assessment that actually looked at specific public 
health impacts when we moved people off line and focused them on 
these critical verification activities. 

So that is where the 5,200 comes from. About 4,200 of that is sal-
monella, and about a thousand of that is Campylobacter. 

Mr. KINGSTON. Your time has expired. 
Ms. DELAURO. If I can just ask—I would like to get the peer re-

view material. And then, really, because there was a study asked 
for in 2005 with regard to integrating NIOSH, et cetera, that, as 
far as I know, has never been done. 

So I am anxious to get the information on how we are really 
going to integrate NIOSH, and your view as to whether or not we 
should wait until the study is conducted before we impose the rule, 
and shouldn’t we be requiring plants before they opt into this to 
participate in the study. I understand there is only one plant that 
has agreed to participate in the study. So we need to figure out 
how we can do this. 

Thank you, Mr. Chairman. 
Dr. HAGEN. Sure. We will get that for you. 
[The information follows:] 
The updated FSIS Risk Assessment for Guiding Public Health-Based Poultry 

Slaughter Inspection is published at: http://www.fsis.usda.gov/science/ 
risklassessments/index.asp.

It is important to note that the 2005 GAO report you reference was aimed at 
OSHA, and recognized that FSIS’s role should properly be aimed at verifying food 
safety. Although that report did not discuss NIOSH, we are nonetheless working 
with NIOSH as we implement poultry slaughter modernization. The GAO report can 
be found at: http://www.gao.gov/assets/250/245042.pdf 

Ms. DELAURO. Thank you. 
Mr. KINGSTON. Mr. Nunnelee. 

FSIS EMPLOYEE ILLNESSES

Mr. NUNNELEE. Thank you, Mr. Chairman. Thank you for being 
here. Probably more importantly, thank you for the work that you 
do. If anything, I think Americans probably take you for granted. 

I have got to confess I am a freshman here, and there are times 
I deal with agencies and find us talking about how to do something 
better or how to do something more efficiently, and I find myself 
asking the question why are we even doing this thing at all, but 
I do not have that question with your agency. I think you perform 
a very vital service to Americans. I want to thank you for it. It is 
one of those things we do not notice or appreciate until we see 
headlines somewhere. 

But I guess I want to start with talking about your employees, 
particularly those that are out there in the field. They are doing 
really some of the dirty work that has to be done in order to have 
a safe, reliable food supply. But in the process, they are going to 
be exposed to Salmonella and E. coli and a lot of other foodborne 
illnesses.

So I guess how often do those employees have an adverse reac-
tion as they come in contact with some of these things? 
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Dr. HAGEN. Do you want to take that question? 
I am going to defer that to Mr. Almanza. 
Mr. ALMANZA. Being that I started my career working on the 

slaughter line, I think I can speak to that. Our front line inspectors 
are our most valuable tool. I will say that right up front, our in-
spectors that stand on the slaughter line, be it poultry and/or red 
meat, but it is not as if they start that job every single day, and 
so they know the routine of how to avoid those types of situations. 
I mean, it is one of those things that when you work on the slaugh-
ter line every single day, you understand there are certain things 
you do. You wash your hands as you do in any type of food han-
dling business. 

So it is not as significant as it appears from the outside. 
Mr. NUNNELEE. Do you ever use the sickness of an employee as 

an indicator of a potential outbreak? 
Mr. ALMANZA. I do not know that we have ever crossed that 

bridge to this point, but whenever our employees or company em-
ployees have a communicable disease, they are not allowed to work 
in the establishment. 

Mr. NUNNELEE. I am not worried about them having a disease 
getting into the food. It is more if there is disease in the slaughter 
process that they contracted and that is an indicator that there is 
a problem with what they are inspecting. 

Mr. ALMANZA. No, I do not recall us having that problem as of 
yet.

CATFISH RULE IMPLEMENTATION

Mr. NUNNELEE. All right. Let me move to catfish. A couple of 
weeks ago my colleague, Representative Aderholt, asked Secretary 
Vilsack about the status of the proposed rule to determine the defi-
nition of catfish. I understand the rule is still pending with OMB. 
The 2008 Farm Bill was pretty clear asking that the program be 
completed within 18 months of passage, and here we are in 2012, 
and we still do not have a definition of catfish. 

So can you give me some kind of timeline as to when we are 
going to have that completed? 

Dr. HAGEN. Thank you, Mr. Nunnelee. I thought you might ask 
a question about catfish. 

The rule is actually not with OMB any longer. The rule was pro-
posed, and we are in the process of analyzing the comments at this 
point. There are a lot of comments as you will recall. There was 
a lot of vigorous debate about this entire issue, and particularly 
about the definition of catfish. So we are still in the process of ana-
lyzing the comments, and then we will move forward with a final 
rule when we are done with that process. 

Mr. NUNNELEE. Under what kind of time line? 
Mr. ALMANZA. I cannot guarantee you a timeline. I would expect, 

you know, we are looking to hopefully have the program begin to 
implement in fiscal year 2013. 

Mr. NUNNELEE. I think that has got it. Thank you. 
Mr. KINGSTON. Mr. Graves. 
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FSIS EMPLOYEE COMPENSATION

Mr. GRAVES. Good morning, Dr. Hagen. I want to bring to your 
attention and maybe get some clarification of an issue I received 
from a constituent. As you know, I am a free market guy, and I 
believe individuals should be able to purchase beef from wherever 
they choose, however they choose, certainly as long as it is safe. 
And a glaring issue that has come up in my district, and it was 
brought to me from a constituent and I am sure it is not limited 
to the State of Georgia, and this is a small, all natural beef pro-
ducer. He uses two different USDA inspected processors, and their 
cost of doing business shoots up dramatically many times or it is 
inhibited each day when there is a federal holiday, and as it relates 
to the pay. 

Now, our Commissioner of Agriculture, Gary Black, he does a 
great job of making sure that Georgia Agriculture stays on the cut-
ting edge, and he has made an effort to rehire fully qualified in-
spectors that are retired in order to provide inspection services dur-
ing the normal 40-hour week. 

But it is my understanding when these or any other inspector 
works hours that are outside of the normal 40-hour week or during 
a federal designated holiday it is the processor that gets billed for 
that overtime, even if the inspector involved has not worked 40 
hours.

Is there truth to that or how does that work? Maybe you could 
help explain that. 

Dr. HAGEN. I am going to defer that question to Mr. Almanza if 
I may. 

Mr. GRAVES. Sure. 
Mr. ALMANZA. The way our system works is an establishment 

gets eight hours of free inspection per day, which comes out to 40 
hours per week. Some establishments choose to work ten-hour 
days, and so they get Monday through Thursday, ten hours a day. 
Some do the five days, but any time outside of those free hours of 
inspection, the establishment is billed be it for a quarter hour all 
the way up to four hours a day. 

Mr. GRAVES. So is there a case in which an inspector works on 
a federal holiday, but has not worked any other hours during a 
week, and that would be charged as overtime to the processor? 

Mr. ALMANZA. I would say that that could be the case, though 
normally the inspector has to be on duty the day prior to the holi-
day in order for them to be eligible to work on the holiday. Other-
wise, the person that is assigned to that position during the week, 
that would be the person that would be assigned to that position. 

Mr. GRAVES. So it is possible then that somebody is being billed 
for overtime when the inspector has, in fact, not worked 40 hours. 

Mr. ALMANZA. Just hypothetically, if the inspector was on annual 
leave, say, they were on vacation and they were willing to return 
to work for that holiday and the person that was assigned to that 
position did not want to work, then, yes, hypothetically, yes, that 
could happen. 

Mr. GRAVES. The reason I am bringing this up, I mean, our job 
as appropriators right now is to look for where we can save Amer-
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ican taxpayers money, and every dollar that I see in your budget, 
I see it as coming out of the pockets of taxpayers. 

But then there is also the side of the business community and 
the economy itself, and what are the barriers to these small busi-
ness owners doing better. 

In your opinion, is there an opportunity in which these small 
business owners should not have to pay for overtime when, in fact, 
an inspector has not worked overtime? They just happen to work 
on a day that was designated by the Federal Government to be rec-
ognized as a certain day when, you know, Americans all across the 
country are still working on that day. They are not getting paid 
overtime.

Just thinking about the small business owner and the growing 
amount of bureaucracy that is placed on him, and now I see an ad-
ditional cost that may be hurting their business or preventing them 
from being more successful. 

