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AGRICULTURE, RURAL DEVELOPMENT, FOOD 
AND DRUG ADMINISTRATION, AND RE-
LATED AGENCIES APPROPRIATIONS FOR 
2017

THURSDAY, FEBRUARY 25, 2016. 

FOOD AND DRUG ADMINISTRATION 

WITNESSES

STEPHEN OSTROFF, M.D., ACTING COMMISSIONER, FOOD AND DRUG 
ADMINISTRATION

JAY TYLER, CHIEF FINANCIAL OFFICER, FOOD AND DRUG ADMINIS-
TRATION

Mr. ADERHOLT. Well, good morning. The subcommittee will come 
to order. 

I want to welcome all of you to today’s hearing, and the intent, 
of course, of the hearing is to examine the Food and Drug adminis-
tration’s fiscal year 2017 budget request. 

And in addition to this committee’s review of the budget request, 
the Members of the committee will seek information on the agen-
cy’s use of current and past resources, including activities, policies, 
practices supported with appropriated funds. 

Our witness today is Acting Commissioner of the Food and Drug 
administration, Dr. Stephen Ostroff. He is joined by Mr. Jay Tyler, 
the Chief Financial Officer for FDA. I would note that we are 
pleased to see the Senate confirmation of Dr. Califf yesterday in 
the permanent position of the FDA Commissioner. 

During the transition period between Dr. Ostroff and Dr. Califf, 
I believe we are in good hands today. So thank you all, both you 
and Mr. Tyler, for being here today and for your presence. 

As I mentioned, in previous hearings we have established basi-
cally four primary goals for this subcommittee as we progress 
through the fiscal year 2017 hearings, which we are right in the 
middle of now. 

The first goal is increasing oversight, efficiency, and the need for 
effective outcomes. 

The second would be keeping rural American vibrant. 
Number 3 would be supporting American farmers, rankers and 

producers.
And No. 4, protecting the health of people, plants, and animals. 
Given the myriad responsibilities assigned to the FDA by the 

Congress, there is a constant need for this body to increase our 
oversight. Our oversight not only covers the expenditure of re-
sources, but also the corresponding activities, the efficiency in de-
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livering those services, and the degree in which the agency deliv-
ered or failed to deliver meaningful outcomes. 

At the end of the day, our constituents demand that limited re-
sources are spent wisely. For example, the fiscal year 2016 Omni-
bus bill provided FDA’s full funding request to continue the imple-
mentation of the Food Safety Modernization Act, which we call 
FSMA.

Your fiscal year 2017 budget request proposes a total increase of 
$212 million for food safety, yet the committee is still in need of 
the proper accounting for food safety expenditures for the current 
and past years. 

While you have provided us with more detail on your spending 
plans than in the past, we will continue to require regular updates 
on your use of these funds and what you are accomplishing. 

FDA’s fiscal year 2017 request includes a modest increase in 
budget authority, and that actually more closely reflects the debt 
crisis that is facing our nation. Our Nation is over $19 trillion in 
debt, as most of us know, and it requires us to trim government 
spending where we can and to decrease the growth of government 
at a minimum. 

FDA is proposing discretionary increase of $31.2 million and re-
ductions in the amount of $21.1 million, for a net increase of $10.1 
million.

It is worth noting that the total resources in this request rep-
resent a 21 percent increase above the fiscal year 2012 budget re-
quest.

In looking at the proposed user fees, FDA is, again, proposing to 
collect and spend $202 million for new, unauthorized programs. 
While there is a time and certainly there is a place for user fees 
as demonstrated by the success of most of FDA’s user fee programs, 
FDA provides no evidence to demonstrate that current efforts are 
effective in assisting the intended beneficiaries and that the re-
sources requested for the new user fees will actually result in bet-
ter service for the customers. 

In addition to the President’s fiscal year 2017 budget request, 
Congress received the administration’s request for approximately 
$1.9 billion in emergency appropriations in response to the spread 
of the Zika virus. I want to echo the remarks made by Chairman 
Rogers of this committee and also two of our other subcommittee 
chairmen that the most expeditious way to respond to the disease 
is by the use of unobligated funds that were previously provided for 
the Ebola response in fiscal year 2015. 

In fact, in January of 2016, FDA had far more unobligated funds 
left over from the Ebola appropriation than the total request for 
the Zika virus. This is yet another example of a situation in which 
the administration should utilize existing resources rather than 
coming to Congress for more money, which in the end compounds 
the nation’s debt. 

Another goal for the subcommittee is protecting the health of 
people, plants, and animals, which is also the main mission of the 
Food and Drug administration. The United States has one of the 
safest medical product markets and one of the safest, most highly 
productive food and agriculture sectors in the entire world. 
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The United States Government plays a unique role in ensuring 
that all of these sectors maintain their current vitality. We must 
continue to explore ways in which the FDA can fulfill its public 
health mission successfully, but do so in a way that gives regulated 
industry clarity on the rules of the road and they are not burdened 
with unnecessary regulation. 

Since FDA is informing Congress that the food safety, the med-
ical product safety, and rent and infrastructure needs are the high-
est priorities this year, it is incumbent upon FDA to prove to Con-
gress that such priorities cannot be funded out of the base re-
sources, first and foremost. 

In addition, the agency must demonstrate that all efforts have 
been made to review current operations for any additional savings 
and efficiencies. 

Lastly, the subcommittee and the American public need assur-
ance that the agency is coordinating and not duplicating other ef-
forts across Health and Human Services, USDA, and elsewhere to 
ensure the most efficient means of accomplishing its mission. 

We hope to touch upon each and all of these issues more in detail 
as we move forward with the questioning portion of this hearing. 

The Food and Drug administration must also tighten controls for 
areas subject to large expenditures which have unclear results and 
where performance tasks or milestones are not met, such as infor-
mation technology. 

In closing, I want to note that the work you and your colleagues 
perform at the Food and Drug administration touches the lives of 
every American, and we appreciate your dedicated service. Without 
question, you have no shortage of work to do at FDA, and there are 
many challenges facing your agency, from food safety, to opioid 
abuse, to antimicrobial resistance, and that is just to name a few. 

We look forward to hearing from you today as we proceed with 
the remainder of this hearing and about your funding proposals for 
the future and for what you are doing with available resources in 
the current year. 

So with that, let me ask the Ranking Member of this sub-
committee, Mr. Farr, for any opening remarks that he might have 
at this time. 

Mr. FARR. Well, thank you very much, Mr. Chairman. 
And, Dr. Ostroff, before the new Commissioner takes hold, I just 

want to thank you for your public service and for your standing in 
and doing a great job. 

Dr. OSTROFF. Thank you. 
Mr. FARR. I really appreciate it. 
This is my last year in Congress and on this committee, and this 

is one of the areas I think when I came to Congress I knew very 
little about the FDA, and it has probably been one of the most fas-
cinating agencies that I have had to deal with because I find that 
the responsibility you have just touches all aspects of our life. I had 
no idea how broad the responsibility was, not only from food safety. 
I always thought the Department of Agriculture did food safety, 
but it is FDA that does food safety, except for poultry and meat 
and eggs. 
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Drug development, everything that is out there, all those damn 
television ads on drugs, all of that has to go through you; even pet 
food standards and sun screens and beyond. 

So the mission you have is huge, and I think that unfortunately, 
despite what the Chairman says, I think we give you awfully short 
shrift. We ask a lot and give you very little money to do it; big mis-
sion, small budget. 

So I would like to explore that today, among others, and I really 
appreciate your help in helping us understand the interplay be-
tween the FDA mission and available resources because I think, 
again, we are asking a lot without a lot of money to be able to do 
it, and I would like to learn something about the backlog. 

So I am ready to move into the questions, Mr. Chairman. 
Mr. ADERHOLT. Sounds good. Dr. Ostroff, also I want to say 

thank you for your work. In your interim time at FDA, you have 
been certainly a pleasure to work with and always very reachable, 
and thank you for also reaching out to me on many occasions as 
you have done your work over there. 

So without objection, your entire written testimony will be in-
cluded in the record, and we will recognize you for any statements 
that you want to make before we go into the question portion of 
the hearing. 

Dr. OSTROFF. Well, thank you so very much, Chairman Aderholt 
and Ranking Member Farr and other Members of the committee. 

As you know, for almost all of the past year since our last budget 
hearing in March of 2015, I have served as Acting Commissioner 
of the Food and Drug administration, and I can tell you I was also 
very happy at the confirmation of Dr. Califf yesterday, as you men-
tioned, as the Commissioner of Food and Drugs. 

I have had the pleasure to work with Rob for the past year and 
think his selection is really quite an inspired choice, and I am 
thrilled with the bipartisan show of support for him and for the 
agency, and I very much look forward to handing over the baton 
to him in the not too distant future. 

So this particular testimony and hearing will likely be one of my 
last acts as the Acting Commissioner, and I would very much like 
to thank you for giving me the opportunity appear before you today 
to discuss the President’s fiscal year 2017 budget request for FDA. 

Words cannot express how extremely proud and grateful I am to 
have had the distinct honor of being here today to represent the 
thousands of talented and dedicated men and women at FDA and 
the tremendous work that they do. This work occurs day in and 
day out in service to the health and wellbeing of the American peo-
ple. It is an exceptional group of people, including the other FDA 
leadership that is sitting behind me. 

I would also like to very much thank the subcommittee for its 
past support of FDA, most recently through our fiscal year 2016 
appropriation, which is so very helpful in meeting the demands of 
our increasingly complex and diverse mission at home and abroad. 

Your commitment recognizes and reaffirms FDA’s critical and dy-
namic role in protecting and promoting the public health by ensur-
ing that the food we eat is safe and nutritious, our medical prod-
ucts are safe and effective, and that we can reduce the harms asso-
ciated with tobacco. Our mutual goal is that every American has 
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full confidence in the products that we regulate and our ability to 
respond to new responsibilities, new challenges, new science and 
new opportunities both at home and abroad. 

After all, there are few other federal agencies, as you mentioned, 
that touch the lives of Americans every day to the degree that 
FDA’s do. It is a great responsibility and it is one that we take very 
seriously and we never forget. 

Our accomplishments over the past year have been as substan-
tial and as impactful as at any other time in FDA’s recent history. 
My written testimony includes a number of examples of our 
achievements across the range of the products that we regulate, 
and I cannot possibly cover them all in my oral statement. 

Suffice it to say that we have continued without missing a step 
to make a substantial and positive difference in the lives of those 
that we serve, even during a period of transition in the leadership 
of the agency. 

Among the accomplishments that I will highlight is that we had 
another banner year in the approval of new drugs and biologics for 
therapeutic indications that range from the rarest diseases to the 
most common diseases to the most severe diseases. Some of these 
drugs have absolutely transformed the way that these diseases are 
treated and provide options that were not previously available to 
those who had little to no hope of having their diseases addressed. 

We accomplished this by being able to take advantage of innova-
tions in the regulatory process that allow us to get these therapies 
to patients in America faster than any of our regulatory counter-
parts, and we accomplish that without sacrificing our high stand-
ards that sponsors be required to demonstrate safety and efficacy 
of the products that we review and approve. 

Last year we also approved the first biosimilar in the agency’s 
history. We continue to take action to identify and protect the pub-
lic from poor quality compounded drugs. We have taken major 
steps to address the growing problem of antibiotic resistance in 
human and agricultural settings, and last year we brought all uses 
of antibiotics in food animals under the supervision of veterinar-
ians, and at the end of this year growth promotion indications will 
be voluntarily removed from the labels of all medically important 
antibiotics used in veterinary medicine. 

In the last year, we made major contributions to the response to 
international health threats like Ebola in West Africa, and today 
we are working very diligently with our federal partners and out-
side stakeholders to address the recently recognized threat from 
the mosquito transmitted Zika virus. 

And in recognition of the growing consequences of the opioid epi-
demic, a problem which has touched the lives of far too many fami-
lies and affects nearly every community in this country, we re-
cently completed a comprehensive review of FDA’s activities and 
announced a far-reaching action plan to ensure that the way we re-
view, approve and oversee these drugs contributes to ending this 
crisis.

It is a plan that focuses on actions that can help us positively 
impact the epidemic while still providing patients in pain access to 
effective relief. 
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It includes such actions as considering ways to widen access to 
antidotes to treat overdose; encouraging development of better 
products with abuse deterrent characteristics, including generics; 
strengthening and expanding warnings; expanding input through 
wider use of advisory committees and tapping the expertise of the 
National Academy of Sciences; requiring additional studies by man-
ufacturers of opioids to fill very critical scientific gaps in our under-
standing of these products; considering expansion of the REMS for 
this class; and encouraging development of innovative medication 
assisted treatment for dependents. 

It also includes working with and supporting partners inside and 
outside of government to assure a multi-pronged approach to this 
problem.

FDA’s budget in support of our responsibilities remains a bargain 
for every American taxpayer. While the products that we regulate 
account for more than 20 percent of every U.S. consumer dollar, in-
dividual Americans pay only two cents per day to support our over-
sight and ensure that these products work as they are supposed to 
and are safe. 

It is a small price for lifesaving medicines and for medical de-
vices, for confidence in medical products that are relied on daily, 
and for a food supply that is among the most diverse and safest 
in the world. 

FDA’s 2017 budget request was constructed to ensure that we 
maintain this level of success while recognizing the tough fiscal en-
vironment by focusing targeted increases on the most urgent needs. 
The total budget request for fiscal year 2017 is $5.1 billion, which 
represents an overall increase of eight percent, or $358.3 million, 
compared to the fiscal year 2016 enacted level. 

This includes $2.7 billion for budget authority, a very modest in-
crease of one-half of one percent, or $14.6 million, compared to the 
fiscal year 2017 enacted level; $2.3 billion in user fees, an increase 
of 12 percent, or $268.7 million compared to the fiscal year 2016 
enacted level; and $75 million in new mandatory funding to sup-
port the White House Moon Shot to Cure Cancer Initiative. 