Mr. ALMANZA. Regardless of who works that assignment, they 
are going to be billed, and I understand your line of questioning, 
but what we try to do is we try to share the overtime billing. So 
if multiple establishments are working, one establishment is not 
billed for eight hours, say, if there are other establishments that 
that inspector is in charge of overseeing. 

So they split it up depending on the number of establishments, 
but to your question, I mean, that is the way the system works, 
is that they are going to be billed for the time that they work on 
be it a holiday or a weekend. 

Mr. GRAVES. And can you direct me to where that derives from? 
Is it law? Is it a rule? Is it labor laws? I mean, where does that 
occur that overtime pay can be paid to somebody that has not 
worked 40 hours? 

Mr. ALMANZA. I do not know exactly, but I will submit it for the 
record.

[The information follows:] 
As set out in the Code of Federal Regulations on Overtime and Holiday Inspection 

Service, 9 CFR 307.5 and 9 CFR 381.38, establishments, importers, and exporters 
are required to reimburse FSIS for the cost of inspection services furnished on Fed-
eral holidays or for more than eight hours in a day, or for more than 40 hours in 
an administrative workweek. Also, the Poultry Products Inspection Act (21 USC 
468) and the Act of June 5, 1948 (21 USC 695) provide that the cost of inspection 
rendered under this chapter shall be borne by the United States, except the cost 
of overtime and holiday work performed in establishments subject to the provisions 
of this chapter at such rates as the Secretary may determine shall be borne by such 
establishments.

Mr. KINGSTON. Mr. Farr. 
Mr. FARR. Thank you. 
Let me just tell you what I am feeling on the ground, and it is 

beyond just poultry and meat inspection. What is happening in our 
area in California, we have a lot of organic growers and now a lot 
of ranchers who want to follow in the organic movement or at least 
have their grass fed beef that are raised totally on their ranch to 
be able to sell those to local markets and farmer’s markets. 
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ECONOMICS OF SMALL PRODUCERS

The problem is you say, look, down the street guys grow grapes 
and put them in a bottle and put their name on it and can sell it 
to anybody that comes and visits their vineyard. 

My cattle ranch, I have home stays and people come, but I can-
not sell them my beef with my label on them because of the whole 
difficulty and cost of transporting to the slaughterhouse and get-
ting that back. So what we have been trying to do is work with the 
inspectors to see if we could create economy of scale. It is not just 
the slaughtering. It is the packaging as well. 

And there has always been kind of a bureaucracy here, and I 
think part of it was raised, you know, in payment time, overtime, 
but I think it would be really helpful if we could get the attention 
of the department to try to work out something that you could real-
ly develop a linear experience of where we could line it up so that 
it is cost effective to be able to get an inspector to be at a place. 

For example, we have a mobile slaughter, and that seems to 
work, but I am not sure it is an economy of scale that they need 
right now. There are some slaughterhouses in Santa Barbara, Cali-
fornia right now that are going under and others are interested in 
buying them. You know, it’s a whole new movement coming out of 
this sort of what we call the field to fork movement in the vege-
table area, but it is also starting to apply to poultry and to cattle 
where people would like to be able to bring local cattle into the 
local market and have not been able to do so because of the dif-
ficulty of meeting all of the regulatory needs. 

You know, we do not have that many slaughterhouses and pack-
aging companies. So I do not have a specific question other than 
just we would love to work with the department to see if there are 
regulations that need to be looked at and waivers given or even the 
State to come up with an inspection program. 

I know you have certified some States to do the inspections for 
the federals, and it is a whole field that I am very curious about 
working on. 

FEDERAL REGULATIONS VS CORPORATE RULES

And the last thing that I have, and what is happening in the 
fresh vegetable area, and I do not know whether this is happening 
in the meat and poultry, but in the fresh vegetables, when the E. 
coli break came, what we saw is corporate risk managers, essen-
tially the lawyers of the corporation came down and started telling 
farmers how they had to grow. 

We lost the ability to have the federal preeminence in using 
science and regulations to be the trusted entity. So all of a sudden 
growers say, ‘‘You are buying all my lettuce.’’ 

I am McDonald’s. I am buying everything you can grow, but you 
are going to grow it my way, and I do not want that riparian vege-
tation there.’’ 

And the grower says, ‘‘That is federal law. I cannot just go in and 
take that.’’ 

‘‘I want you to put fences up everywhere.’’ I mean, it is not going 
to keep E. coli out. 
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And you see these applications that having been made cost to the 
farmer only because they have to meet that corporate demand be-
cause the Federal Government has lost the ability to say, ‘‘Hey, you 
know, trust us. We are in this field. We regulate, and you do not 
need to go beyond our regulations.’’ 

So I think you are going to continue to see this, the liability of 
health risks and the litigation over it, sort of usurp your authority 
in the field. It is something we have got to work at and be con-
cerned about. 

But that is my observation. 
Mr. KINGSTON. Forty-three seconds. 

DETERMINATIONS OF EQUIVALENCE

Ms. DELAURO. Thank you very much, Mr. Chairman and Mr. 
Farr.

Dr. Hagen, I spoke a bit about this issue with Secretary Vilsack 
when he came before the Subcommittee, and you and I have had 
the opportunity to talk about Chinese poultry products in the past. 
So I continue to be concerned that the outcome of the equivalency 
process has been decided before the audits and reviews have been 
completed.

So a couple of questions here. Is FSIS participating in the re-
cently announced trade mission to China, being headed up by Act-
ing Under Secretary for Farm and Foreign Agricultural Services 
Scuse?

Dr. HAGEN. I do not believe that we are participating in that, no. 
Ms. DELAURO. You are not. Because it is my understanding as 

well that the equivalency decision is a decision that should be 
made by FSIS. What role is the Foreign Agricultural Service play-
ing in the equivalency determination issues related to China? 

Dr. HAGEN. I do not believe that they are really playing a role. 
You know, we are still following the same process that we follow 
for equivalency determination for any country, and in fact, we are 
not at that point yet with China. There are still a number of re-
quirements that need to be satisfied. 

Ms. DELAURO. But I have a copy of a letter. Oh, so it is not mine. 
I will get back to this. 

Mr. KINGSTON. We will get back to it. 
Mrs. Lummis. 
Mrs. LUMMIS. Thank you, Mr. Chairman. 
Ms. DELAURO. Yes, that is fine. Thank you. 
Mrs. LUMMIS. Good morning. 
Dr. HAGEN. Good morning. 
Mrs. LUMMIS. Mr. Young, you have occupied that chair for sev-

eral weeks, and you must be getting kind of tired of this. 
Ms. DELAURO. Never. 
Mr. YOUNG. I appreciate the opportunity. 

DUPLICATIVE PROGRAMS ACROSS AGENCIES

Mrs. LUMMIS. Excellent. Well, as you know I tend to focus on 
those GAO reports on duplicative programs at the Federal Govern-
ment, and one of them discusses creating a single food safety agen-
cy because of the number of redundant agency regulatory schemes. 
For example, the FDA deals with chicken eggs to make sure they 
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are safe, wholesome and properly labeled, whereas the USDA is re-
sponsible for the safety of eggs processed into egg products. 

And as I have said before in these hearings, that just sounds so 
backwards to me. You would think it would be the USDA that 
would be dealing with the whole egg, and it would be the FDA that 
would be dealing with the processed product. So I think that there 
has over time grown to be some sort of bizarre consequences of 
having an FDA and a USDA food safety division of responsibilities. 

So my question is this. I know there is a Memorandum of Under-
standing to reduce duplication across agencies. What steps are laid 
out in that MOA for USDA and FDA? 

Dr. HAGEN. I am not sure if I am clear on exactly which MOA 
that you are referring to, Congresswoman. I am sorry. 

Mrs. LUMMIS. Do you know is there a Memorandum of Under-
standing?

Dr. HAGEN. We have a number of Memoranda of Understanding 
with FDA, including one that we signed recently about sharing of 
information, and then we have other agreements in terms of how 
we work in dual jurisdiction establishments and things like that. 

Mrs. LUMMIS. Well, last year it was mentioned that a Food Safe-
ty Working Group meets to discuss reducing overlap. So maybe we 
should attack it this way. 

What progress has been made over the last 12 months? 
Dr. HAGEN. And I agree with you. I think if we started from 

scratch, we might go about things differently, and things have got-
ten more complicated, I think, as the years have gone by. But we 
do have different statutes. We have constraints that come with 
those statutes, and I think that we have done a pretty good job of 
protecting the American consumer. 

I am particularly proud of the work that we are doing at USDA 
over the last few years to protect American consumers, but we have 
focused more on collaboration through the Food Safety Working 
Group. One of the things we talked about earlier was we share a 
goal on Salmonella reduction, for instance. So FDA looks at it from 
an egg standpoint. We look at it mostly from a broiler standpoint 
and see, you know, how we can hit public health based targets 
there.

We have this MOU that we recently shared. We have collabo-
rated with them and consulted with FDA a lot on the limitation of 
Food Safety Modernization Act as they write their regulations 
there.

REALIGNMENT OF FOOD SAFETY ROLES

Mrs. LUMMIS. Is it time to divide food safety and put it in USDA 
and drug safety it—and put it in FDA and get the drug administra-
tion out of food so they can really concentrate on getting prescrip-
tion drugs vetted as quickly as possible, not to mention medical de-
vices?

So let them concentrate on drugs and medical devices. Let the 
USDA concentrate on food safety. Would that not make more 
sense?

Congress has done this. It is not you. You are just trying to do 
what the statutes tell you to do, but just in terms of policy, would 
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it not make more sense if USDA had food and the FDA had drug 
and devices? 

Dr. HAGEN. Thank you. Thank you, Congresswoman, for your 
question and thank you for acknowledging that we are operating 
under the laws that we are operating under. 

You know, I do not know whether one system is better than two 
or better than a few. I do know that this system needs to be ac-
countable to the consumer that it is there to protect. I know that 
it needs to be more seamless to the industry that it regulates than 
it has been in the past. So I think there is a lot of room there for 
us to each grow and improve in our own missions and for us to col-
laborate to a much greater extent than we have before. 

Mrs. LUMMIS. And are you making progress on this Food Safety 
Working Group? 

Dr. HAGEN. I think we are. Some of the things that I mentioned 
earlier are examples of that, and we have also focused on a shared 
goal on foodborne illness attribution, knowing that that helps guide 
our policies and our resources. 

We have improved the National Residue Program in terms of 
how that is governed and how we protect consumers there. 

We have a joint incident command structure for when we have 
kind of a dual jurisdiction related to outbreak, and we have an on-
going collaboration through things like FoodNet that actually help 
us track from year to year what our progress is on foodborne ill-
ness.

So I think collaboration with FDA is very good right now. I think 
there is still more work to do there. 

Mrs. LUMMIS. Thanks. 
Mr. Chairman, if we have another round, I have a question about 

Homeland Security and border food safety issues, but I will hold 
that.

Mr. KINGSTON. We will have another round. How long does that 
question take? 

CBP INFORMATION SHARING

Mrs. LUMMIS. It is short. 
Mr. KINGSTON. I will yield you one minute. 
Mrs. LUMMIS. Thank you, Mr. Chairman. 
Has Customs and Border Protection taken steps to communicate 

time of arrival information to your screening system? 
Dr. HAGEN. Yes, I know we have worked with Customs and Bor-

der Protection on improving food defense and food security there at 
the border. I do not have an answer specifically to that question 
for you. I am happy to get that for you. 

[The information follows:] 
When the Public Health Information System (PHIS) is fully operational, it will 

interface with the Automated Commercial Environment (ACE). At that time, Cus-
toms entry data will automatically populate PHIS when the entry is filed, so FSIS 
will be aware that the shipment has arrived at the port of entry. PSIS is also inter-
ested in when the shipment will arrive at the official import inspection establish-
ment. While this information is currently not collected by Customs and Border Pro-
tection (CBP), CBP has developed a set of data elements specific to FSIS that may 
lead to increased collaboration between the agencies. 

Mrs. LUMMIS. That would be great. 
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Mr. Chairman, I will submit that for the record just so you have 
that validation in writing, and I yield back. Thank you. 

Mr. KINGSTON. Well, thank you. 
Let me mention also on Mrs. Lummis’ question and the theme 

of Ms. DeLauro, there are about 1,400 plants which might make 
something like sandwiches or soups that have meat in them or piz-
zas that have meat in them, and you have a USDA presence and 
an FDA oversight jurisdiction. So perhaps you and Ms. DeLauro, 
working with Dr. Hagen or whoever, could get together and we 
could move towards some report language or something that would 
address that because it would certainly save money, but not jeop-
ardize food safety, I would hope. 

FOREIGN PLANT EQUIVALENCY DETERMINATIONS

So I also just wanted to make that statement, and then I am 
going to yield the balance of my time to Ms. DeLauro, but I want 
to tee it up on the equivalency issue with Chinese chicken. While 
she and I may disagree on the importation of Chinese chicken, we 
are together on the equivalency and thorough inspection, and I am 
really surprised that you guys are not at the table. That might be 
ordinary in terms of working these out. It does not surprise me 
that the U.S. Trade Representative does not put you in there, but 
one of the great concerns that we have shared on this is we do not 
want the wish for trade and commerce to override your role on food 
safety, and we also know that you can have one Chinese plant that 
looks great and another one that might not look great. 

So I want you to say for the record if this is the case. You are 
inspecting this on a plant-by-plant basis for equivalency and not a 
processing company-by-company basis. In other words, you would 
inspect every facility. 

And so I am going to yield the balance of my time to Ms. 
DeLauro, but perhaps in this discussion you can address that 
plant-by-plant question and why you all are not at the table. 

Ms. DELAURO. Thank you, Mr. Chairman. 

SINGLE FOOD SAFETY AGENCY

I would just say, and I listened carefully to what my colleague 
Mrs. Lummis has said about food safety, we have 15 agencies today 
that deal with food safety at the federal level, and it was in 2007 
that the GAO talked about moving, if you will, toward an inde-
pendent food safety agency and Government-wide performance 
standards.

I understand what you are talking about with food at USDA and 
with drugs at the FDA, and I would love to continue our conversa-
tion as well with the Under Secretary. 

Today there is no single agency or person who is in charge or re-
sponsible for food safety at the federal level. We need, in my view— 
a single, and it has bothered me for years, and I have introduced 
a single—people are laughing here because they know—a single 
food safety agency who has the total jurisdiction and should be 
independent of both FDA and USDA, and I would look forward to 
continuing conversations on that, and I will send you a copy of the 
bill.
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AGENCY ROLES IN EQUIVALENCY DETERMINATIONS

Okay. The second question I was asking is: what role is the For-
eign Agriculture Service playing in the equivalency determination 
issues that are related to China? 

I make reference to a letter from the Secretary that addresses or 
talks about FAS going to Beijing, et cetera. So I am curious, and 
you have said, as the Chairman pointed out, that you are not part 
of this trade mission that is going, and so what role is FAS playing 
in this regard? 

Dr. HAGEN. Well, Congresswoman, I think that we have other 
trade priorities and trade concerns with China, and so FAS is going 
to have a role there. 

I do think there is a respect for the line that needs to be drawn 
between food safety, food equivalency, food inspection, and trade 
priorities, and I think that out of respect for that, that is why they 
have left us out of that. But they are not playing a role in the 
equivalency determination per se. 

INITIAL EQUIVALENCY DETERMINATIONS

Ms. DELAURO. Well, I get very concerned that the outcome of the 
equivalency process has been decided before those audits and re-
views have been completed as the Chair talked about, and we know 
what equivalency means. We had charts up here in the past about 
what some of the audits have shown. 

If it is equivalency, it is not plant by plant. They can pick out 
two or three plants. Once equivalency is granted, any plant can 
then send whatever they want to send here, and we have no way 
of trying to deal with the safety of that product, including, you 
know, on the processed side of this. 

And now we are looking at the importation of China’s poultry, et 
cetera, and in a nation that has dealt with a myriad of violations 
of food safety laws, and—— 

Mr. KINGSTON. My time has expired, but it is your time now any-
way, but I would like you to answer that question. If it is plant by 
plant, location by location, or is it processor by processor? 

Then it is your time. 
Ms. DELAURO. Just to reinforce that, once equivalency is deter-

mined, we do not inspect every plant. The produce just comes in; 
is that not right? So it is not plant by plant. 