The biggest area of increase, as it was in 2016, is in food safety, 
specifically continued support to implementing the Food Safety 
Modernization Act, or FSMA. The fiscal year 2017 budget requests 
an increase of $211.6 million above the fiscal year 2016 enacted. 
This includes an increase of one percent, or $18.4 million in budget 
authority, compared to fiscal year 2016, and an increase of $193.2 
million in user fees compared to the fiscal year 2016 enacted. 

Within the overall food safety budget there will be $25.3 million 
in new funds to improve food and feed safety through the continued 
implementation of FSMA. 

Congress enacted FSMA to recognize the very significant changes 
that have occurred over the years in the food supply, including its 
globalization and the changing nature of food borne disease threats 
themselves. FSMA quite simply fundamentally transforms our ap-
proach to food safety from a reactive system to one that recognizes 
that food borne illness can and should be prevented and imple-
ments the necessary steps to accomplish that goal regardless of 
where the food is grown or produced. 
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Last year saw the finalization of five of the seven foundational 
rules for FSMA after several years of work by FDA and input from 
many, many stakeholders, and the last two rules are set to become 
final in March and May of this year. 

Now that the rules are final, this is a make or break year for 
FSMA. Now the rubber hits the road. Without full funding, FDA 
will be unable to complete putting in place the necessary program, 
standards and oversight that will bring FSMA from a concept to re-
ality and allow American consumers and industry to begin to reap 
the benefits that it was designed to accomplish. 

The additional funding will help implement the Produce Safety 
Rule and provide states with the resources to help farmers prepare 
for it, support our enforcement efforts, and further implement the 
Foreign Supplier Verification Program which helps assure an even 
playing field for domestic and foreign products. 

In the area of medical product safety and innovation this year’s 
request represents an increase of $116.2 million above fiscal year 
2016 enacted. We are requesting an increase of 0.2 percent, or $3.2 
million in budget authority compared to fiscal year 2016, and an 
increase of three percent, or $38 million in user fees compared to 
fiscal year 2016. 

In addition, there is the $75 million that was previously men-
tioned in new mandatory funding for the Cancer Moon shot. 

Our focus is on five priorities: leveraging real world data on med-
ical devices through the National Medical Device Evaluation Sys-
tem; continuing to support the President’s Precision Medicine Ini-
tiative; improving the safety of compounded drugs and combatting 
antibiotic resistant bacteria; supporting animal drug and medical 
device review; and harnessing the power of innovation to bring a 
new generation of cancer diagnostics and treatments to market. 

Let me just end my opening statement by once again sincerely 
thanking the subcommittee on behalf of our entire workforce for 
your support, your advice, and your assistance over the last year. 
I can only say that it has been especially helpful to me. 

This job is a tough one, as you mentioned, and has its share of 
challenges, but it is without question one of the most rewarding op-
portunities that I have ever had in my long public health career. 
Especially gratifying is the knowledge that our actions and the de-
cisions that we have made help people across the country each and 
every day, and in the end that is what makes it worthwhile. 

I want to thank you for allowing me to be here today to discuss 
this year’s budget and how it helps FDA meet its public health re-
sponsibilities. Coming at a time of enormous change, this budget 
is a modest request to help us meet the challenges of globalization, 
embrace groundbreaking and potentially lifesaving scientific and 
technological advances, and continue to provide American con-
sumers and patients with the confidence in the people that work 
to protect and promote their public health. 

So with that I will end my statement, and I look forward to being 
able to answer your questions. 

[The information follows:] 
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Mr. ADERHOLT. Thank you, Dr. Ostroff, for your testimony. 
On a lighter note, before we get into some of the issues, you men-

tioned about the transition between you and the new Commis-
sioner, Dr. Califf, who has been confirmed. When does that transi-
tion actually take place officially? 

Dr. OSTROFF. The official time and day has not yet been estab-
lished.

Mr. ADERHOLT. OK. That is what I wondered, if a time had been 
set. But regardless, as I said in my earlier testimony, we are in 
good hands either way. 

Dr. OSTROFF. Well, thank you. 
Mr. ADERHOLT. We look forward to working with him, but cer-

tainly we have enjoyed working with you, and as you continue in 
this role, we know you will do a tremendous job. 

Dr. OSTROFF. I am not leaving. 

GE FOOD LABELING

Mr. ADERHOLT. Good. My first question deals with the GMO safe-
ty labeling. When Secretary Vilsack testified in front of this sub-
committee two weeks ago, we touched upon two critical issues re-
lating to GMO foods. 

As background, Secretary Vilsack recently brought the two major 
sides together, those for mandatory labeling and those that are 
against mandatory labeling, and his attempt was to try to forge a 
compromise on the matter. 

Over the past few years each side has shown great passion, as 
I am sure you well know, about their positions, and the current 
state of things, the GMO labeling debate has created much confu-
sion on the part of consumers. My question would be, and just to 
the bottom line: does FDA believe that GMO products are safe for 
consumers?

Dr. OSTROFF. Well, thank you for that question, and I would to-
tally agree with you that this is a very complicated issue. There is 
a great deal of passion on both sides of this debate, and certainly 
FDA has a very important role in this area. 

So you know, we have assessed from a scientific perspective ge-
netically engineered foods, and as we have looked at these foods, 
from a scientific perspective, we have not seen differences in the 
food items in comparison to those which have not used genetically 
engineered production methods. 

And so as a result of that, and again, our criteria for issues re-
lated to labeling have to do with being able to provide the con-
sumer material facts that are important from the perspective of 
their health, and so we are very supportive of a voluntary approach 
to labeling, and as we put out in the guidance that we put out in 
November 2015. 

Mr. ADERHOLT. Can you give us some reasons why FDA decided 
not to mandate labeling and the agency decision to approve the set-
tlement?

Dr. OSTROFF. So, again, our perspective is that we believe that 
it is very important that consumers have information about the 
material that is actually in the foods themselves rather than the 
methods in which those foods are produced, and so that has been 
a very consistent position that we have had now for many, many 
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years as it relates to whether something is genetically engineered, 
whether it is produced by free range or other types. You know, that 
is a method of production rather than a material fact regarding the 
material that is actually in the product. 

And so that has been the basis for us to determine that while 
we believe that it is very important for consumers to have informa-
tion, that it does not represent a material fact. 

Mr. ADERHOLT. Vermont’s mandatory labeling law goes into ef-
fect in July, and Secretary Vilsack was quoted yesterday as saying 
that it will, ‘‘create chaotic circumstances,’’ for the food and agri-
culture industry. 

As the lead agency for the labeling of 80 percent of the food sup-
ply, can FDA support preemption of menu labeling and not pre-
emption for GMO labeling, especially if we end up with a patch-
work of laws covering GMOs? 

Dr. OSTROFF. So thank you for that question. 
We have not taken a position on those particular laws. 
Mr. ADERHOLT. What would be the implications for consumers 

and the farmers and the food manufacturers out there with this? 
Dr. OSTROFF. Well, again, we can only look at it from the per-

spective of the guidance that we have previously issued in Novem-
ber of 2015, and again, we feel that the appropriate approach in 
that guidance, which is voluntary labeling, it is voluntary labeling 
whether there is genetically engineered material in a particular 
product, as well as whether or not there is no genetically engi-
neered material in a product, is a very reasonable way to go. 

Mr. ADERHOLT. Well, regarding GMO products, I understand the 
information is important to consumers, and I certainly respect that. 
But if GMO products are safe, then my question would be: why are 
FDA or even sister agencies not doing more to educate the con-
sumers that these products are perfectly safe? 

I am concerned, and I think many are concerned that some parts 
of the administration have not done enough to get in front of this 
debate and really use the influence and the information that you 
have to assure the public there is nothing to fear about GMO prod-
ucts, which as you know and as you have said have been deemed 
safe for decades. 

So I would hope that would be something that the agencies and 
sister agencies could be more engaged with, and to assure the pub-
lic if they are so concerned. 

Dr. OSTROFF. Yes. I think one other thing just to mention, as you 
know, the guidance that was put out in November 2015 was draft 
guidance, and obviously there were many comments that have 
come in, and we continue to review those comments. And certainly 
we will take that information into consideration as we work for the 
guidance to be finalized. 

Mr. ADERHOLT. Yes. Well, the take-away, like I said, we would 
just encourage you to try to communicate that so the public will 
have an assurance that there are no safety concerns with GMOs. 

Mr. Farr. 
Mr. FARR. Thank you, Mr. Chairman, and I appreciate that line 

of questioning. 
I think this is something where we have all, including industry 

and Secretary Vilsack, ought to be taking the lead in this. But 
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what I do not understand in your answer to his question is that 
you are protecting the label for medical facts, but then you are 
going to allow it to be voluntarily adjusted. 

I mean, how is that protecting the label? 
Dr. OSTROFF. Well, again, there are certain facts that we feel are 

necessary to inform consumers of the content of the actual product 
itself. There are many additional pieces of information that could 
be included in the product labeling that would not be required to 
be present, but on a voluntary basis to provide additional informa-
tion to consumers. We would have no problem with that. 

Mr. FARR. Well, I guess that would be like the milk cartons that 
say that these cows are not treated with whatever. That is vol-
untary among the industry, right? 

Dr. OSTROFF. Right. I mean, it is the same concept. 
Mr. FARR. It does not speak to the health of the milk. 
Dr. OSTROFF. Right. It is the same concept, which is that it has 

to do with production methods and not the content of the product 
itself.

Mr. FARR. Well, Mr. Chairman, I hope sometime we just have a 
separate hearing on this because I know states, and California in-
cluded, who are doing a statewide initiatives on this, and here we 
are. I mean, this is the crown jewel of labeling. You know, if this 
is going to be a whole new initiative that everybody decides, each 
state, about how they are going to label products in their state, I 
think it is going to create tremendous confusion and lose confidence 
of the consumer. 

BUDGET

Anyway, I wanted to get back to my original comment about how 
I think your agency has been asked to do a lot and been given very 
little resources to do it. I wondered if you are maybe given too big 
of a mission and too small of a budget. 

Can you tell me what are some of the tasks that might get short 
shrift because of the lack of adequate funding? 

Can you name one or two programs where you wished you had 
more funds to do a better job? 

Dr. OSTROFF. Well, what I will say, Congressman, is that we are 
very supportive of the fiscal year 2017 budget request, and we be-
lieve that the request from the administration will allow us to con-
tinue the work that we have done, especially in areas that we have 
been especially successful, while in certain areas that are our 
greatest priorities being able to in very targeted fashion apply addi-
tional resources. 

Mr. FARR. Examples? 
Dr. OSTROFF. So, again, within the budget our priority requests 

are in the areas of being able to continue to implement the Food 
Safety Modernization Act, as I mentioned; that this, for us, is real-
ly a very critical time period and that we are moving from devel-
oping the rules and regulations into implementation. 

And so there are great expectations. 

PRODUCE

Mr. FARR. Well, I really appreciate it because Congresswoman 
Pingree and myself are very involved in specialty crops, which are 
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essentially fresh vegetables, and my district is known as the salad 
bowl capital of the world, and we grow something like 70 percent 
of all the lettuce in the United States. 

There is no kill step in them. You do not cook lettuce. So the food 
safety requirements that these farmers have adopted in specialty 
foods are really keen. California invented this with the leafy green 
marketing order. 

What we are concerned about now is that there is going to be a 
new set of regulations and a whole bunch of bureaucracy that 
farmers are going to have to fill out in order to meet the Federal 
standards.

You talked about having enough money to implement the pro-
gram and to prepare the farmers. Are you going to put the money 
in the states and really make sure that this is integrated with 
what is going on in the states so that we do not have to have an-
other bunch of paperwork and information? 

Dr. OSTROFF. The short answer is yes. You know, one of the 
major tenets of our development of the regulations related to the 
Food Safety Modernization Act is this concept of the integrated 
food safety system. The integrated food safety system means part-
nerships at the federal level, at the state level and at the local 
level, and in addition, partnerships with industry and partnerships 
with all of the other stakeholders that have a role in assuring food 
safety.

And so we have developed these regulations with a great deal of 
discussion with our state counterparts. We fully expect—— 

Mr. FARR. Well, for example, in California which already has a 
program in place, would you just absorb that as being adequate? 

Dr. OSTROFF. So, the rules that were developed for FSMA were 
done in a collaborative fashion with the states to assure that there 
is no duplication of efforts. 

In addition to that, a very critical component of what we are 
doing with the resources that we have obtained, particularly the 
2016 resources and, of course, part of the request for 2017, is to 
make sure that we can provide support to all of the states to be 
the front line interface with farmers and with the other small pro-
ducers that are a critical part of the food safety system. 

So we do not look at this as being duplicative at all. 
Mr. FARR. Would it cost them any more money? 
Dr. OSTROFF. So when you say will it cost them, are you talking 

the states or are you talking the farmers? 
Mr. FARR. Yes. Will the states and farmers have to pay more, 

like inspection fees for restaurants and things like that? 
Dr. OSTROFF. Well, you know, to a certain degree it depends on 

where an individual producer happens to be. Very often virtually 
everything that is being required under FSMA, many of the farm-
ers particularly in your area have a tremendous head start in im-
plementing many of the things that are in FSMA, and so they 
should not be particularly impacted by much of what is particularly 
the Produce Safety Rule. 

Mr. FARR. Thank you. 
Mr. ADERHOLT. Dr. Harris. 
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LABORATORY DEVELOPED TESTS

Mr. HARRIS. Thank you very much, and good to see you again. 
I have a couple of issues and maybe we will get to some others 

in a second round, but I had a visit from some of the scientists up 
at Johns Hopkins, two pathologists who work in one of the labora-
tories, and they are very concerned about the laboratory developed 
test regulation, and they made a fairly cogent case to me that they 
are already regulated. Most laboratories are regulated by HHS 
under CMS, under CLIA, and what the FDA is about to bite off is 
probably a whole lot more than it can chew because there are by 
their estimate could be more than 50,000 laboratory developed 
tests out there. 

And as you know, they mostly have to be treated uniquely. That 
is just a whole lot. Can you just explain to me why the CLIA mech-
anism for regulation just will not do for these laboratory regulated 
tests and why you think a second level of regulation will not im-
pede the access of patients, especially in oncology treatment, to 
sometimes lifesaving therapies? 

Dr. OSTROFF. Thanks for that question. 
This is an area that I have actually spent a great deal of time 

looking at over the last few years not only while I have been the 
Acting Commissioner, but also in my previous role as the Chief Sci-
entist. I think that there are a couple of things to point out. 

One of them is that FDA has always had the regulatory author-
ity to regulate laboratory developed tests. However, since the 1970s 
we have always used enforcement discretion in this area, but I 
think one of the things that is really important to point out is that 
like so many of the areas that we regulate, there have been very 
significant changes in the area of laboratory developed tests from 
1976 to the present. 

It has grown considerably. The complexity of the tests that are 
being done has grown considerably, and in some instances, and we 
published a report last fall where we detailed circumstances where 
there are significant problems with the quality of laboratory devel-
oped tests, particularly laboratory developed tests in circumstances 
where specimens are coming in from all over the country. It is a 
very different paradigm than the paradigm that in general has 
grown up in laboratory developed tests where these were tests that 
were performed in one laboratory for use directly in the institution 
in which the laboratory was affiliated, and there is a very substan-
tial change. 

And from the standpoint of the patients themselves, they are not 
aware of whether or not something is being run as a laboratory de-
veloped test or whether it is a commercially available test that has 
been assessed by FDA for the diagnostic accuracy and the clinical 
validity of that readout. 

So that is part of the reason that we have embarked on this 
pathway to bring laboratory developed tests under our review. 
However, we have embarked upon this in a very cautious way. We 
did put out draft guidance approximately a year and a half ago, 
and as you might imagine, we have gotten a great deal of com-
ments.
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Dr. HARRIS. Oh, I got those comments yesterday. I got an earful, 
and I have other questions. So I will just leave it at this. There is 
a great concern with me about this. 

Dr. OSTROFF. But the other thing that I would say, you know, re-
garding the role of CLIA, we are in close partnership with CMS 
that oversees CLIA, and I guess the way that I would describe it 
is that our role has to do with the quality of the test itself, and 
CLIA is largely devoted to the systems that are in place to actually 
run the test rather than assessing the quality and the interpreta-
tion of that test. 

And so we view our role and CLIA’s role as being complemen-
tary. You know, there have been hearings in which CMS has testi-
fied and indicated that they do not feel that they have the nec-
essary technical expertise to actually be able to review the test 
itself for diagnostic accuracy. 

Dr. HARRIS. Again, my time is running out, but I will get around 
to it in the second round. 

That is true. They do not, but you know, all of these tests, and 
you can correct me if I am wrong, they are all ordered by physi-
cians or, you know, advanced health professionals; is that right? 

Dr. OSTROFF. Yes. 
Dr. HARRIS. Sure. So they are actually ordered by someone who 

might actually have the training and the certification and docu-
mentation and degrees and all the rest to be able to make that de-
cision.

And now what I see is FDA stepping in and making what tradi-
tionally has almost been a practice of medicine decision. I really do 
feel that way. I think that this is too bad because as we embark 
on a new cancer initiative, we are about to throw a huge regulatory 
roadblock and not all laboratory developed tests deal with cancer, 
but a large number of the complex ones do. We are about to throw 
a huge regulatory roadblock in the way. 

I yield back. 
Mr. ADERHOLT. All right. Ms. Pingree. 
Ms. PINGREE. Thank you very much, Mr. Chair. 
Thank you for being here today and for the work that you have 

been doing and I know you will continue to do in spite of the 
changes going on, and we will look forward to working with the 
new leader of the organization. 

FSMA RULES

But I want to follow up a little bit on what the Ranking Member 
said, and I have another question. So I will just give you all my 
thoughts and will let you answer them. We can follow up in writ-
ing.

But just on the FSMA rules, I appreciate the Ranking Member 
bringing up many of the concerns that people have. We have 
worked very closely with you, and we appreciate Mr. Taylor coming 
to Maine. I know you have really focused over the last few years 
on some of the impacts that it is going to have with farmers who 
will be newly introduced to this. 

Mr. Farr talked about the fact that, some of the farmers that he 
works with are very large scale. They have already implemented 
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many of these safety procedures, but in my region of the country 
we are going to have a lot of new farmers affected by it. 

So just a couple of things. I want to say that in terms of this na-
tional integrated food safety system that stakeholders will have a 
chance to provide some input on the plans. At some point I would 
just like to see a record and a timeline for the record that tells us 
what the overview of that will be and how it will be implemented. 

And secondly, I know you are thinking about and there are some 
increases in the budget about how the training process will be, but 
you can imagine there is tremendous confusion and great concern 
that this is going to be a big challenge, particularly with small and 
medium size farmers who have not been experienced in this proce-
dure before and a lot of confusion about who qualifies and who is 
required to do what. 

So on the amount of training money available particularly going 
to the states, we have heard from the National Association of State 
Departments of Agriculture that there is not sufficient funding. 

So, again, I know there is increased funding, and I know you are 
thinking about directing a lot of it to the states, but I just wanted 
to reiterate that that is one of the continuing concerns as we get 
into the implementation phase. We care deeply about food safety, 
of course, and that has been a big mission of Congress to move for-
ward on that. But on the reverse of it, we do not want it to be this 
cumbersome bureaucracy that farmers cannot figure out or that, 
frankly, reduces some of the ability of farmers who have moved 
into new markets and are really having great success with direct 
to consumer and farmers’ markets and a whole variety of new mar-
keting techniques around the country in everyone’s district. So we 
do not want to see that getting in the way. 

OPIOIDS

So I am just going to throw that out there. The real question I 
want to get to, because I know we will have a chance to follow up 
on that, is an issue that concerns everyone on this committee. I 
just came from another hearing on this topic, and that is the opioid 
crisis, and I know you are very engaged in that and working on 
plans to deal with it. 

And we have been appreciative of reading some of the things 
that the Department is doing. Obviously the President is making 
it an important initiative. I am sure there is not a state here that 
has not got their own long list of stories about what a challenge 
this is. 

And I just want to talk about one little part of it. In thinking 
about what the FDA can do to improve prescribing practices, ex-
panding risk evaluation and mitigation strategy requirements for 
the immediate release of opioids, I know that the Department has 
called the development of non-pharmacological approaches to pain 
an urgent priority. 

So I just want to hear: do you think that there is a lack of safe 
and effective alternative treatments for chronic pain? 

And, if so, can you elaborate on some of the efforts underway in 
collaboration with the NIH and industry stakeholders to fill that 
need?
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And would the FDA consider emphasizing non-pharmacological 
treatment options in the continuing medical education component 
of the risk evaluation and mitigation strategy? It just seems like 
that is a good opportunity here available to us. 

Dr. OSTROFF. Those are a lot of points that you raise. 
Ms. PINGREE. It is a lot to answer in a minute, I know. 
Dr. OSTROFF. What I am going to try to do at least let me just 

touch upon the first issue that you raised because one of the ways 
that we have developed and one of the sort of central points of 
FSMA is to educate while we regulate, and I think that that is very 
important.

In other venues we have also said educate first and regulate sec-
ond, but they actually do go hand in hand. And so we are in full 
agreement with you that it is really, really critical that we be able 
to develop the necessary educational programs down to the farm 
level and also for the small producer so that they have a full under-
standing of what they are supposed to do because it is much more 
important that we come there and be able to say, ‘‘You know, you 
are doing it right,’’ rather than to come there and say, ‘‘Uh-oh, you 
did not do it right.’’ 

Ms. PINGREE. Absolutely. 
Dr. OSTROFF. So we think that that would be a win-win for vir-

tually everybody, and it has been from the very beginning one of 
our priorities. 

In the area of opioids, I think that you mentioned a number of 
things. We have taken all of those issues into consideration. You 
know, if you were to distill the action plan that we put out a few 
weeks ago, I would put it into three different areas. 

One of them is to reduce abuse. 
The second one is to save lives. 
And the third one is to facilitate treatment and recovery. 
And so that action plan contains items in each of those areas. 

Obviously one of the ways to reduce abuse is to minimize the use 
of opioids when it is not necessary to use them, and obviously we 
have worked very collaboratively with our colleagues at the Cen-
ters for Disease Control and Prevention and their opioid pre-
scribing guidelines. 

You may know I worked there for a long time. So I know these 
folks quite well, and there is a very critical role for being able to 
use other approaches for pain management that do not necessarily 
involve the use of opioids. They should not be necessarily the first 
thing that you turn to. 

And there is a very important research need to be able to develop 
more alternatives to opioids that would be able to address the 
needs of patients. 

Ms. PINGREE. Thank you. I have gone over my time. I appreciate 
your coming. 

Mr. ADERHOLT. Mr. Rooney. 
Mr. ROONEY. Thank you, Mr. Chairman. 
I think one of the things you could start with or one of the agen-

cies could start with is: this fall my son broke his nose playing foot-
ball, and we went to the emergency room to have it reset, and as 
we left, they gave us a prescription for Percocet. He is 13. 

Dr. OSTROFF. It is really unfortunate. We hear that a lot. 
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Mr. ROONEY. Yes. I mean, I did not have that when I got hurt 
playing football when I was younger. It was, you know, take some 
Advil and suck it up. 

TOBACCO DEEMING

But anyway, I was shocked. I was shocked, but I am going to 
switch subjects if I could and talk about tobacco. 

I want to talk about the deeming regulations and the proposed 
rule to deem e-cigarettes and cigars under the jurisdiction of the 
Center for Tobacco Products. The FDA estimates a number of pre- 
market tobacco applications that the FDA expects to receive is 27, 
one for cigars and pipes and the rest, the remaining 25 for vapor 
products.

Congress statutorily mandated that the tobacco industry, includ-
ing cigar manufacturers and importers, pay a user fee to fund the 
Center for Tobacco Products. Each entity share was determined by 
how much each paid into that tobacco buyout. 

Did you consult with the USDA about the number of cigar manu-
facturers and importers that participated in that tobacco buyout to 
determine the number of applications the FDA would receive annu-
ally?

And did you consult with the Alcohol and Tobacco Tax and Trade 
Bureau over how many cigar companies would have registered with 
them?

Dr. OSTROFF. If you might indulge me, Mitch Zeller, who runs 
the Center for Tobacco Products, is just behind me and since he 
was very heavily involved in the development of the proposed 
deeming rule at the time that I was not, I will let him at least an-
swer that particular question. 

Mr. ROONEY. Thank you. 
Mr. ZELLER. My name is Mitch Zeller. I am Director of the Cen-

ter for—— 
Mr. ADERHOLT. Hold on just a second. We need to just get unani-

mous consent to allow the testimony. 
Is there any objection? 
[No response.] 
Mr. ADERHOLT. Proceed on. 
Mr. ZELLER. My name is Mitch Zeller, and I am Director of the 

Center for Tobacco Products at FDA. 
Consultation with USDA, in addition to a number of other 

sources of input, went into the calculations that were in the pro-
posed rule. I would say in response to the proposed rule, we re-
ceived a number of comments from industry and others on that, 
and unfortunately I cannot talk about what is in the final rule, but 
we received a lot of comment on the numbers. 

The numbers in the proposed rule are our best assessment at the 
time. We have taken all of the comments into consideration that 
we received on this, and when the final rule is published, you will 
be able to see revised numbers principally based upon the input 
that we received as the system is supposed to work through the 
comment and rulemaking process. 

Mr. ROONEY. OK. I do not know if this is also for you, but indus-
try analysts and trackers estimate the sale of e-cigarettes in 2015 
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were more than three billion, and vapor shops sell more SKUs than 
obviously we can probably count. 

And in the 9 years since the February 15, 2007, the existing 
predicate date, tens of thousands of cigars have been introduced to 
the market. 

Given that information, do you think the regulation put out to 
deem electronic cigarettes and tobacco products underestimates the 
number of pre-market tobacco applications that manufacturers will 
have to file? 

Dr. OSTROFF. Again, there were numbers that were included in 
the proposed deeming rule. As you are probably aware, we received 
an extraordinary number of comments based on the proposed rule, 
more than 135,000 comments that we had to go through as we 
worked towards finalizing the deeming rule, and so you know, I 
cannot discuss what might be in the final version of this, but we 
have taken all of those comments into consideration. 

Mr. ROONEY. OK. Thank you, Mr. Chairman. I yield back. 
Mr. ADERHOLT. Mr. Bishop. 
Mr. BISHOP. Thank you very much, Mr. Chairman. 
I apologize for my delinquency. I was at another hearing going 

on at the same time, and I was required to stay there until its com-
pletion.

SECURITY OF FOOD RECORDS

Let me welcome the witnesses this morning, and let me get right 
into FDA security of food records. Some Members of Congress have 
expressed concerns about whether FDA has taken adequate meas-
ures to protect additional trade secrets and confidential informa-
tion entrusted to the agency as part of its regulatory activities 
under FSMA. 

In particular, in August of 2015, the House committee on Energy 
and Commerce investigated FDA’s security of food industry trade 
secrets and confidential information. The report notes that FSMA 
expanded FDA access to company records involving sensitive busi-
ness information of regulated entities in the food industry, and it 
questioned FDA’s ability to protect that information. 

In February of this year the committee leadership sent a letter 
to FDA asking for information to allow the committee to determine 
whether FDA has taken adequate measures to protect additional 
trade secrets and confidential information entrusted to FDA. 

Can you describe what actions FDA has taken to respond to 
these concerns? 

Dr. OSTROFF. What I can say is that I do recall seeing that par-
ticular letter and we are in the process of developing a response to 
that letter. It is an issue that we take quite seriously, and probably 
what would be best is if we developed a response to that letter and 
provide the information back to you in greater detail. 

Mr. BISHOP. Thank you. Thank you very much. I look forward to 
that.

FSMA FUNDING

State agriculture officials and representatives of the National As-
sociation of State Departments of Agriculture have continued to 
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push for full FSMA funding so that front line State officials can 
prepare for implementation. 

NASDA further supports the administration’s request for an ad-
ditional $25.3 million in budget authority for FDA food safety and 
FSMA implementation for fiscal year 2017. 

Can you describe how FDA’s federal staff work with your state 
partners on the ground to ensure that states have adequate tech-
nical support and resources to implement the various regulations 
under FSMA? 