Dr. HAGEN. Well, the initial equivalency determination is made 
on a subset of plants, and you are correct that once equivalency is 
determined, that that country--but I think it is important to state 
on the record that there are a lot of pieces to this. 

The very first thing we do and what takes often the longest is 
we need to be comfortable that the country as a whole has a statu-
tory and regulatory structure and the ability to produce or to guar-
antee the safety of the food products that come out of that country. 
So we start there. 

Then we do the audits, and remember we have re-inspection of 
the border, and then we have recurrent audits once a country had 
gained equivalency. So it is not as if the process stops just by that 
initial equivalency determination. 
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But the characterization is correct, that it is done using a subset 
of plants from the country. 

Ms. DELAURO. Is it my time now, Mr. Chairman? 
Mr. KINGSTON. Yes. 
Ms. DELAURO. What happens after equivalency is granted? 
It is a subset. It could be four. It could be three. It could be six. 

It certainly does not go beyond a great number of plants. 
And your first point though was about the regulatory structure 

of the country that we are granting equivalency to, and quite 
frankly, when the Secretary was here last week, we talked about 
a portion of our dollars is going to prop up China’s regulatory sys-
tem when we need to be trying to deal with our own set of cir-
cumstances here like a microbiological program which helps to look 
at pathogens and foodborne illnesses. For $5 million we are going 
to eliminate that program. 

But the fact is here that China is notorious about having an un-
safe system and a poor regulatory system. So we are trying to get 
to the point upon what basis is equivalency granted and then what 
happens after you grant equivalency and what is coming in plant 
by plant. 

Dr. HAGEN. Well, the equivalency process is complex, and it is 
extensive. And as you know, we have been submitting reports to 
Congress on a regular basis about the deliberations over equiva-
lency. We are happy to provide even more detail about what compo-
nents are looked at when we determine equivalency, but your ques-
tion about what happens afterward is that they are able to start 
exporting products to the United States. 

And to my point earlier, we go back and we audit countries on 
a regular basis. We re-inspect products at the border. We have en-
forcement capabilities. Countries can be suspended. Plants can be 
de-listed. These things can and do happen. 

So we do have enforcement capability once equivalency has been 
determined, and we have numerous examples of suspended nations 
and de-listed plants that have occurred over the years. 

[The information follows:] 
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Ms. DELAURO. How many plants in terms of this equivalency 
process will be inspected for China? Is it proportional to the num-
ber of plants that they have that produce a product, that produces 
product?

Last time I just will tell you we had for slaughtering and we had 
for processing, and the reports were abysmal. We had people here 
saying on this side of the table that they would have shut down 
plants in the U.S. if they had found such circumstances. 

So how many? Is it proportional? And do we have the capability 
to do something that is proportional? 

Dr. HAGEN. We actually do not yet know how many plants will 
be included. We are still in an earlier phase of the equivalency de-
termination. So we do not yet know how many plants are going to 
present for that. 

Ms. DELAURO. How many plants are there in China? 
Dr. HAGEN. I do not know, Congresswoman. 
Ms. DELAURO. We should know that, and we should know in 

what proportion we should be looking at. 
And I will just say to you you ought to find out what FAS is 

doing, and you ought to be very much engaged and be at that table 
as FSIS in making the determination on what product is coming 
into the United States from China in this effort, both on the proc-
ess side and on whether or not, in fact, we are going to accept Chi-
nese poultry into our markets here. 

I am going to run out of time. I would just preface this. This is 
about mechanically tenderized beef products, and essentially it is 
about labeling. I read the article yesterday about lean beef trim-
mings. What we need to do is to label products so that consumers 
in school districts can make informed choices about the purchases. 

But a 2008 Journal of Food—well, my time is up, Mr. Chairman. 
Are we going to do another round or what are we doing here? 

Mr. KINGSTON. We will, and Mr. Graves. 

SINGLE FOOD SAFETY AGENCY RESPONSIBILITIES

Mr. GRAVES. Thank you, Mr. Chairman. 
I guess still sticking with the small business themes, as a small 

business owner, those great Americans that are creating jobs, and 
to add to this great agency consolidation accord we are hearing 
about, I wanted to ask about seafood and meat and poultry inspec-
tors.

Is that two different agencies as well? Is that another area in 
which these two fine ladies could bring into their accord and have 
a conversation about? Because it appears that whether it is a local 
grocery store or a butcher, that there are two different inspectors 
coming in potentially. Is that the way it lays out today? 

Dr. HAGEN. Congressman, at the federal level, the safety of sea-
food is not managed by the USDA, although we are in the process 
of developing a catfish inspection rule. 

Mr. GRAVES. When it is defined, yes. 
Dr. HAGEN. When it is defined, yes. And then there are different 

jurisdictions at the retail level as well. So, yes, these are done sepa-
rately currently. 
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Mr. GRAVES. Would that be something you would want to see 
brought into the discussions that Mrs. Lummis and Ms. DeLauro 
are thinking of, or do you see that it is working the way it is now? 

Dr. HAGEN. Well, as I said to Congresswoman Lummis, I think 
we have done a remarkable job given the statutory constraints that 
we do operate under. I think there is a lot more progress to be 
made, and I think that making this make more sense to the aver-
age American consumer is really important, and I think that mak-
ing it less burdensome on the industries that are regulated while 
still preserving food safety is also very important. 

Mr. GRAVES. That is a very diplomatic answer there. 

LABELING PROCESS FOR SMALL PRODUCERS

Shifting to labeling a second, again, small business owners out 
there trying to do the best they can, and when they go through the 
labeling process, you know, they spend a lot of money. They have 
to hire a company to help navigate the process, and as they go 
through the FSIS, is there one point of contact for them? 

Because it appears that you may go through the process a little 
bit and you hear from constituents, well, then they kicked me back, 
but I resubmitted, but then this person might have said something 
different was required, but this person had already previously ap-
proved.

In a business owner context in regards to labeling, do they have 
one person they are working with through the process from concep-
tion to completion when it comes to labeling? 

Dr. HAGEN. Congressman, it is a pretty small staff, and our staff 
processed over 68,000 label applications in fiscal year 2011. So they 
are working pretty hard. 

But labeling is one of those places where we really are always 
looking for process improvement. We know how important this is 
to businesses. So we are always looking for ways that we can cut 
down the amount of time that it takes, make things simpler for the 
Applicant, but while still protecting consumers and making sure 
that the information that they are getting is accurate. 

So I certainly take your suggestion and will consider it seriously. 
Mr. GRAVES. So it is possible that there are different expectations 

being made potentially if they are working with multiple folks, and 
maybe with that you could explain the process and what the aver-
age time is. 

Dr. HAGEN. I think we certainly strive for consistency. Again, it 
is a pretty small staff, but you know, there will always be, I think, 
anecdotes where people might have found that they got incon-
sistent information. 

I think if I can defer to Mr. Almanza, I think he wants to jump 
in on something here. 

Mr. ALMANZA. Yes, the normal time for a label approval is rang-
ing in the 23 days, and so what we are striving for is around 15, 
but we have a new electronic label approval system that will kick 
in in April that will help that process and hopefully capture some 
of the challenges. 

Mr. GRAVES. So does it provide a template for individuals to 
work through? Because I imagine a lot of new business owners, 
proprietors, they do not know. So it gives them a tool to work with? 
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Mr. ALMANZA. Yes, yes. 
Mr. GRAVES. Okay. Well, thank you for working with the small 

business owners. 
Thank you, Mr. Chairman. 
Mr. KINGSTON. Mr. Farr. 
Mr. FARR. Thank you, Mr. Chairman. I will yield to Ms. 

DeLauro.
Ms. DELAURO. Thank you, Mr. Farr. 

SINGLE FOOD SAFETY AGENCY

Let me say again to my colleague, Mr. Graves, as I said to Mrs. 
Lummis, I believe the goal should be a single independent food 
safety agency with someone who has a direct responsibility for food 
safety. As I mentioned, 15 agencies none of who end with regard 
to seafood. That is under Commerce and Fisheries, and a lot of var-
ied interests in terms of trade and what is coming into the country 
with regard to seafood. 

So I would love to talk to you about that and elicit your support 
for a single, independent food safety agency. 

Thank you. 

MECHANICALLY TENDERIZED BEEF LABELS

I was talking about the mechanically tenderized beef products. In 
2008, the Journal of Food Protection noted that 94 percent of the 
beef processors surveyed used mechanical tenderization to improve 
their product quality. A number of studies have indicated that me-
chanical tenderization transferred foodborne pathogens from the 
surface of the meat product to the interior of the meat, yet there 
was no labeling, just the distinction between true whole meat cuts 
and those that had been mechanically tenderized, leaving cus-
tomers to be both unaware and potentially at risk. 

I am not making a comment on mechanically, you know, tender-
izers, on that view, but I do believe that we have got another grill-
ing season that is coming up. So I want to ask the agency when 
the agency is going to act to provide consumers with the informa-
tion that they need. That is with regard to the preparation of the 
food and at what temperature you grill it. Because by the stand-
ards, you do a whole cut without this tenderized process at 145 de-
grees Fahrenheit, but when it has been tenderized at 160. 

Now, once people know that, they need to take the responsibility 
for the safety of the product after that, but if we do not tell them 
that it is mechanically tenderized or that it has to be grilled at a 
certain temperature, then there are going to be risks. 

So is the agency going to act to provide consumers with the infor-
mation that they need to deal with safe preparation and cooking 
temperatures for these beef products before May, before October 
when people are getting involved in it? 

Dr. HAGEN. Thank you for the question, Congresswoman. You 
know, I think we have had a huge push, a huge emphasis during 
our time together in this work on consumer information, consumer 
education, making sure that people have the tools that they need, 
empowering them to make good choices and to take the steps that 
they need. 
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We do believe that mechanically tenderized beef should be la-
beled for consumers, and in fact, we have some history with this. 
We tried to get this into the food code a number of years ago. We 
were unsuccessful in doing that, although we were able to produce 
guidance on it. 

So we do believe that they should be labeled. This is important 
information for consumers to have. We are developing a proposed 
rule on this. I cannot give you an exact time frame as to when that 
proposal will be out. 

Ms. DELAURO. As far as I know, you are right. Since 2009, there 
have been a number of exchanges on that. So are we talking about 
this year? 

Dr. HAGEN. I cannot give you a guaranteed date, but it is defi-
nitely something that we are working on, and it is pretty high on 
our priority list. 

I am hearing from my colleagues that we are hoping to have the 
proposal out by this summer. 

Ms. DELAURO. Terrific. Thank you. 

TRANS-PACIFIC PARTNERSHIP

I want to find out about FSIS’ role in the negotiations of our free 
trade agreements, specifically FSIS’ role in the current negotiations 
of the Trans-Pacific Partnership. Can you tell us a bit about who 
is overseeing the negotiation process related to food safety and 
when you are involved? 

For example, is USTR leading the talks? How and when are you 
involved from the food safety point of view? 

Do you believe that FSIS has the capacity and the resources to 
deal with increased imports that are likely to be generated by the 
TPP?

Do you believe that you will have the ability and the resources, 
for example, to enforce the comprehensive catfish inspection rule? 

And in full disclosure, I will tell you I was opposed to catfish 
moving from FDA to USDA. I lost that fight, but you mentioned 
earlier and I asked about the resources because you mentioned ear-
lier and I did not see funding for enforcement to implement the 
rule in the Fiscal Year 2013 request. 

Catfish inspection was transitioned three and a half years ago, 
and we are just talking still about the definition. 

REGULATORY COOPERATION COUNCIL

Can you also explain the substance and the status of the discus-
sions involving FSIS and the Canadian Food Safety Authorities re-
lated to the Canada-U.S. Regulatory Cooperation Council? For ex-
ample, will we be relaxing any food safety standards or procedures 
to facilitate trade between Canada and the United States? 

Now, I know there are a bunch of questions. My time is out, and 
I am still hopeful that we will come back around again, Mr. Chair-
man.

Mr. KINGSTON. Mr. Nunnelee. 

FUNDS FOR TRADE IMPEDIMENTS

Mr. NUNNELEE. Thank you, Mr. Chairman. 
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We talked about imports. I want to shift now and talk about ex-
ports. Exports are pretty important to Mississippi, particularly 
poultry exports. Your budget request is $9 million less than the 
2012 level. I commend you for that. You are moving in the right 
direction, but I want to make sure that with the resources you 
have requested that you are going to have the adequate level of 
funding and staffing to address any trade impediments that might 
exist.

Dr. HAGEN. Thank you for the question, Congressman. 
You know, again, our focus really is on food safety, and at FSIS, 

we are not focused on market access and things like that. Our col-
leagues at the Foreign Agricultural Service do have that as their 
primary mission. 

I feel that what we have put in the budget, what we have re-
quested is adequate to meet all of our mission priorities and statu-
tory mandates. 

Mr. NUNNELEE. Thank you. 
I think that is all I have got, Mr. Chairman. 
Mr. KINGSTON. A lot about catfish today for you just to be yield-

ing back, but I do not think anybody is going to complain. 

CATFISH RULE

Mr. NUNNELEE. Well, the main thing I heard about catfish is 
that a mandate that the U.S. Congress had in 2008 to get done in 
18 months if we are lucky may get done by 2013. I am from Mis-
sissippi, but in my math that does not add up, but we are going 
to still be—— 

Ms. DELAURO. Would the gentleman from Mississippi yield for a 
second?

Mr. NUNNELEE. Why sure. 
Ms. DELAURO. I would just for a second. I tried to persuade my 

colleagues on both sides of the aisle, from Mississippi, Alabama, 
and other folks, that this probably was not the right move, that we 
should have kept this rule at the FDA. So I sympathize with your 
concern.

Mr. NUNNELEE. Well, I just thought that somebody read in the 
code and saw where it said 18 months, and they thought it really 
meant 18 years. 

Mr. KINGSTON. How many species of catfish are you considering 
to be catfish? 

Dr. HAGEN. Mr. Chairman, I believe that when we got into the 
analysis of this, there are perhaps 39 different species, although 
that may be—— 

Mr. KINGSTON. Thirty-nine suspects. 
Dr. HAGEN. Yes. So that debate still continues, and we really 

have not. As you know, the law provided for the Secretary to define 
what catfish would be, and when we proposed the rule, that was 
one of the things that we wanted to take comment on, and that is 
one of the things that will be in the final rule. 

Mr. KINGSTON. How many of those are domestic and how many 
of those are foreign? 

Dr. HAGEN. I am sorry. I do not have the answer for your today, 
but I am happy to—— 

Mr. KINGSTON. I would be interested in that. 
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And do you remember the scientific name for them? I remember 
that——

Dr. HAGEN. We will begin reciting them now. [Laughter.] 
Mr. KINGSTON. It took me five days to learn to pronounce it. Now 

I am blanking out. Do you remember? 
[The information follows:] 
In the taxonomy of fish, the order Siluriformes (common name ‘‘catfish’’) consists 

of 36 different families. Among these families are Ictaluridae, which includes North 
American channel and blue catfish, the principal U.S. farm-raised species; and 
Pangasiidae, which includes basa, tra, and swai, commonly raised in Southeast 
Asia. According to data from the National Marine Fisheries Service and the Na-
tional Agricultural Statistics Service, about 203 million pounds of Siluriformes were 
imported into the United States in 2011 (of which about 7.5 million were Ictaluridae 
and the remainder mostly Pangasiidae); and approximately 167 million pounds of 
Ictaluridae were produced domestically. 

Ms. DeLauro. 
Ms. DELAURO. Thank you, Mr. Chairman. 

TRANS-PACIFIC PARTNERSHIP NEGOTIATIONS

Let me just quickly, this is on the trade. FSIS’ role in the current 
negotiations of the Trans-Pacific Partnership; who is overseeing the 
negotiation process related to food safety, and when are you in-
volved?

Does FSIS have the capacity, resources to deal with the in-
creased imports that are likely to be generated by TPP? 

And in that regard, there is no line in the budget with regard 
to enforcement on implementation of the catfish rule. 

And will there be any relaxing of food safety standards or proce-
dures to facilitate trade between Canada and the U.S.? 

Dr. HAGEN. Thank you, Congresswoman. 
I will try to handle them in the order that I remember them. 

USTR is leading the effort on the Trans-Pacific Partnership. FSIS 
does have the opportunity to have substantive input into that. I am 
not personally currently involved in those negotiations. 