And what type of support is provided to the state public health 
and agricultural agencies to implement FSMA’s requirements? 

And what is the level of financial and technical resources that is 
provided to states? 

Dr. OSTROFF. Yes. Thank you for that question. 
So as I mentioned before, we have worked very, very closely with 

our state counterparts not only in developing the rules and regula-
tions, but also in assuring that, as part of the integrated food safe-
ty system, there are appropriate resources to be able to meet the 
requirements of these regulations, including working very closely 
with our partners in State Departments of Agriculture. 

Three have been funds, including funds in fiscal year 2016 and 
part of the request in fiscal year 2017 are prioritized for being able 
to provide support to all of our state partners so that they can ful-
fill the expectations as part of that integrated food safety system 
for the role that they have, particularly working with the produce, 
the farms that are producing fruits and vegetables around the 
country and also the small producers. 

So we do know that that is a priority. In the funding that we re-
ceived in fiscal year 2016, $19 million of that funding is specifically 
to go for support to the states, and in the request that we have in 
2017 an additional proportion of the $25.3 million, and I believe 
the figure is just over $11 million, is also for funding to go to the 
states.

Mr. BISHOP. Thank you. 

CANCER MOONSHOT

Let me talk about the Cancer Moon Shot Initiative. February 1st, 
the White House launched the National Cancer Moon Shot Initia-
tive, and according to the President’s budget request, FDA is re-
questing $75 million in mandatory resources, a direct transfer. 

As part of the initiative, FDA will establish a virtual Oncology 
Center of Excellence to streamline collaboration across FDA’s 
human drugs, biologics, and devices and radiological health pro-
grams. It has also mentioned collaboration with NIH. 

Can you explain the collaboration between NIH and FDA, and 
what are the expected deliverables in fiscal year 2016 and from 
what resources? 

Dr. OSTROFF. So, again, the Cancer Moon Shot funding is for fis-
cal year 2017, and then it is for a five-year period. 

However, having said that, we have a very close working rela-
tionship with NIH. As you can imagine, even the development of 
the Moon Shot itself in collaboration with the administration and, 
in particular, the Vice President’s Office was very, very close. 
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You know, if you think about what is necessary for successful 
medical product development, what you have is you have the phase 
of discovery. You have the phase of translating those discoveries 
into medical products, and then you have the very critical role of 
FDA, which is bringing those medical products through the ap-
proval process so that they can then be used by patients. 

All of them are critical, and they have to be done hand in glove, 
and so you know, with all of the discovery work which is being 
done by NIH and NCI, we have worked very closely with them in 
developing this particular proposal. 

As far as the Virtual Center of Excellence is concerned, it is a 
very important concept because one of the main objectives of the 
Moon Shot itself is to be able to break down barriers between in-
vestigators not only in terms of the way the clinical trials are done 
and doing large scale clinical trials across multiple institutions, but 
in addition to that, being able to share data and being able to en-
hance patient enrollment into the various clinical trials. 

Just as breaking down those types of barriers that have inhibited 
some of the work, we need to break down the internal barriers 
within the FDA. You know, we have work that goes on on medical 
devices. We have work that goes on within biologics. We have work 
that goes on within pharmaceutical, and this is an opportunity to 
bring together all of the individuals across the agency that are 
working on cancer related activities, whether it is diagnostics or 
whether it is the therapeutics, and make sure that they are all 
working in the same direction. 

Mr. BISHOP. I commend you for that, and as a cancer survivor, 
I certainly appreciate the elimination or the proposed elimination 
of all of the silos that have slowed down the collaboration. 

So I wish you the best in that, and any way that we can do to 
be helpful, please let us know. 

Dr. OSTROFF. Thank you very much. 
Mr. ADERHOLT. Mr. Yoder. 
Mr. YODER. Thank you, Mr. Chairman. 
Commissioner, great to have you back before the committee, and 

we appreciate you sort of being a pinch hitter, to step in and be 
the Acting Commissioner, and you have done a good job. You have 
been easy to work with and responsive, and I appreciate that and 
commend you on your service. 

Dr. OSTROFF. Well, thank you very much. 
Mr. YODER. I want to associate my comments with some of the 

comments my colleagues made, first off, Mr. Bishop’s in high-
lighting the important role the FDA plays as it relates to NIH. We 
have discussed before the Moon Shot and certainly 21st Century 
Cures, which I believe had $500 million to support the collabora-
tion in moving these products through the FDA so that we can re-
alize the goals of the NIH. So with the FDA, the NIH does not real-
ly ultimately get its drugs to market. So thank you for your work 
there and your making that part of your mission. 

I want to associate my comments with Mr. Bishop’s comments. 
I also want to associate myself with Dr. Harris’ comments on 

LDTs and the concerns he raised, and I think he has raised some 
very legitimate concerns, and I look forward to working with FDA 
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and the Energy and Commerce committee, which is working on 
this as well, to ensure that we are not overregulating those. 

Then I also want to associate myself with the comments of Mr. 
Rooney, and I wanted to maybe follow up where he had left off re-
garding the predicate date, the February 15, 2007 predicate date. 

VAPOR PRODUCTS

You know how important this predicate date is to Americans be-
cause it delineates the two pathways that tobacco products or nico-
tine derived from tobacco, how those products can come to market. 
It is a critical date, and a lot of Members of Congress, based upon 
the question Mr. Rooney was asking you, believe that the predicate 
date should be moved forward and that it is too early in terms of 
2007 and that we need a new date. 

So I just want to talk to you a little bit about vapor products in 
particular and how they are impacted by this. You know, there is 
virtually no ability to find an appropriate predicate date prior to 
February 2007 for vapor products. They just did not exist on the 
market at that point. 

So essentially your agency has substantially, hindered the 
equivalence pathway to market for this entire class of product. 
There is no substantial equivalence allowed. 

It seems backwards, I think, that the FDA would have a higher 
bar for a product that maintains the public health. And what 
many, including the government of the United Kingdom, believe is 
significantly less harmful than a conventional cigarette. Why we 
are putting a higher bar there does not really make a lot of sense. 

As the proposed rule is written, once the final rule is published, 
manufacturers will have two years to submit an application to the 
FDA for each product, but as Mr. Rooney highlighted, it is not just 
the branded name product. It is an application for each variant of 
the product, including flavor, nicotine content, size, FTA. 

Not changing the predicate date would burden smaller manufac-
turers, jeopardizing many small businesses. It would take signifi-
cant resources. Estimates range from 300,000 to 20 million to 
achieve the necessary requirements. If the higher estimates are 
correct, only corporations with significant assets and resources will 
be able to get their products through the application process. 

The proposed rule has a significant potential to decimate the 
emerging vapor market, as well as driving many small manufactur-
ers out of business, causing a significant economic impact. 

Additionally, the regulatory burden on the Center for Tobacco 
Products will be enormous. As Mr. Rooney highlighted, a number 
of applications will inundate the center. It could potentially num-
ber in the tens of thousands, including both vapor products and ci-
gars.

This committee has witnessed the significant problems the Cen-
ter for Tobacco Products has had with substantial equivalence ap-
plications in years past, and so I guess with all of that being dis-
cussed and the reasons outlined, would it not be better to move the 
predicate date forward for newly deemed products and specifically 
set standards for vapor products? 



32

Dr. OSTROFF. So there is a lot in your question, obviously. Let 
me just try. It is difficult to address all of those issues, but what 
I would like to sort of focus on is a couple of different areas. 

One of them is that everything is a very difficult balancing act, 
as you know, and one of the major concerns and the legislation that 
established the Center for Tobacco Products was particularly to re-
duce the harms of tobacco in youth, and so much of the work that 
gets done has to do with youth. 

And one of the major concerns with e-cigarettes, and there has 
been a lot of data that has been published, including from the 
CDC, showing that the rate of use of electronic cigarettes in our 
youth has tripled over the last couple of years and now exceeds the 
use of other types of tobacco products, particularly cigarettes, and 
this is a tremendous concern to see that proportion of our youth 
initiating the use of e-cigarettes because of the potential public 
health consequences from that. 

And so that has been a very, very strong consideration as we de-
veloped the proposed rule. And obviously as I mentioned pre-
viously, we have huge numbers of comments, and as you can imag-
ine, those comments are on all sides of the issue, and so we have 
been very carefully considering those comments as we move to-
wards the final rule. 

In terms of the backlog of substantial equivalence applications, 
I think it is important to note, and I know that we have had mul-
tiple discussions with Chairman Aderholt about this particular 
question.

You know the Center for Tobacco Products itself is only 6 years 
old, and so they were started from scratch and have significantly 
expanded based on the resources that are available under the To-
bacco Control Act, and so they are in a considerably different place 
today than they were even three or 4 years ago. 

And at this point in terms of the backlog of substantial equiva-
lence application, by and large these have been cleared up. Sev-
enty-three percent of all of the SE backlog that we previously had 
has been resolved as of December 2015, and the vast majority of 
those that have not been resolved are products that are currently 
on the market. 

So right now for new applications that come into FDA, there is 
no backlog. 

Mr. YODER. Well, I appreciate your efforts to try to clear that 
backlog. I think it will be ultimately greater than maybe we are es-
timating, and I would just say that having the predicate date in 
the 2000 year for these products essentially eliminates their ability 
to use the substantial equivalence route, and I just think that that 
does not really solve the issue with children using these. 

And we would be better, I think, working together to specifically 
set standards for these vapor products and moving that date for-
ward, which would achieve your mission, which I share, which is 
setting standards here to ensure that these are not getting into the 
hands of children without totally eliminating the product from con-
sideration because it did not exist before 2007. 

So I hope in your taking in the comments you will take that into 
consideration.

Dr. OSTROFF. Thanks very much. 
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Mr. YODER. Thanks. 
Mr. ADERHOLT. Mr. Palazzo. 
Mr. PALAZZO. Thank you, Mr. Chairman. 
Dr. Ostroff, thank you for being here today. 

FOREIGN SEAFOOD

The number of U.S. rejections of imported shrimp has sky-
rocketed. In 2015, we saw the highest level in history of refusals 
due to banned antibiotics. Foreign organizations and producers of 
shrimp readily acknowledge the use of banned antibiotics and other 
chemicals in their ponds. 

For example, the Vietnamese Association of Seafood Exporters 
and Producers has issued statements warning as members that 
continued use of banned antibiotics will result in products being 
banned from entry into the European Union. 

So my question is: in light of these record number of shrimp re-
jections and the ample evidence of widespread use of banned 
chemicals in foreign shrimp production, why has the FDA not insti-
tuted a product specific alert to ensure that all imported shrimp 
are free of banned chemicals and antibiotics? 

Dr. OSTROFF. Well, as you can imagine, the supply is quite di-
verse in terms of the locations that these come from, and so we 
have a system in place where we evaluate every single import line 
that comes into the country, and we use a risk based approach to 
actually do inspections and to do sampling of those products. 

And where we do find problems, we do institute import alerts. 
And so that is a very critical tool that we use when we do find 
problems that exist. 

You know, the idea of doing a wider import alert, you know, 
would depend on the information that is available, but as I said, 
seafood safety is a very big priority of ours, and you know, we work 
very closely through the seafood HACCP, which is a critical compo-
nent of this, to work with the overseas producers of these products 
to assure that they understand what is required, and that there is 
compliance with the seafood HACCP requirements. 

Mr. PALAZZO. Well, I personally do not know who would want to 
buy shrimp abroad, but you know, America has the best shrimp, 
and the Gulf of Mexico has even the better shrimp. I will just put 
it out there, and I represent a district on the Gulf of Mexico, in full 
disclosure.

ARSENIC IN RICE

I would like to discuss your agency’s ongoing health review of 
rice and the possible risk associated with rice consumption. Can 
you give me a status update on this? 

Dr. OSTROFF. So this is an issue that we have devoted a lot of 
time and attention to. I actually started at FDA two and a half 
years ago in the role of the Chief Medical Officer on the food side 
of FDA, and so we were in the process of developing a risk assess-
ment on the issue of arsenic in rice. 

It is a very complicated issue. We have been working with a 
number of stakeholders inside and outside of government to be able 
to finalize that risk assessment and the associated risk manage-
ment plan. 
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Mr. PALAZZO. Does that include domestic rice farmers, I mean, 
as the stakeholders? 

Dr. OSTROFF. Oh, yes. 
Mr. PALAZZO. You are working with them? 
Dr. OSTROFF. Actually, you know, we have actually visited rice 

farmers in a number of different states to be able to get firsthand 
input from them. No question about that. 

Mr. PALAZZO. Where are we with that? Is it still a review process 
going on? 

Dr. OSTROFF. Yes, it is definitely still in the review process. I can 
tell you that it is a very high priority of mine, regardless of what 
role I happen to be in, that we finalized that risk assessment. It 
is an important thing to do. 

Mr. PALAZZO. Thank you, Dr. Ostroff. If you could, please keep 
my office informed on it. 

Dr. OSTROFF. Absolutely. 
Mr. PALAZZO. Thank you. 
Mr. ADERHOLT. Are you finished? 
Mr. PALAZZO. I yield back. 
Mr. ADERHOLT. OK. At this time I would like to recognize the 

Ranking Member of the full committee on Appropriations, Mrs. 
Lowey.

Mrs. LOWEY. I thank you very much, Mr. Chairman, and I apolo-
gize, but as you know, Chairman Rogers and I wish we had roller 
skates. There are about three or four hearings going on at the 
same time. 

But this hearing is so very important to me I wanted to be sure 
that I was able to join you, and I thank you, Dr. Ostroff. I thank 
you, Jay Tyler. Thank you for being here today. 

TOBACCO DEEMING

I want to focus on the FDA’s ability to regulate new tobacco 
products, including e-cigarettes. Now, according to the CDC and 
FDA, the use of e-cigarettes has tripled in just one year between 
2013 and 2014, and now exceeds youth use of regular cigarettes. 

You can tell by the tone of my voice, I am horrified by this. Med-
ical studies are clear that nicotine, which is a central ingredient in 
e-cigarettes, is highly addictive and that nicotine exposure can 
harm the adolescent brain, cause cognitive impairment, attention 
deficits and other health issues. 