Ms. DELAURO. Is there anyone from your staff involved? 
Dr. HAGEN. From our Policy Office, our international policy team. 
Okay. So moving on, I am sorry. I have forgotten what the next 

set of questions were. 
Ms. DELAURO. Resources—— 
Dr. HAGEN. For catfish? 
Ms. DELAURO. Well, the capacity to deal with increased imports 

that are going to result from the TPP. 
Dr. HAGEN. Well, that is one of the things that we are going to 

have to look at and to make sure that we can handle them and to 
make sure that we can still insure food safety. 

Ms. DELAURO. Is there anything, in terms of your budget, et 
cetera, that reflects, you know, this agreement? It does not at the 
moment with regard to catfish and to be able to enforce that; is 
that right? 

Dr. HAGEN. We do not specifically ask for anything in regards to 
the Trans-Pacific Partnership. We do anticipate spending around 
$800,000 on the catfish program in fiscal year 2013, although that 
may not be laid out specifically within the budget. It is about the 
same amount that we plan to spend during this fiscal year. 
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Ms. DELAURO. Will we be relaxing any food safety standards or 
procedures to facilitate trade between Canada and the U.S.? 

Dr. HAGEN. We will not be relaxing any food safety standards. 
There is interest in pilot programs, for instance, when it comes to 
re-inspection of product. So we have agreed to a limited scale pilot 
program that is truly a pilot program to see how something like 
this would work, but we know how important it is that the prod-
ucts coming into this country are just as safe as the products that 
are produced here in the United States. So we do not have any in-
tention to relax food safety standards in relation to either the Be-
yond the Border or the Regulatory Cooperation Council, RCC, 
whatever it is called. 

Ms. DELAURO. Just a quick question on your role in the negotia-
tions. I just want to know what the nature of that role is. USTR 
is driving the negotiation. What kind of, if you will, acceptance, re-
jection of process; what level of input are you having in this proc-
ess?

And do you have any veto power in anything that they have 
come up with? If it is in your mind that this is something that 
would jeopardize food safety, do you have any veto power? 

Dr. HAGEN. Well, if there are issues, such as sanitary measures, 
that come up during these negotiations, then we are present at 
those meetings, and we are able to provide our input, but as far 
as more specifics, I think it is probably best if I get you some more 
detailed information for the record because I can tell that you want 
more detailed information. 

[The information follows:] 
As a member of United States Trade Representative’s (USTR) Sanitary Phyto-san-

itary (SPS) issues team, FSIS actively engages in any trade negotiations involving 
the products FSIS regulates. FSIS routinely attends USTR led inter-agency meet-
ings and discussions on proposed text, and also has a physical presence at the many 
actual negotiation sessions. The Agency regularly provides comments, guidance, and 
feedback to USTR on proposed text in advance of and during negotiation sessions 
on issues of particular interest to FSIS in order to ensure food safety issues are ad-
dressed in a manner consistent with U.S. laws and FSIS policies. 

Ms. DELAURO. No, I truly do because what happens when these 
trade agreements are completed, when we begin to look at what 
the imports are and the potential nature of difficulty here and we 
have a treaty, then the individual countries can go to the WTO. If 
we try to change what we are doing, then they go to the WTO and 
say that we are now dealing with protectionism, et cetera, when 
what we need to do is at the front end of these agreements lay out 
and instead of trade being the byword here, and trade is important, 
but in terms of, you know, our obligation to protect the public 
health in the United States. 

So I really do want to know very specifically about your role in 
what is happening with this treaty which is coming up very soon 
and there is a big push to move forward on it. 

I have one last question. Well, I actually do not. I have two ques-
tions, but my time. Do you want to move forward? 

Mr. KINGSTON. You have ten seconds. 
Ms. DELAURO. Thank you so much. I appreciate that. 
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PHIS IMPLEMENTATION

This is on the Public Health Information System. I continue to 
hear that inspectors are still encountering problems with the new 
system. Can you lay out for us what those problems are? 

How have inspection assignments been altered because of the 
data captured by PHIS? 

Dr. HAGEN. Thank you for the question. 
I am going to go ahead and give you sort of a top line answer 

and then ask Mr. Almanza to walk us through some of the details. 
As I alluded to in my testimony, this is a big undertaking, and 

we have encountered some real challenges with implementation, 
and we listened to the feedback. We listened to what we were hear-
ing. Al and I have been out all over the country doing town halls, 
talking to our inspectors, and we listen to what we are hearing. 

So at one point during this summer, Mr. Almanza decided to put 
things on hold and put a team in charge of fixing what was wrong 
and really a task force being out there, being very responsive to the 
inspection force and the concerns that we were hearing, and there 
were a couple of key areas that seemed to be coming up over and 
over again. 

So we put a lot of emphasis on being responsive and on getting 
this thing right and on slowing it down if we had to in order to 
get it right because it does impact the work that we do, and it cer-
tainly impacts the daily lives of our inspectors. 

So I think if I can have Mr. Almanza walk us through a little 
bit more about specifically what has happened. 

Mr. ALMANZA. Yes. Well, PHIS was an enormous challenge and 
one that I, not being an IT type person, as you can understand, you 
kind of think, well, this is certainly something that is going to be 
beneficial to our inspection workforce, and I have to tell you having 
worked in the field and having gone through that data mining try-
ing to get stuff, and some of the data that you all request is very 
labor intensive, and so when PHIS was presented as an idea, I 
thought this is exactly what our field needs because it is real time 
data that they will be able to act on and be proactive, and I think 
that, that is what you all want. You all want us to be proactive 
rather than reactive. 

So as our inspection workforce is performing tasks on a daily 
basis, taking samples for O157:H7, for Salmonella, for Listeria 
monocytogenes—LM, and having that data available to them as 
they are gathering it—— 

Ms. DELAURO. What are some of the problems? That is what I 
want to try to get at so we can help you with this. What are some 
of the problems? 

Mr. ALMANZA. Okay. Well, some of the problems have been 
connectivity problems, and so we are addressing those, having our 
IT people go out and sit in some of the town hall meetings with 
us.

The other one was the scheduling of tasks. Some of our inspec-
tors were saying it takes too much time. It is taking us four, five, 
six hours because they kept getting knocked off the system. 

Ms. DELAURO. Okay. System, so it is system related. 
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Mr. ALMANZA. Yes, and so those are things that we are dealing 
with and trying to mitigate those by bringing on different softwares 
that will address some of those issues. 

But I have to tell you compared to the number of complaints that 
we were getting at the beginning, they have really, really tapered 
off.

Ms. DELAURO. Have inspection assignments been altered because 
of the data? 

Mr. ALMANZA. Inspection? 
Ms. DELAURO. Tasks? 
Mr. ALMANZA. Well, one of the things that we are doing is, you 

know, when they would schedule their own task, well, now they are 
going to have an option of having some of the tasks laid out for 
them so that they can opt for using a template, if you will, so that 
they do not have to generate all of those tasks for themselves. 

Ms. DELAURO. I understand sifting out the bugs. What is your 
time frame? I do not want you to make a guess. I want to know 
when this process is going to be in order because it is risk based, 
and it is based on this data. 

Mr. ALMANZA. Right. I hope to have all of the kinks and the bugs 
out of it by the end of this calendar year. 

Ms. DELAURO. End of this calendar year. Okay. Thank you. 

LINE SPEED ANALYSIS

Is that ten seconds? 
Mr. KINGSTON. That was five. 
Ms. DELAURO. Okay. HIMP, and this is a truly last question. 

Has the agency considered requiring poultry plants that transition 
to HIMP model to participate in the NIOSH study related to line 
speed? If not, why not? 

How will you work to insure industry participation in the study 
so that it is a valid study? 

It sounds like you are going to move ahead in implementing this 
rule without waiting for results of the NIOSH study, and so how 
will you integrate those findings? 

Are you going to require poultry plants to participate in the 
study?

Dr. HAGEN. We are not going to require that. We do require that 
any plants that want to join the Salmonella Improvement Project— 
SIP—expansion participate in the NIOSH study. They are in the 
process of finalizing their questionnaire and getting ready to go 
into the first plant. We will be working with them throughout the 
study, not just at the end of the study, and if there are adjustments 
that need to be made because of the data that comes out of that 
study, we have the ability to make those adjustments in an interim 
or a final rule. 

Mr. KINGSTON. Mr. Farr. 

PAY COSTS

Mr. FARR. In your budget, you point out that you are requesting 
to realign $2.9 million, almost $3 million from agency programs to 
fund the .5 percent pay increase, and then you point out that you 
are going to offset these reductions with cuts in food safety, cuts 
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in State food safety and cuts in international food safety and some 
from Codex Alimentarius. There is no other information on this. 

Can you give us exactly how those cuts to each one of those pro-
grams is going to be implemented? 

Dr. HAGEN. I can certainly give you more exact data in a written 
response for the record. 

Mr. FARR. Yes. 
Dr. HAGEN. But if we need to do that, we are just going to have 

to find the money within the program dollars that we have now. 
I will say that the agency over the last couple of years has devel-
oped a really impressive governance process for dealing with really 
every financial decision we make, every policy decision that we 
make.

So we have a process for looking at what are high priority, mid- 
priority, and low-priority unfunded mandates and unfunded re-
quests, and it would go through a process like that, and that is how 
we arrived at that kind of an answer. 

We still do not know whether that is something that we will need 
to be able to do, but we would be happy to give you some more de-
tailed information about that if you would like. 

Mr. FARR. Yes, I think we would like to have that. I mean, we 
have to authorize this transfer. 

Dr. HAGEN. Right. 
Mr. FARR. We would like to know what the impacts are going to 

be.
Dr. HAGEN. That is why we wanted to be up front about it. 
[The information follows:] 
We had to fund the pay raise out of our existing funding level for all accounts 

which is why you say the decreases in several funding lines. Funding for the pay 
raise would primarily come from not filling vacancies. However we will continue to 
ensure that we uphold our commitment to protect the public health. 

Mr. FARR. Thank you. I have no further questions. 
Mr. KINGSTON. Mr. Nunnelee. 

FSIS USER FEES

Mr. NUNNELEE. Thank you, Mr. Chairman. 
I did run across one other question. It looks like your budget pro-

poses establishing some type of food safety user fee. Is this just an-
other way to supplant a cut in appropriated funds? 

Dr. HAGEN. There are two components to the user fees, Congress-
man, that we put up, and I think one of them is very easy for peo-
ple to understand, and that is what we would call sort of a per-
formance based user fee. When bad things happen and when, you 
know, holes happen in the food safety system and consumers are 
impacted so that we have a large outbreak, we have a recall, those 
are taxpayer dollars that are used to pay for, you know, extra time 
in the plants, extra sampling, food safety assessments. That all 
comes out of the taxpayer’s wallet, and I do not think that that is 
right.

So this kind of performance based user fee, I think, is something 
that is easy for most people to understand. The other component 
of the user fees that we put up have to do with everything outside 
of that basic statutory mandate, which is inspection, eight hours 
per day that you get under the law. 
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So you know, in 2012, the work that we do requires a lot of other 
support, so risk assessments, things like this that support the work 
of inspection. So I do not think it is just asking for a supplement 
or trying to make up for a loss in appropriated funds. I believe that 
there is a real purpose behind this. 

Mr. NUNNELEE. So do you have a plan in place to decide which 
items are going to be chargeable and which will not be chargeable, 
particularly on the second phase that you talked about? 

Dr. HAGEN. There is a legislative proposal being developed on all 
of this, and I am not sure of the timing of when that might make 
its way up here to the Hill, but those kind of things will be de-
tailed.

Mr. NUNNELEE. And then my final concern would be impact that 
any of these user fees might have on smaller producers. So I will 
ask you to keep that in mind and take that into account. 

Dr. HAGEN. We will certainly keep that in mind, sir. 
Mr. NUNNELEE. Thank you. 
Mr. KINGSTON. Thank you, Mr. Nunnelee. 
Ms. DeLauro. 

HIMP RISK ASSESSMENT

Ms. DELAURO. I just have one question, and we can be in touch. 
I really am concerned on this transition to HIMP and the line 
speed without getting some sense of what this means in terms of 
actually because the description from some of the inspectors al-
ready looking at what is happening or not happening, and I can get 
that to you about what they are finding with fecal matter, and this 
is prior to going to the chiller, what they are finding in the feather 
process, bile, et cetera. It is pretty gross, but that is what is being 
found in terms of those measures that have been set up, in terms 
of the criteria, a couple of food safety criteria, and then there are 
other concerns. This is really fairly explicit of what they are find-
ing.

So I understand moving from just a visual piece of this, but when 
you are moving from was it either 75 or 90 chickens up to 175 per 
minute, and I know there is flexibility in the inspectors and now 
they can go up and down, you are not seeing what is there at that 
rate.

I also think worker safety is involved in that, and then I see no-
where else how we are dealing with microbiologically looking at 
where contamination might occur. There are some pieces, and so 
without some sort of study or the integration of that study in the 
plants who want to opt for this 175 chickens per minute, that they 
do not have to be part of a study, it seems to me that we are not 
providing the best effort in terms of safety, the overall food safety. 

So I will get more explicit and write that up and let you know 
because I need the answers to those questions. 

FSIS AND TRADE NEGOTIATIONS

And I would just say one final thing. I want you at the table in 
those trade negotiations. I will just tell you because you are dealing 
with food safety, and oftentimes and my colleagues have heard me 
say this, it is trade that trumps safety. We need you at that table, 
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and I am going to fight for FSIS to be at that table on those trade 
agreements.

Mr. KINGSTON. I have no further questions. Do you, Mr. Farr? 
Mr. FARR. I have no further question, Mr. Chairman. 
Mr. KINGSTON. With that, Dr. Hagen, we stand adjourned, and 

we thank you and we will look forward to getting a follow-up from 
you on some of these questions, and some will be submitted also. 
So it is good to see you again. 

Dr. HAGEN. Thanks. 
Mr. KINGSTON. Do not be a stranger on the Hill, either one of you 

all.
Dr. HAGEN. Thanks for having us. 
Mr. KINGSTON. We stand adjourned. 



312



313



314



315



316



317



318



319



320



321



322



323



324



325



326



327



328



329



330



(i)

W I T N E S S E S 

Page
Almanza, Alfred ....................................................................................................... 255 
Cochran, Norris ........................................................................................................ 1 
Hagen, Elisabeth ..................................................................................................... 255 
Hamburg, Margaret ................................................................................................. 1 
McGarey, Patrick ..................................................................................................... 1 
Young, Michael ........................................................................................................ 255 





(iii)

I N D E X 

Food and Drug Administration 

Page

Animal Antibiotics ................................................................................................... 245
Approval Pathways .................................................................................................. 63
Biosimilars ............................................................................................................ 161, 210
Budget Scenarios ..................................................................................................... 216
Center for Tobacco Products.................................................................................. 78, 224 
China:

FTEs .................................................................................................................. 35
Exports............................................................................................................. 56, 241 
Inspections....................................................................................................... 75, 242 

Cigars ........................................................................................................................ 66
Cosmetics User Fee................................................................................................ 39, 211 
Counterfeit Drugs .................................................................................................... 35
Data Consolidation/IT Savings ............................................................................. 72, 250 
Dialogue with USDA ............................................................................................... 64
Drug Shortages......................................................................................................... 45, 65 
FDA Approved Contraception ................................................................................. 244
Food and Veterinary Medicine Strategic Plan ...................................................... 76
Food Establishment Registration Fee .............................................................. 42, 52, 57 
Food Imports ............................................................................................................ 253
Food Labeling ......................................................................................................... 60, 247 
Food Safety Modernization Act...................................... 43, 45, 54, 56, 64, 89, 227, 241 
Fresh Produce Testing ............................................................................................ 228
Front of Pack Nutrition Rating System ................................................................. 230
FY 2013 Budget Request ......................................................................................... 1
GAO/OIG Reports .................................................................................................... 104
GAO Report, FDA–USDA Roles ............................................................................. 58
Generic Drugs....................................................................................................... 160, 249 
Generic Drug User Fee ............................................................................................ 47
Glaucoma and Eyelash Products ............................................................................ 38
GSA Rent .................................................................................................................. 74
Heparin ..................................................................................................................... 35
Import Equivalency ................................................................................................. 227
Imports ..................................................................................................................... 36

Fast Track ......................................................................................................... 229
Information Technology Systems.......................................................................... 41, 237 
Medical Countermeasures ......................................................................................... 4, 51 
Medical Countermeasures initiative (MCMi) ........................................................ 108
Medical Devices ........................................................................................................ 49, 57 