The FDA should have the power and the resources to regulate 
tobacco products, to make sure consumers are aware of the risks 
and that parents do not believe these products are safe for children 
to use. 

The funding level for tobacco review was set many years ago in 
the Family Smoking Prevention and Tobacco Control Act. I am con-
cerned that once the tobacco regulations are finalized, thousands of 
tobacco products will have to be reviewed, and that the FDA will 
struggle to regulate these projects quickly. 

First, when will you release the final deeming regulations? 
Will the budget requests adequately provide the FDA with the 

funds necessary to regulate new tobacco products? 
Dr. OSTROFF. Thank you for your comments, and it is really ter-

rific——
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Mrs. LOWEY. As you can see, I feel rather strongly. 
Dr. OSTROFF. And you know, if you had been here a few minutes 

ago when I was having a discussion with Congressman Yoder, I ac-
tually used the same statistic that you just quoted. 

Mrs. LOWEY. And I just want to say one of these stores opened 
in my neighborhood, and I walk by and you see Tooty Fruity and 
every kind of cute name for these products. 

Dr. OSTROFF. So without question one of the major impetuses, 
and I do not know if ‘‘impetuses’’ or ‘‘impeti’’ is the correct term, 
of developing the deeming rule was specifically for the reason that 
you cited, which is the potential impact that this has in youth initi-
ation of nicotine use and tobacco products. 

And so it has been a primary driver as we developed this pro-
posed rule, and as you can imagine, there is a great diversity of 
opinion from all sides on this particular issue. We received a phe-
nomenal number of comments on the proposed rule that came out 
previously.

And working through those and working through all of the var-
ious very technical and difficult issues related to getting the deem-
ing rule finalized has been a priority of mine ever since I took over 
as the Acting Commissioner. It was a priority for Dr. Hamburg, as 
you well know, and we are working as hard as we can to be able 
to get this rule to final. 

As far as are we prepared for the implementation of the deeming 
rule when it does go final, we have been working now and we pro-
posed this more than a year and a half ago. 

Mrs. LOWEY. May I ask you how long you have been working on 
this issue? 

Dr. OSTROFF. So the proposed rule came out in late 2014, and 
there were large numbers of comments, more than 135,000 com-
ments that were received, and the proposed final rule has gone 
through interagency clearance and through the White House. We 
have been working on trying to get all of the aspects of this final-
ized.

I cannot tell you when it will actually be finalized. All I can say 
to you is that we are as passionate as you are about being able to 
get this to final. 

We have been preparing for the workload that it will entail. The 
Center for Tobacco Products has been evaluating that. They are 
raring to go, and we hope that as soon as the rule gets final we 
can get started. 

Mrs. LOWEY. I just want to say that I just find it shocking that 
these stores are opening up in all of our districts, and there has 
been no rule out there and nobody publicly evaluating officially as 
to whether it is safe or not. 

Dr. OSTROFF. Well, that is one of the reasons to put the deeming 
rule out there and bring these under our regulatory purview as we 
have with other tobacco products because once that occurs, then we 
will be in a much better position to understand what is actually in 
these products. 

Mrs. LOWEY. Well, thank you. 

SESAME ALLERGEN

And do I have time for another questions? 
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Mr. ADERHOLT. Certainly. 
Mrs. LOWEY. You are very kind. 
Eight major allergens are required to have a label displaying 

their inclusion on a list of ingredients on food packaging. This is 
an issue I worked on many years ago, and I am very pleased about 
that. People with celiac disease, all kinds of allergies, are really 
grateful for the work that we all did together. 

Now, sesame is not one of them even though sesame allergies are 
estimated to afflict nearly a half a million Americans and growing, 
making it one of the six or seven most common food allergens. And 
for consumers with a sesame allergy and parents of children with 
the allergies, sesame is particularly troublesome because of its de-
rivative ingredients that may not even mention sesame in the in-
gredients at all. 

And for these consumers, it is difficult to know what products 
they can purchase, what they cannot, which could lead to signifi-
cant harm. The FDA does have the ability under the Food Allergen 
Labeling and Consumer Protection Act to add new ingredients to 
the list of major food allergens. 

Has the FDA considered adding sesame to the list of major food 
allergens?

Dr. OSTROFF. So thank you for that question as well, and it is 
one that I am aware of. 

It is our understanding that the law itself stipulates the major 
food allergens, and that FDA itself cannot make changes to the list 
that is in that particular law. However, it does not mean that we 
do not have the regulatory authority to address other food aller-
gens.

Food allergens are a very important issue, particularly for con-
sumers who need the information to know whether or not they 
should consume that particular product. It is obviously a material 
fact, and in some instances the label itself may not contain or may 
not list sesame as the particular ingredient. It may simply be on 
there as spice or something like that, and so this is something that 
we are working on. 

Mrs. LOWEY. Can you tell me what we can expect and how long 
will it take? 

Now, I should just share with you my colleague who has been 
here probably as long as I have, maybe a little longer remember 
that at one point we did not have labels on food, and it took me 
five years. I could not get anybody on the other side of the aisle 
to sponsor the food labeling. 

Finally Jim Greenwood, and some of you may remember Jim 
Greenwood, joined me on it, and then it passed on a unanimous 
vote of the Congress, which made me very pleased. 

So I never knew about sesame at the time or we would have 
worked to include that, and signs continues to give us more infor-
mation. So I just wonder since people are really suffering, getting 
very ill as a result of this, give me an idea of what it would take 
and how long would it take to include sesame and if you agree it 
should be considered one of the food allergens. 

Dr. OSTROFF. Well, again, you know, we are assessing all of the 
available information so that we can develop a path forward. 

Mrs. LOWEY. How long have you been working on this? 
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Dr. OSTROFF. It is certainly not a new issue, and so you know, 
developing the necessary information to take the appropriate regu-
latory steps, as you can well imagine, takes some time. So I cannot 
give you a very specific answer in terms of when our assessment 
may be completed and when we will move forward. 

One of the things to know, and thank you, Jay, for reminding 
me, is that we do have a citizen’s petition that has been submitted 
to us on this specific issue, and so we will have to develop a re-
sponse to that citizen’s petition. 

Mrs. LOWEY. I wish you would get back to me and give me some 
approximate idea how long it will take. 

Dr. OSTROFF. We certainly will. 
[The information follows:] 
Please be assured that the issue of the potential allergenicity of sesame and the 

citizen petition on sesame labeling are priorities for FDA. The petition contains com-
plex data and information from studies published in the scientific literature. FDA 
has also received over 350 comments on the petition. FDA will consider the informa-
tion in the sesame petition and any public comments received, together with the 
most recent related scientific data, in determining if any changes to the regulations 
are justified. After completing its review of the petition and reaching a decision, 
FDA will notify the petitioner concerning its decision to grant or deny the petition, 
in whole or in part, in accordance with our regulations on citizen petitions (Title 
21 of the Code of Federal Regulations, section 10.30). We estimate that we could fin-
ish reviewing the information submitted with the sesame petition and in the com-
ments as early as the end of this year. 

If FDA decides to consider amending the regulations, as the petition has re-
quested, we will need to initiate rulemaking, which will involve a longer process. 
In addition to evaluating the available relevant science, FDA must analyze the costs 
and benefits of the potential regulatory change and develop the specific proposed 
regulatory requirements. To amend the regulations, we must publish a proposed 
rule or an interim final rule, receive and respond to comments that may be complex 
and numerous, and then determine whether to publish a final rule. This process 
takes a significant amount of time and resources. If we need additional information 
before proposing changes, it may be necessary to publish an advance notice of pro-
posed rulemaking in the Federal Register. This will add to the time and resource 
requirements. Generally speaking, the rulemaking process is lengthy and complex, 
and can take several years. 

Mrs. LOWEY. Because I am particularly aware having worked on 
these issue for a very long time that this saves lives. 

Dr. OSTROFF. Yes. 
Mrs. LOWEY. And saves a great deal of suffering. 
Thank you, and thank you, Mr. Chairman. 
Dr. OSTROFF. You know, again, there is no question that food al-

lergens present in the food supply is a material fact that needs ev-
eryone needs to understand. 

Mrs. LOWEY. Thank you for your work. 
Mr. ADERHOLT. Mr. Valadao. 
Mr. VALADAO. Thank you, Chairman. 
Thank you, Dr. Ostroff, for making some time for us today. 
A couple comments were made here by Congressmen Yoder and 

Rooney, and I want to associate myself with those comments, along 
with the predicate date line of questioning. It is something that I 
have also been following and am very concerned with as well. 

HEALTHY LABELING

My first question, though, is the FDA has devoted significant re-
sources in the past few years towards rulemaking to update the nu-
trition facts panel and related food labeling requirements. How-
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ever, FDA’s regulations about nutrient content claims for food have 
not been updated since the early 1990s and are based on the die-
tary guidance and science that is now outdated. 

For example, food such as pastries and pudding cups are now 
able to be labeled as healthy while foods such as nuts, avocadoes 
and salmon are not. I understand the FDA is currently considering 
a request to update the healthy nutrient content claim regulation 
and to reevaluate all its nutrient claim regulations. 

Does the FDA intend to reevaluate the nutrient content claim 
regulations to ensure consistency with current federal dietary guid-
ance?

And understanding the rulemaking process takes years, what are 
the FDA’s plans in the upcoming year to ensure that food pro-
ducers can make truthful statements about the healthfulness of 
their products without fearing FDA enforcement based on outdated 
nutrient content claim regulations? 

Dr. OSTROFF. This could well be the shortest answer that I have 
given so far, and the answer is yes. And so as you know, the new 
Dietary Guidelines were just recently issued, and we will be look-
ing very closely at the content of the Dietary Guidelines as it per-
tains to the way products are labeled and the information that is 
available on those products, particularly around nutrient content 
claims.

And so without question, yes, we will be looking at that. 
Mr. VALADAO. You found that yes a way to make it a little bit 

longer, did you not? 
Dr. OSTROFF. Yes, yes, yes. 
Mr. VALADAO. So, no, that is obviously a big issue. My district 

farms quite a bit. 
Dr. OSTROFF. I understand completely, yes. 
Mr. VALADAO. And this has a huge implication obviously on 

health. When you look at people who are actually mindful of their 
eating habits, and looking for salmon, looking for nuts, looking for 
avocadoes are all things that you would think are very healthy. 

Dr. OSTROFF. So we think that those nutrient content claims 
ought to be in the context of the totality of the information that is 
in the label. 

Mr. VALADAO. Thank you. 

SODIUM

So as FDA contemplates recommendations to reduce sodium in-
take, I would like to emphasize the importance that all data and 
scientific research is considered before making decisions regarding 
sodium recommendations to the American public. 

The National Academy of Medicine identified sodium as just one 
of just four nutrients in need of dietary reference intake review. 
Additionally, the agency continues to expend resources on sodium 
reduction when it regularly reports that it lacks the funds needed 
to focus on issues Congress has asked for it to work on, such as 
implementing the Food Safety Modernization Act. 

Can you please comment on why the FDA continues to focus re-
sources on sodium reduction while we have outdated DRI and the 
FDA lacks the funds to focus on the issues that are currently under 
Congressional mandate? 
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Dr. OSTROFF. So what I will start by saying is that I am a health 
care provider. I know Dr. Harris is also a health care provider, and 
we know that one of the most significant contributors to cardio-
vascular disease, other than tobacco, is the high levels of sodium 
in the American diet, and doing something about excess sodium 
consumption has the potential to significantly have a positive im-
pact on cardiovascular disease in this country. 

There are estimates that the typical American consumes about 
3.400 grams of sodium per day. That is far in excess of what the 
recommendations that are in the Dietary Guidelines and that oth-
ers have recommended say that they should be, and we feel that 
rational, voluntary approaches, which I will say many in the indus-
try are already embarked upon, are a very reasonable way to ap-
proach this problem in reducing the overall sodium content in the 
diet because most of this is in products that the consumers do not 
really have an option of understanding what is there. 

Mr. VALADAO. And then I think I have got time for just one more. 

STATE COOPERATIVE AGREEMENTS

As you know, FDA plans to pursue a cooperative agreement with 
the National Association of State Departments of Agriculture and 
State Agriculture Departments related to FSMA Produce Safety 
Rule. FDA says this agreement will provide funding and support 
necessary to determine the current foundation of state law, the re-
sources needed by states to implement the Produce Safety Rule as 
well as help develop a time line for successful implementation. 

What are the details of the state cooperative agreements? 
Specifically, how will the FDA partner with states to enhance or 

enforce this partnership? 
Dr. OSTROFF. Thanks. 
So, you know, as I mentioned earlier, we consider the work that 

we do with the states in implementing all aspects of FSMA is real-
ly quite critical. They are a full partner in what we refer to as the 
Integrated Food Safety System, and one of our priorities is to as-
sure that we can get resources to all of the states for them to be 
in a better position to fulfill their part of the various rules in the 
Food Safety Modernization Act, most importantly as it relates to 
produce safety. 

And so in 2016, of the additional resources that we obtained for 
FSMA implementation, $19 million of that funding goes to the 
states, and in our request in fiscal year 2017, a substantial amount 
of our request is for funding to the states. 

Mr. VALADAO. Thank you. 
Thank you, Chairman. 
Mr. ADERHOLT. Ms. DeLauro. 
Ms. DELAURO. Thank you very much, Mr. Chairman. My apolo-

gies to you, Dr. Ostroff, but Secretary Burwell was at Labor HHS. 

FOREIGN FOOD FACILITY INSPECTIONS

I understand my colleague, Mr. Palazzo, asked about seafood and 
the explosion of seafood that will be coming from Vietnam and Ma-
laysia. Let me just ask a quick question there because I want to 
move to a couple of other areas. 
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My understanding is that we are going to cut off—and this is 
from the budget—FDA will not increase the number of foreign food 
facility inspections that it will conduct. The budget indicates that 
the percentage of port-of-entry inspections for imported food will 
drop.

Do we have enough money? Do we have enough capacity to be 
able to deal with this issue? And I am going to ask you for a quick 
answer because I want to get to Essure. 