510(k) Process ........................................................................................... 55, 70, 232 
Approval and Recall Rates ............................................................................... 230
Innovation ......................................................................................................... 62

Medical Device User Fee Reauthorization ............................................................. 162



Page
iv

Menu Labeling ......................................................................................................... 40 
Requirements .................................................................................................... 213 

Microbiological Data Program............................................................................. 240, 247 
New Dietary Ingredients ......................................................................................... 215 
Nicotine Replacement Therapy ............................................................................... 223 
Off-Label Uses .......................................................................................................... 39 
Opening Statement, Dr. Hamburg ......................................................................... 2 

Infrastructure ................................................................................................... 3 
Innovative Drugs .............................................................................................. 3 
Food Imports ..................................................................................................... 3 
China ................................................................................................................. 3 
New Laboratories ............................................................................................. 4 

Orange Book ............................................................................................................. 162 
Orange Juice ............................................................................................................ 246 
Pathway to Global Product Safety and Quality .................................................... 84 
Pay Awards and Bonuses ........................................................................................ 165 
Pay Cost .................................................................................................................... 78
Pet Treats Investigation .......................................................................................... 251 
Pilot Project to Expedite Imports ........................................................................... 212 
Plan B ....................................................................................................................... 36
Post Market Surveillance and REMS .................................................................... 234 
Prescription Drug User Fee Act (PDUFA) ............................................................. 48 
Produce Safety ......................................................................................................... 252 
Quantifying Risk ...................................................................................................... 228 
Questions for the Record: 

Mr. Aderholt ...................................................................................................... 212 
Mr. S. Bishop .................................................................................................... 245 
Mr. Farr ............................................................................................................. 227 
Mr. T. Graves .................................................................................................... 216 
Mr. Kingston ..................................................................................................... 72 
Mrs. Emerson .................................................................................................... 210 
Mrs. Lummis ..................................................................................................... 215 
Ms. DeLauro ..................................................................................................... 232 
Ms. Kaptur ........................................................................................................ 251 

Reagan-Udall Foundation........................................................................................ 68, 83 
Recalls ....................................................................................................................... 70
Refusal of Inspections .............................................................................................. 44 
Registration Tax ...................................................................................................... 52 
Risks and Benefits ................................................................................................... 63 
Seafood ...................................................................................................................... 67
Secure Supply Chain Initiative .............................................................................. 213 
Sodium Intake .......................................................................................................... 61, 75 
States’ Roles in Food Inspection ............................................................................. 44 
Tanning Beds ........................................................................................................... 40 
Targeting Resources ................................................................................................ 68 
Third Party Resources ............................................................................................. 214 
Tobacco ..................................................................................................................... 219

Lack of Enforcement ........................................................................................ 221 
Tomato Recall ......................................................................................................... 58, 248 
Trade and Food Safety ............................................................................................ 233 
Transparency ........................................................................................................... 88 
User Fees .......................................................................................................... 50, 55, 155 
Voluntary Qualified Importer Program ................................................................. 214 
White Oak Consolidation ........................................................................................ 73 
Witness Statement, Dr. Hamburg .......................................................................... 5 



Page
v

Witness Statement, Dr. Hamburg—Continued 
FY 2013 Budget Summary .............................................................................. 11 
FDA Budget Authority ..................................................................................... 12 
FDA User Fees ................................................................................................. 15 
Conclusion ......................................................................................................... 33 

Food Safety and Inspection Service 

Page

Assurance Net/In-Commerce System ..................................................................... 319 
Catfish Rule ............................................................................................................. 304 

Implementation ................................................................................................. 289 
Commercial Test Kits, Lack of ............................................................................... 328 
Countries Eligible to Export ................................................................................... 321 
Customs and Border Protection: 

Collaboration ..................................................................................................... 330 
Information Sharing ......................................................................................... 295 

Duplicative Programs across Agencies ................................................................... 293 
E. coli: 

Baseline Testing for STECs ............................................................................. 328 
SHIGA Toxin-Producing E. coli ....................................................................... 326 
STECs as Priority Pathogens .......................................................................... 326 
Variants ............................................................................................................. 286 

Educational Outreach .............................................................................................. 283 
Employee Compensation ......................................................................................... 290 
Employee Illnesses .................................................................................................. 288 
Equivalence:

Agency Roles in Determinations ..................................................................... 297 
Determinations ................................................................................................. 293 
Foreign Plant Determinations ......................................................................... 296 
Initial Determinations ...................................................................................... 297 

Federal Regulations vs. Corporate Rules .............................................................. 292 
Food and Drug Administration, Coordination with .............................................. 285 
Food Safety Roles, Realignment of ......................................................................... 294 
HACCP-Based Inspection Models Project .............................................................. 286 

Risk Assessment ............................................................................................... 310 
Introduction of Witnesses ....................................................................................... 255 
Labeling Process for Small Producers .................................................................... 301 
Labeling Rule for Added Solutions ......................................................................... 284 
Line Speed Analysis ................................................................................................ 308 
Mechanically Tenderized Beef Labels .................................................................... 302 
Motor Vehicle Fleet ................................................................................................. 316 
Office Costs .............................................................................................................. 314 
OIG/GAO Reports .................................................................................................... 312 
Opening Statements: 

Mr. Almanza ..................................................................................................... 260 
Mr. Farr ............................................................................................................. 256 
Dr. Hagen .......................................................................................................... 270 

Pay Costs .................................................................................................................. 308
Poultry Slaughter Inspection Proposed Rule ......................................................... 324 
Public Health Data Communication Infrastructure ............................................. 318 
Public Health Information System ......................................................................... 317 

Implementation ................................................................................................. 307 
Questions for the Record: 

Mr. Kingston ..................................................................................................... 312 
Ms. Lummis ...................................................................................................... 330 



Page
vi

Recalls ....................................................................................................................... 319
Regulatory Cooperation Council ............................................................................. 303 
Risk Assessment ...................................................................................................... 320 
Salmonella Illnesses ................................................................................................ 282 
Single Food Safety Agency .................................................................................. 296, 302 

Responsibilities ................................................................................................. 300 
Small Producers, Economics of ............................................................................... 292 
Strategic Plan .......................................................................................................... 282 

Check Your Steps Campaign ........................................................................... 323 
Government-Wide ............................................................................................. 260 
Salmonella ......................................................................................................... 322 

Student Loan Repayments ...................................................................................... 319 
Time Clocks .............................................................................................................. 324 
Trade Impediments, Fund for ................................................................................. 303 
Trade Negotiations .................................................................................................. 310 
Trans-Pacific Partnership ....................................................................................... 303 

Negotiations ...................................................................................................... 305 
Unfilled Positions ..................................................................................................... 315 
User Fees .................................................................................................................. 309
Witness Statement .................................................................................................. 272 



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Off
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams true
  /MaxSubsetPct 100
  /Optimize false
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts false
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth 8
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /FlateEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth 8
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck true
  /PDFX3Check false
  /PDFXCompliantPDFOnly true
  /PDFXNoTrimBoxError false
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (U.S. Web Coated \050SWOP\051 v2)
  /PDFXOutputConditionIdentifier (CGATS TR 001)
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <>
    /CHT <>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV <>
    /HUN <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF che devono essere conformi o verificati in base a PDF/X-1a:2001, uno standard ISO per lo scambio di contenuto grafico. Per ulteriori informazioni sulla creazione di documenti PDF compatibili con PDF/X-1a, consultare la Guida dell'utente di Acrobat. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 4.0 e versioni successive.)
    /JPN <>
    /KOR <>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die moeten worden gecontroleerd of moeten voldoen aan PDF/X-1a:2001, een ISO-standaard voor het uitwisselen van grafische gegevens. Raadpleeg de gebruikershandleiding van Acrobat voor meer informatie over het maken van PDF-documenten die compatibel zijn met PDF/X-1a. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 4.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents that are to be checked or must conform to PDF/X-1a:2001, an ISO standard for graphic content exchange.  For more information on creating PDF/X-1a compliant PDF documents, please refer to the Acrobat User Guide.  Created PDF documents can be opened with Acrobat and Adobe Reader 4.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /HighResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


		Superintendent of Documents
	2023-02-09T03:02:19-0500
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