Dr. OSTROFF. I can tell you that among the rules, the foreign 
supplier verification is really a critical aspect of what we are doing 
with FSMA because we need to assure that the safety of imported 
food is equivalent to the safety of food that is produced domesti-
cally.

And so part of the funding that we received in 2016, as well as 
a large part of the request in 2017, is specifically devoted to be able 
to address import safety. 

FSMA FUNDING

Ms. DELAURO. I want to make a point about FSMA, which I am 
a strong supporter of, et cetera. CBO’s original score was for $583 
million. We have funded—this is our responsibility—a total of $267 
million. That is less than half. So therefore, all of the implementa-
tion of FSMA, my view, is at risk, and that would include this in-
spection process that we are dealing with with foreign imports. 

I am going to leave it there. But you do not have the money. You 
do not have the money to deal with what FSMA asked us to do and 
to protect the food supply coming in. And that is going to increase 
substantially in tainted food coming from Vietnam and from Ma-
laysia.

ESSURE

Let me move to Essure, which is something I am very concerned 
about. We have 5,000 adverse event reports filed by doctors and pa-
tients about this contraceptive device. I am not going to go into all 
of the details. We have seen four adult deaths related to the device, 
five fetal deaths that occurred in women who became pregnant fol-
lowing the placement of Essure. 

Thousands of women have signed a citizens petition to get 
Essure taken off the market. I wrote to you as well, asking for an 
investigation into this effort and asking that while the investiga-
tion is pending, that it come off the market in order to save lives. 

We put language into the 2016 Omnibus Appropriations Act that 
directs the FDA to issue recommendations on how to address con-
cerns raised regarding Essure. The agency has to the end of this 
month to issue them. Are you going to issue them? And I am going 
to ask the other question: Are we going to take this product off the 
market and save women’s lives? 

Dr. OSTROFF. Let me mention a couple of things. One of them is 
that part of our budget request in 2017 has to do with moving for-
ward in something called the National Medical Device Evaluation 
System. And the reason that I think it is pertinent to this question 
is that one of the major objectives of that system is to be able to 
do better monitoring than we currently do of products in the post-
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marketing setting, no question about it. And so that would help 
contribute to being able to address issues like this. 

The second thing that I will say is that we are very well aware 
of the language that is in the Omnibus. As you know, we took this 
issue to an advisory committee last fall. We received a lot of feed-
back from the advisory committee. There were a large number of 
patients that participated in that discussion. We have taken that 
feedback. We indicated that we would be issuing a report on those 
findings by March 1st, and we intend to do so. 

Ms. DELAURO. Well, but I am asking you again. I do not know 
how much more monitoring needs to get done of a product that so 
far has killed five women and four fetal deaths, and the hundreds 
of thousands of women who have signed a petition talking about 
their specific incidents. And in the meantime, while we were going 
to take some of the 2017 money and look at monitoring, this prod-
uct is there and women are at risk. 

And I do not know how much more data we need in order to be 
able to say, ‘‘let’s take it off the market until you collect more of 
your data,’’ in the meantime, thereby trying to save peoples’ lives 
and pain for women around the country. I strongly urge you to take 
this off the market until you are finished with an investigation. 

Do not tell me on March 1 that we are going to continue to study 
this effort to make sure that we have all of these various pieces in 
place while women are suffering out there in the hundreds of thou-
sands—not two, three, 10, 12, 100. Hundreds of thousands who 
signed the petition. 

Thank you, Mr. Chairman. 
Mr. ADERHOLT. Thanks. Mr. Young. 
Mr. YOUNG. Thank you, Mr. Chairman. Doctor and Mr. Tyler, 

thank you for being with us here today. 
As you know, the FDA is moving toward its menu labeling final 

rule. Can you just talk about how that is going with stakeholders 
and where we are on meeting with the industry and stakeholders? 

MENU LABELING

And also, you are supposed to give some kind of educational and 
technical assistance as well when there are some issues that came 
up in your meetings with stakeholders. And I hope you will allow 
in the end for a certain amount of the use of technology and inno-
vations in allowing that to be involved here with menu labeling be-
cause some folks have concerns it could really put a mandate on 
some of these restauranteurs or grocery stores, and the technology 
and those innovations can be very helpful. 

Dr. OSTROFF. You are specifically referring to menu labeling? 
Mr. YOUNG. Yes. 
Dr. OSTROFF. Yes. So obviously, I hate to be redundant, but ev-

erything is a high priority for us. And I wish that we could make 
progress further. Again, related to what is in the Omnibus, we cer-
tainly understand the language of this in the Omnibus that indi-
cates that until the guidance is finalized regarding implementation 
of the menu labeling requirements, that they do not take effect, ei-
ther, until December of this year or 12 months after that guidance 
is finalized. And so we have been working quite hard to get the 
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guidance finalized so that we can start moving forward towards im-
plementation.

As part of finalizing the guidance, obviously we have had a lot 
of input from a variety of stakeholders, and we have been working 
with other stakeholders in terms of the implementation. 

Mr. YOUNG. Give me examples on the stakeholders. 
Dr. OSTROFF. Well—— 
Mr. YOUNG. I mentioned grocery stores because a lot of the gro-

cery stores have delis and they have restaurants within them. 
Dr. OSTROFF. Yes. So there are a fair number of stakeholders 

that have a role in this, and they range from the food marketers 
to the restaurants themselves, and then the various associations. 
We have talked with all of these individuals repeatedly. 

PHARMACEUTICAL ADVERTISING

Mr. YOUNG. Thank you. I want to talk about industry usage of 
the internet and social media platforms when it comes to the guid-
ance for pharmaceutical advertising. Early this year the FDA put 
out its guidance agenda for 2016, listing new and revised guidance. 
Give us an update on that. How is that going? And how is the FDA 
seeking stakeholder input on this as well? 

Dr. OSTROFF. As you know, any time that we issue guidance, it 
goes through a proposal, and we receive a variety of comments be-
fore we finalize any guidance that we put out or any regulations 
that we put out. And this would be no different than that. 

As far as the specifics of this, we would be happy to give you a 
further detailed briefing in terms of where that stands and input 
that we received. 

Mr. YOUNG. And I am not going to spell out the acronym, but we 
are talking about the social media advertising and promotional la-
beling of prescription drugs and medical devices. 

Dr. OSTROFF. Yes. And I will not say the acronym, either. 

REGIONAL FOOD SAFETY CENTERS

Mr. YOUNG. OK. Food safety training centers. Last week the 
FDA announced a grant for Iowa State University to establish the 
North Central Regional Center for Food Safety Training, Edu-
cation, Extension, Outreach, and Technical Assistance. 

Dr. OSTROFF. Another long one. 
Mr. YOUNG. Another one. To comply with the Food Safety Mod-

ernization Act requirements, last year the FDA estimated it was 
$276 million short of what is needed to roll out the FSMA guide-
lines and regulations. And this time around, the administration 
proposed another $18 million increase in the fiscal year 2017 budg-
et.

I am pleased the FDA selected Iowa State University. But can 
you talk about how funding for the FSMA could impact the goals 
and operations of not only this new center, but also the other cen-
ters as well? 

Dr. OSTROFF. You know the total request on the food side of the 
agency was in two areas. It was direct budget authority as well as 
the proposed user fees that have been put forward repeatedly in 
the last several years. And if again, Congresswoman DeLauro men-
tioned this, that the CBO had made an estimate of the total costs 
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of FSMA implementation, and we ourselves had put together esti-
mates of what it would take to fully implement FSMA. 

And those numbers we have looked at repeatedly. They are not 
that far off from the CBO, and if you put the number of the budget 
authority increases with the user fee increases, it would get us a 
substantial part of the way towards what we need to fully imple-
ment FSMA. 

As far as the training centers, they are a very important part of 
what we are doing with FSMA because, as I said earlier, being able 
to provide the technical assistance and the educational that is re-
quired so that all of the stakeholders implement FSMA correctly 
rather than us having to come after the fact and say you did not 
do it quite right is really very important. 

And so we have four centers of excellence in technical assistance. 
One of them is Iowa State. One of them is in Vermont at the Uni-
versity of Vermont. And the other two, one is in Florida and the 
other is in Oregon. 

Mr. YOUNG. Thank you. I have a few more questions. I will wait 
till the next round. Thank you, Mr. Chairman. 

Mr. ADERHOLT. Thank you, Mr. Young. 

GENERIC DRUG LABELING

During the FDA hearing two years ago, Members on this panel 
raised concerns about the potential negative impacts from an FDA 
proposed rule on label changes to generic drugs that had the poten-
tial to allow different warning labels in the marketplace at one 
time. Members also raised questions about the motivation for this 
proposed rule after it was revealed that FDA met with a trial law-
yer group prior to the FDA’s issuing of the proposed regulation. 

This proposal that we are talking about is against the backdrop 
of an environment, and I know you are well aware of it, in which 
many in the public are concerned about the rising cost of prescrip-
tion drugs. By some estimates, the proposed change would increase 
the cost of the generic pharmaceutical industry by as much as $4 
billion annually. 

FDA, in spite of receiving more than 23,000 comments on the 
proposed rule, has never met with the industry representatives to 
discuss the rule, nor has the agency made any effort to provide a 
realistic estimate to how the rule would have an impact on pre-
scription costs and access. 

My question: How can the administration tell the public they are 
concerned about rising cost of prescription drugs on one hand, and 
then on the other finalize a rule that could add another $4 billion 
to the cost of prescription drugs? 

Dr. OSTROFF. What I can say is that this is also an issue that 
I am very well aware of, and it is a very complicated issue. What 
I can say without question is that our primary consideration is not 
related to litigation; it is related to being able to assure that the 
labels contain information that is important regarding the safety of 
products, whether it is the reference drug or whether it is the ge-
neric.

And so this very complicated interplay between the licensed ref-
erence drug and the generic drugs and the safety information that 
is contained on them regarding adverse events is a really impor-
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tant issue. And it is a very complicated issue because of the way 
that the regulations and the statutes are written. 

And so we have been looking at this for an extended period of 
time. And as you know, there has been a fair amount of feedback 
that we have received, and we continue to work on trying to final-
ize this. 

Mr. ADERHOLT. Well, I just want to point out the inconsistency 
because the cost of drugs is a very real concern I think that the 
American public is concerned about. And then, of course, adding 
another $4 billion of costs would be something that would be incon-
sistent with the concerns. 

During Dr. Califf’s confirmation hearing over on the Senate side, 
he was asked about the status of finalizing the labeling rule. In re-
sponse to that question, he said that finalizing the rule was a top 
priority, and added that FDA needs to make sure that if there are 
problems with generic drugs that come up later, and they do with 
a better surveillance system, that is a way of making sure the la-
bels are up to date and consistent across similar products. 

I believe that the pending rule would require the generic com-
pany that identified the adverse event to unilaterally change their 
drug label information prior to the review and approval of the 
FDA. But it would not require the remaining generic companies or 
brands to change their labeling, this continuing to allow for a lack 
of consistency or a lack of sameness. 

In light of your desire to assure consistency and timely updates 
of information across similar products, why do you believe this pro-
posed rule is necessary? 

Dr. OSTROFF. This is part of the complexity. And part of the dif-
ficulty is that very often, for many of these products, there is just 
not one generic; there are multiple generics. And so we do believe 
that it is very important, to the degree that we possibly can, that 
there is consistency across all of the various forms of a particular 
drug because it may be that one manufacturer has access to infor-
mation that the others do not. And there could be circumstances, 
for instance, where the reference product is not even marketed any 
more.

And so the ability to move information back and forth between 
the reference manufacturer and the generics can be very chal-
lenging. And so getting this correct in a way that we have consist-
ency in the information that is available across all of the generics 
for a particular product type is really important. 

Mr. ADERHOLT. So when do you anticipate making a final deter-
mination on whether to move forward with this rule? 

Dr. OSTROFF. I cannot tell you exactly when we may get to that 
point. But it is something that we are working quite hard on. 

Mr. ADERHOLT. Do you have any evidence or data to suggest that 
generic drug manufacturers are not compliant with the current re-
porting requirements? 

Dr. OSTROFF. I would have to get back to you. I am not aware 
of any. 

[The information follows:] 
The proposed rule focuses on the obligation to update labeling to reflect newly ac-

quired information, not on the legal duties to report adverse drug events to FDA 
or, more generally, to meet post-market surveillance requirements associated with 
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adverse event reporting obligations. The proposed rule neither cites, nor is based on, 
evidence that generic drug manufacturers are not submitting to FDA required re-
ports of spontaneous adverse event reports that they receive. 

Mr. ADERHOLT. Thank you. 
Mr. Farr. 
Mr. FARR. Thank you very much, Mr. Chairman. I also share 

that line of questioning on generic labeling. We are concerned 
about the cost increase to them. 

SUNSCREEN

Every year this committee talks about the Department doing 
sunscreen labeling, and nothing gets done. Here we are lauding the 
Cancer Moonshot, and yet with sunscreen labeling, we have not 
gotten anything. This has gone on for years. What is the delay, and 
when are we going to get you to deal with it, sunscreen labeling? 

Dr. OSTROFF. Thank you for that as well. This is, again, a very 
important issue and it has to do with taking action on it. 

Mr. FARR. Do you have a date when you are going to get to it? 
Dr. OSTROFF. Well, as you know, we looked at all of the products 

that were submitted to us and determined in each instance that 
there was not information to make a final determination, and have 
set out a very clear course that the various manufacturers of these 
products have to use to be able to assure us of the safety of these 
products.

These sunscreens, when they are used as they are supposed to 
be used, are repeatedly applied to large portions of the body. And 
we feel that it is really, really, really critical to be able to deter-
mine whether or not there is systemic absorption of these materials 
that might have long-term consequences, health consequences, to 
individuals. We recognize that that is a very delicate balancing act 
in terms of prevention. 

Mr. FARR. I know. I just want a simple answer. I just remember 
earlier we were talking about GMOs. You said—— 

Dr. OSTROFF. Yes. But there is not a simple answer. 
Mr. FARR [continuing]. You do not pay much attention into the 

process. You want to know what the facts are. I think the questions 
we are asking is, the facts are, when are these dates going to hap-
pen? Is it going to be this year? Is it going to be something? Is this 
going to be back here asking the same question again next year as 
we did the last couple of years? 

Dr. OSTROFF. I can say that we have had—including myself, have 
had discussions with the various manufacturers about the pathway 
forward to be able to accumulate the information. 

Mr. FARR. I do not care about process. Give me an answer of 
time.

Dr. OSTROFF. Well, we have set out for the manufacturers what 
they need to do to provide the information to us so that we can 
make a determination. 

Mr. FARR. And when will that be? 
Dr. OSTROFF. Well, the manufacturers have to get back to us. 
Mr. FARR. Never mind. Never mind. 
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COMPOUNDING

Compounding. With the additional funds that we gave you to as-
sist in the oversight of the pharmacy compounding for human and 
animal health, I am concerned, from the reports that I hear—and 
these are reports that are coming back to our office from patients, 
physicians, veterinarians, pharmacy groups, that the FDA is ex-
ceeding the authority granted by Congress in implementing the 
guidance for both human and animal drug compounding. 

The concern expressed is that these actions will unreasonably 
limit the patient and provider access to compounded medications, 
and will result in the kind of legal challenges that Congress sought 
to prevent when it passed the Drug Quality and Security Act of 
2013.

Given the language we included in last year’s budget agreement, 
what assurances can FDA provide us that these resources are 
being spent in a way that does not confuse the ability of phar-
macists to compound human drugs versus veterinary drugs? 

Dr. OSTROFF. Compounding is an area that we have devoted a 
lot of efforts to, and particularly developing all of the necessary 
guidance to implement DQSA. And the critical aspects of this is 
that compounding go forward in a way that is safe, especially as 
it relates to sterile products. And that is precisely what we are 
doing.

Mr. FARR. But Dr. Ostroff, I have never had anybody in front of 
this committee that is better at talking bureaucracy and not get-
ting—you always talk process. The questions here—everybody has 
been asking all day for dates, times, when are we going to get deci-
sions. And you talk about, well, we are doing stuff, but nothing to 
answer. I do not know what assurances you are giving us. But let 
me go on to another question. Maybe I can get a straight answer. 

MEDICAL GASES

Congress required the FDA to promulgate and update regula-
tions on medical gases by July 9th of this year. That is only three 
and a half months away. Yet the FDA has not even issued a pro-
posed rule on the topic. I know that the FDA has issued guidance 
on the matter, but that guidance is not helpful to the industry be-
cause inspectors are relying on old regulations and ignoring the 
new guidance. When will FDA issue the regulation as the law is 
intended?

Dr. OSTROFF. This is something that I have also learned a lot 
about.

Mr. FARR. That is a ‘‘when’’ question. When? 
Dr. OSTROFF. This is a—well, we understand the deadline. And 

so the requirements that were in FDASIA was to be able to assess 
the situation, to submit a report to Congress about things that we 
considered to be necessary, and it is our assessment that most of 
the changes that need to be done in the area of medical gases— 
and again, we have done this with a lot of discussion with indus-
try——

Mr. FARR. When? 
Dr. OSTROFF [continuing]. Including last December, can be done 

through guidance. We did have a proposed rule that was issued in 
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2006, and one of our objectives is to be able to finalize that rule 
by the date—— 

Mr. FARR. When? 
Dr. OSTROFF [continuing]. By the date that was established. 
Mr. FARR. By July 9th? 
Dr. OSTROFF. Yes. 

TOBACCO DEEMING

Mr. FARR. All right. Then I want to just follow up on Nita’s ques-
tion. Time is out. But this is just a ‘‘when.’’ When will the tobacco 
regulations get vaping under control? 

Dr. OSTROFF. I cannot give you a specific date as to when we 
may be able to get the final deeming rule out. We have been work-
ing very hard—— 

Mr. FARR. This year? 
Dr. OSTROFF [continuing]. In finalizing that rule. I am not able 

to give you a specific date. I certainly was hopeful that that rule 
would be final while I was still in the acting role. It is not. But we 
are working as hard as possible to be able to finalize it. 

Mr. ADERHOLT. Dr. Harris. 

TRADE SECRETS

Dr. HARRIS. Thank you very much. And I am sorry. Like the 
gentlelady from Connecticut, I was next door with Secretary 
Burwell and missed some of the discussion about the trade secrets. 
But I just want to associate myself with the concern that we have 
to address making sure that trade secrets are protected when the 
FDA has access to them. 

SODIUM

Let me follow up a little bit about the sodium discussion the gen-
tleman from California started. And you know I have indicated my 
concern in meetings with you. It comes to my attention that the 
National Academy of Medicine has said that the DRI for sodium 
probably needs to be reviewed. I think it was last done in 2003 or 
the early 2000s. It has been a while ago. 

Is that something that—do you know, for instance, what their 
time frame is to do their DRI review of sodium? 

Dr. OSTROFF. No. 
Dr. HARRIS. OK. Is that something that you would take into con-

sideration as the FDA considers where to go with sodium? I would 
hope you would wait to see what the DRI is. 

Dr. OSTROFF. Well, yes. Again, we will take all sources of infor-
mation, including what is in the Dietary Guidelines, into consider-
ation as we move forward with this. We think that the voluntary 
approach to reducing the overall amounts of sodium in the food 
supply is the right approach. 

Dr. HARRIS. All right. And of course you realize as a physician 
what we are probably going to find out a few years from now, is 
that for some people, it makes a difference. For some people, it 
does not. And we have no idea which camp you are in right now, 
but I am sure we will know in a few years. 
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ADDED SUGARS

With regards to the nutrition facts label, there is just some con-
cern I have that adding the added sugars designation is probably 
going to—I think it may confuse some people because, in my mind, 
it is the total sugars that really makes the—I mean, you really 
want to make sure that total sugar stays below a certain percent 
of your diet, and that subdividing it may just add confusion. 

So my question is simple. I understand that there are studies 
that look at how consumers process that information, and whether 
it actually helps them in decision-making or not, whether it con-
fuses them, because it does distract you from the discussion of total 
sugars in a product. 

Do you plan to do any consumer research to see what the con-
sumer understanding of the proposed added sugar addition to the 
nutrition facts label will do? 

Dr. OSTROFF. We have done that sort of consumer research, and 
that has helped inform the direction that we feel we should go in 
with the nutrition facts label. And I understand what you are say-
ing about the total sugar versus added sugar. And it is not the 
same because in general, when sugar is naturally present in many 
food items, it is present in association with many other important 
parts of the diet for a proper balanced diet and health; whereas 
added sugars are essentially empty calories and they do not con-
tribute to a balanced and healthy diet. 

And so we feel it is very important that there be a distinguishing 
between total sugars and added sugars. And that has been what 
the proposal was. And we have been working on what the best way 
is to present that to the consumer. 

Dr. HARRIS. Good, good. Because again, I think there can be 
some confusion. Yes, I understand there may be some other bene-
fits of foods that have sugars. But total sugar intake would be im-
portant.

TOBACCO DEEMING

Finally, with regards to the predicate date for tobacco products 
and the whole idea of regulation, as we talked about with some of 
the e-cigarette regulation, what I hope does not get lost is that for 
some people, there is harm reduction when they switch to those 
products. I remember one of the people on my staff, as I think I 
told you last year, I mean, this guy smoked a couple packs a day. 
And once he went to the e-cigarette, his use went way down, and 
I am convinced that his risk is lower. 

Again, population-wide, I do not know. But we just should not 
lose sight of the fact that there are some individuals in whom harm 
reduction occurs because of these products. So that as you go for-
ward, to make it easier to market a new cigarette because of the 
predicate date, then a new e-vaporization product just is one of 
those unintended consequences that you can come up with. 

And I thank you again, and thanks for being before the sub-
committee. I yield back. 

Mr. ADERHOLT. Ms. Pingree. 
Ms. PINGREE. Thank you, Mr. Chair. 
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HEALTHY LABELING

I want to associate myself with a couple of my colleagues’ re-
marks. Mr. Valadao is gone now, but I do appreciate that he 
brought up some of the concerns. He mentioned nuts, avocados, 
salmon, and I know you said you are close on those guidelines. But 
because there has been so much rethinking about healthy fats, I 
just think it is important that that information is out there and 
that we catch up with the labeling and what the public and nutri-
tionists are already telling us. 

And then also Congresswoman DeLauro and Mr. Palazzo both 
mentioned some of the issues around imported shrimp, and the 
challenges with potential contamination are issues. I do want to 
take issue a little bit with Mr. Palazzo, who suggested that the 
Gulf of Mexico has the tastiest shrimp. [Laughter.] 

I’m very happy to have a challenge with Maine shrimp. This is 
our season right now, and they are pretty darn good. So we might 
want to just have a little face-off over that. Yes, yes. I think a blind 
taste test. 

Mr. PALAZZO. I accept that challenge. I would happily participate 
in a taste test. 

Ms. PINGREE. OK. There you go. I kind of think I am going to 
win, but I am willing to let you into it. 

ANTIBIOTIC RESISTANCE

But I just want to have a little bit of a dialogue about antibiotic 
resistance with you. I know that is a huge concern in the public 
health community; providers and the administration have put some 
focus on it. I am just worried we are not doing enough and we are 
not doing enough fast enough. 

So I know that the FDA published guidance in 2013 asking in-
dustry to remove the production claims for medically important 
antimicrobials, and I think that is good. In 2015, there was the 
Veterinary Feed Directive Final Rule and Guidance, again good. 
And the fiscal year 2017 budget request is $41.6 million for anti-
microbial resistance activities, which is the same as fiscal year 
2016.

So I am a little concerned about whether FDA has the resources 
to ensure FDA is compliant with the Veterinary Feed Directive and 
FDA’s guidance on production claims for medically important 
antimicrobials. So can you tell me what you are thinking? How 
much of your budget request will go towards the animal side of the 
FDA’s antibiotic resistance activities? Do you have the resources to 
monitor compliance with the directive and the production claims? 
And if you do not have sufficient resources, then what is the impact 
on public health and safety? 

Dr. OSTROFF. Thank you for that question. This is a very impor-
tant year for us in terms of the activities related to the veterinary 
side of the antimicrobial resistance challenge in that the 2013 guid-
ance that you referred to, which removes production indications for 
medically important antibiotics, actually takes effect at the end of 
this year. 

In addition to that, the Veterinary Feed Directive rule went final 
in the fall of last year. And so they will both be in place as of the 
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end of this year. And one of our really critical challenges is to be 
able to monitor the impact of these changes, in particular estab-
lishing a baseline. 

We have multiple systems in place to be able to monitor this, in-
cluding a requirement that was in the original animal drug user 
fees, to collect data on sales of medically important—or sales of 
antibiotics for use in food animals. And so we have been collecting 
that data. And we have actually proposed that we make some 
changes in the way that data is collected so that we do it by species 
and have better ability to track sales of antibiotics by animal spe-
cies.

In addition to that, we have the National Antimicrobial Resist-
ance Monitoring System, which actually collects samples, isolates 
various important foodborne pathogens, and looks at the resistance 
patterns. And that is yet another way for us to be able to monitor 
the impact of these changes. 

However, one of the very important aspects of this is actually to 
be able to drill down and get some information about what is actu-
ally happening on the farm. And we had a meeting last September 
that we held jointly with USDA and CDC to put together the 
framework for being able to do this. Unfortunately, we do not have 
the funding to be able to implement it. 

And so we are trying to work on what the options may be to be 
able to accomplish this because it is really critical that we establish 
the baseline. In 2017, we are proposing moving some of the re-
sources that we received on the human side—not to say that they 
are not also very much needed—to move them over to the veteri-
nary side to be able to do some of these activities. 

Ms. PINGREE. Well, thank you for your response. And I would ex-
press my alarm and concern that there is not sufficient funding, 
and certainly encourage you to do whatever is possible, and this 
committee to support you in that, to make sure we do have good 
baseline data and that we are able to follow what happens after 
this directive comes into place. 

Dr. OSTROFF. Thank you. 
Mr. ADERHOLT. Mr. Palazzo. 
Mr. PALAZZO. Thank you, Mr. Chairman. 

SEAFOOD SAFETY

Coming back to shrimp again—I am glad my colleagues on the 
other side see that this is an important issue—but to follow up on 
your risk-based approach to inspect shrimp being imported into our 
country, funding has been provided. It was provided to the FDA in 
fiscal year 2016. I think you received an additional $5 million to 
look into foreign high-risk inspections. 

And how are you using those funds? Are you using the data that 
is available, or are you trying to depend on growing the full-time 
employees at FDA? Because I know you cannot cover all these na-
tions and all these risk areas. But if there is data out there that 
you can use to target these high-risk businesses that we know are 
sending polluted shrimp, or trying to send polluted shrimp, to 
America——

Dr. OSTROFF. That is the way that that funding is being used, 
to be able to put together as many information sources as possible 
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so that we can most appropriately develop the risk framework for 
the inspections and the sampling. 

Mr. PALAZZO. So it helps. When we have a lack of resources, we 
cannot really afford hiring all the people to do the job. 

Dr. OSTROFF. Correct. So we have to—— 
Mr. PALAZZO. We use contractors, use data. 
Dr. OSTROFF. Well, we have to make maximum use of the re-

sources that we do have available. 
Mr. PALAZZO. OK. If you give me a second. 

ARSENIC IN RICE

And going back to rice, would the risk assessment or other guid-
ance establish a regulatory, whether it is enforceable or unenforce-
able, limit on the amount of arsenic in rice or rice products? 

Dr. OSTROFF. The risk assessment is what it says that it is, 
which is a risk assessment. But what we are hoping to do in con-
cert with the risk assessment is a risk management plan. So that 
is also a very important component of what it is that we are doing, 
as well as how we would engage in risk communication about the 
information that is contained in the assessment. 

Mr. PALAZZO. Do you know what type of level it is going to be, 
whether it is guidance, regulatory, or action? 

Dr. OSTROFF. Well, again, it is still being worked on. 
Mr. PALAZZO. Still being worked on. Since arsenic is an element 

common in soil, water, and most foods, what authority are you 
using to regulate this naturally occurring substance? And has the 
authority changed since the issue was raised early last year? And 
if so, why? 

Dr. OSTROFF. It is a naturally occurring substance, and rice 
seems to disproportionately absorb arsenic from the way that it is 
produced and from the soil and from the fact that it sits in a lot 
of water. 

And so not only are we doing the risk assessment and looking at 
ways to reduce any health risks that may be associated with the 
presence of arsenic, particularly in organic rice, and taking a very 
comprehensive approach not only in terms of what standards may 
be in place but also ways to be able to reduce that absorption and 
ways that the actual amount of arsenic that may be present in rice 
that is consumed can be reduced. 

Mr. PALAZZO. Is the FDA planning on limiting any other foods 
that you are aware of, issuing limits on other foods similar to what 
you are reviewing with rice right now? 

Dr. OSTROFF. Well, you know we always are reviewing informa-
tion about health risks in the food supply and taking actions when 
they are necessary. 

Mr. PALAZZO. All right. Thank you, Mr. Chairman. I do not know 
if anybody is craving shrimp quesadillas right now, but I am. 
[Laughter.]

Mr. ADERHOLT. Mr. Bishop. 
Mr. BISHOP. Thank you very much. I want to talk about Congres-

sional directives regarding the FDA foods program. The enacted fis-
cal year 2016 agricultural appropriations bill contains a number of 
other policy riders for a range of programs that are related to 
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FDA’s foods program, and not all of the provisions are directly re-
lated to food safety activities but involve other FDA food programs. 

For example, the enacted law prevents the use of any funds to, 
one, implement the 2015 Dietary Guidelines for Americans unless 
the Department of Health and Human Services and the U.S. De-
partment of Agriculture comply with specified requirements; two, 
prohibits implementation of policies that would require a reduction 
in the quantity of sodium contained in the federally reimbursed 
meals, foods, and snacks sold in schools below a certain level set 
in the regulation; and three, enforce FDA’s final regulations re-
garding restaurant menu labeling. 

The fiscal year 2016 appropriations bill also allows states to 
grant an exemption to schools from certain whole grain require-
ments that took effect in July 2014, and it asserts that no partially 
hydrogenated oils shall be deemed unsafe or adulterated until 
FDA’s formal phaseout, starting in June 2018. 

The Senate committee report further expresses concern that FDA 
has not published the results of its study of consumer responses to 
nutrition labeling regarding added sugars. Can you describe how 
the FDA has responded to these congressional directives within the 
agency’s food program? I note that FDA’s preliminary responses to 
some of these requirements were discussed in your justification of 
estimates for the Appropriations committee. So would you address 
that for me, please? 

Dr. OSTROFF. Sir, not all of those things that you cited fall under 
FDA as opposed to USDA. But what I can comment on are a couple 
of the things that you mentioned. One of them is the issue of the 
partially hydrogenated oils. And as you are probably well aware, in 
the middle of last year we did issue a final determination that 
trans fats, which PHOs are the primary source of trans fats, would 
not be considered generally recognized as safe. And there is a 
three-year time period for them to be phased out of the food supply. 

We also did offer opportunities for petitions to come into the 
agency that would help inform the determination that was made. 
And so in the interim time period, before that actually takes effect 
in 2018, we will be considering any petitions that come in. 

As far as the nutrition facts label, as I was mentioning before, 
we did put a re-proposal out last year related to added sugars. And 
that included having a reference value for added sugars in the pro-
posal that was issued, which is consistent with the dietary guide-
lines, is that in the average diet, not greater than 10 percent of cal-
ories should be in the form of added sugars. And that is the direc-
tion that we have been going in with the nutrition facts label. 

Mr. BISHOP. Thank you, sir. That is all I have. 
Mr. ADERHOLT. Mr. Young. 
Mr. YOUNG. Thank you, Mr. Chairman. Just having a very im-

portant conversation. 
My colleague, Ms. Pingree, was here and talking about 

antimicrobials. And you are asking for data from drug makers out 
there, and I wonder how that is going. Are you getting the informa-
tion you need? What are you specifically looking for? And if you are 
not getting what you need, what do you need from us to help you 
out?
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Dr. OSTROFF. Yes. As you know, that provision to collect informa-
tion on annual sales of antibiotics was included in the Animal Drug 
User Fee Act in 2009. And so we have been, on an annual basis, 
collecting that information and publishing reports on the findings. 

One of the things that I can say to you is that if you look at the 
trend that has occurred between 2009 and the last report that we 
issued, which was, I believe, in 2014, covering 2014 data, there has 
been a 22 percent increase in the overall sales of antibiotics for use 
in food animals. And if you look just between 2013 and 2014, it has 
increased by 4 percent. 

And so the trend is certainly not going in the right direction. 
However, I do think it is important to point out that that is data 
that is being collected before the implementation of what was just 
discussed. And part of our hope is that when these are imple-
mented, that we will see the trends change. 

As I also mentioned, one of the things that we think is very im-
portant to be able to collect as part of that information is sales by 
species because that will enable us to be more focused in terms of 
if we do not see what we think we ought to be seeing as a result 
of these changes, it will help us better target where the problems 
may be. 

Mr. YOUNG. Thank you. Keep us abreast of how this is going 
with data collection. 

I want to try to get a timeline from the FDA on their draft guid-
ance regarding animal drug compounding. And there is some con-
cern that the FDA’s draft guidance on compounding from bulk drug 
substance could complicate a veterinarian’s ability to treat animals. 
And I wonder if you could address the timeline, and how you will 
incorporate changes reflecting the concerns of the stakeholders 
such as veterinarians? 

Dr. OSTROFF. Well, all I can say is that we always look at the 
comments that we receive very carefully. I cannot give you a time 
frame. I know that frustrates Congressman Farr, but all I can say 
is that we will look very carefully at all the comments that we re-
ceive.

Mr. YOUNG. Thank you for being here, both of you. Thank you 
for your service. I appreciate it. 

Dr. OSTROFF. Thank you. 
Mr. YOUNG. And I yield back, Mr. Chairman. 
Mr. ADERHOLT. Ms. DeLauro. 
Ms. DELAURO. Thank you, Mr. Chairman. 

ADDED SUGARS

Dr. Ostroff, I want to say thank you for the designation of added 
sugars. I think that is a great thing. And thank you for the work 
you have done on menu labeling. And we do not have time here at 
the moment, but if you can get back to me on this recent bill that 
was passed in the House of Representatives and how that may un-
dermine the work that you have done at FDA to be responsive, 
quite frankly, to industry concerns, and what would be the rami-
fications if this was passed into law. 
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DIETARY SUPPLEMENTS

Also, another answer to a question is, can you tell me how this 
new Office of Dietary Supplement Programs is going to work, if you 
have the money to do that, and are you moving in the direction of 
premarket approval for dietary supplements. 

Naloxone: The work that you guys are doing in terms of includ-
ing reclassification of it as an over-the-counter medication, given 
the scale of the opioids. 

And misleading food labeling—I will not go through all of the re-
cent articles on food fraud and mislabeling, a recent discovery that 
grated products labeled 100 percent parmesan cheese in fact con-
tain higher levels of cellulose than are allowed under the law. This 
does have trade implications since we are in negotiation with Eu-
rope on these things. And I know that U.S. folks want to have 
these geographic indicators. But if we have a product that is mis-
leading and is not what is in the product, we need to know that, 
and we rely on you to do that. 

SALMONELLA OUTBREAK

But two questions I do want to address a little bit more sub-
stantively is the cucumber outbreak, and very serious. Six deaths 
across 39 states, Salmonella-tainted cucumbers, 888 illnesses, 191 
hospitalizations. A public health crisis. What is happening, though, 
is cucumbers, as I understand it—and I am not a farmer—but they 
have a two-week shelf life. But CDC is reporting an additional 
number of consumers being sickened. 

So my question is, what is the agency doing to investigate all lev-
els of the supply chain to determine the ongoing source of the con-
tamination? Are you working with food retailers to ensure proper 
cleanup and decontamination? How are consumers still being 
sickened if the cucumbers have been recalled and the FDA has 
issued import notices? 

Dr. OSTROFF. Thank you for that question, and I wish that I had 
the ultimate answer to the last question that you asked because it 
is something that we are following very closely and we are watch-
ing closely. 

I will say one thing, and that is that if you need an example of 
why what we are doing with FSMA is so absolutely critical, that 
particular outbreak hits two of the very critical aspects of FSMA. 
One of them is produce safety, and the other one is foreign supply. 

Ms. DELAURO. Foreign supply. 
Dr. OSTROFF. Because we had, in 2015, several outbreaks that 

have that particular combination. And it is why it is so critical that 
we make progress in implementing the produce safety rule, regard-
less of whether we are talking about produce from outside the 
country or inside the country, and that we move on foreign supplier 
verification so that we can do more, working with our Mexican col-
leagues in the produce safety partnership to be able to address 
these types of problems. 

This was a very sizeable outbreak, as you pointed out. And we, 
working with CDC, looking at various clusters of disease, were able 
to determine the distributor and the source of the distributor’s cu-
cumbers that led back to nearby Mexico. And based on that infor-
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mation, we issued two import alerts in September. And as a result 
of those import alerts, if you look at the data for that outbreak, 
about 88 percent of the cases occurred before we issued the import 
alert. And so they certainly looked like they played a major role in 
reducing the risk associated with these cucumbers. 

But one of the things, as you pointed out, that we have observed 
is this very steady, low-level incidence of cases that are associated 
with the very same strain. And we have been working very hard 
throughout the supply chain, including doing extensive sampling of 
cucumbers that are being imported, to see if we can identify other 
potential sources of why this is occurring and whether or not it is 
that there are other sources where the Salmonella happens to be 
in cucumbers that are coming into the country, if it has got some-
thing to do with the crates that they are packed in, or whatever 
it happens to be. This is something that we are looking at quite 
closely.

DIRECT-TO-CONSUMER ADVERTISING

Ms. DELAURO. I am going to try to sneak in one last question, 
if the Chairman will let me. And this is skyrocketing drug prices. 
The United States and New Zealand are the only two countries 
that allow direct-to-consumer drug advertising. In 2007, WHO 
made a strong recommendation against the practice, calling it, and 
I quote, ‘‘A significant risk of exposing more patients to the adverse 
effects of new drugs.’’ 

Federal law does not require the FDA to approve these advertise-
ments before they are released to the public. The ads often run 
with erroneous or misleading information. The FDA can take action 
against these companies, but only after the ads have been aired 
and have been seen by the public, which can sometimes be too late. 

What is the FDA’s capacity to review all the direct-to-consumer 
advertisements that get submitted for review? What is your 
timeline for review? What resources or funding would you need to 
be able to review the ads in a timely manner? 

Dr. OSTROFF. Yes. What I would say is that because I do not 
have those specific figures available to me, it is probably something 
that would be best if we were to get back to you. 

[The information follows:] 
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Ms. DELAURO. OK. A very serious issue because we know that 
the direct-to-consumer advertising is absolutely linked to the in-
creased health care costs. People see the ad. They think, oh, my 
God, this is for me. They go to the doctor and they ask for it. And 
so it is very, very significant issues associated with it. 

Thank you very much. And thank you, Mr. Chairman. 

PREMIUM CIGARS

Mr. ADERHOLT. Thank you. We have talked a little bit about to-
bacco and youth access and the deeming issue. Premium cigars 
have also been an issue. It does not have that youth access issue, 
and they are only sold in adult establishments. The goals of the To-
bacco Control Act were to limit youth access, as you know, and pre-
vent negative health effects from habitually used products. Neither 
apply, in my understanding, to premium cigars. 

The question is, should FDA leave this category out of the regu-
lations?

Dr. OSTROFF. Again, I think that you know what was in the pro-
posed rule related to cigarettes, particularly premium cigars. We 
asked several questions and we solicited comments about how pre-
mium cigars ought to be addressed. And I cannot presage what 
may be in the final rule. 

However, I know that we have looked at available information 
regarding how premium cigars are used. And I think that you may 
be a bit surprised at the fact that there actually are younger indi-
viduals that do use premium cigars. And so even in younger folks, 
particularly those over 18, they are used. 

Mr. ADERHOLT. They are used for ages over 18, though. Right? 
Dr. OSTROFF. Yes. 

UPCOMING REGULATIONS

Mr. ADERHOLT. We have seen some situations in the past where 
the administrations in the past have decided to release controver-
sial, unpopular regulations in the last few months of an adminis-
tration that is not returning to power. And I guess the question 
would be to you is, could you inform the subcommittee if there are 
any regulations that are a priority to FDA that may be released be-
fore President Obama leaves office? And even if there are no spe-
cific plans for release of regulations, what might be on FDA’s agen-
da toward the end of the year? 

Dr. OSTROFF. As you may imagine, there are many things that 
we have been working on throughout all of our product categories. 
Certainly one example, and I said without question when I took 
over as the Acting Commissioner, the deeming rule was a very high 
priority. And we are working very hard to try to get that to final 
because of the recognized public health implications. 

And so that is certainly one. And then there are activities going 
on, especially related to various guidances such as the menu label-
ing guidance, that we are working on, some of the other things that 
I think were discussed over the course of the hearing. All of these 
are things that we are working on trying to get final as quickly as 
we possibly can. 
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FOREIGN FOOD INSPECTIONS

Mr. ADERHOLT. Many of our domestic producers are concerned 
that they are disadvantaged when it comes to treatment of imports, 
that they would be on the same comparison level. The regulated in-
dustry has very strong concerns as it relates to the implementation 
of the FSMA regulations. 

According to FDA’s 2010 report to Congress, the agency esti-
mated that there were over 300,000 facilities in a hundred different 
countries that produce products that enter the United States at 
over 300 ports of entry. Despite significant funding increases from 
this Congress, FDA increased foreign inspections from 1,339 to 
1,357, or about 18, between 2014 and fiscal year 2015. 

Foreign inspections in general are often impeded by exporting 
countries, such as we saw in China, a country that exports quite 
a few food and medical products or ingredients to the U.S. The Chi-
nese government has not been completely cooperative when it 
comes to granting timely work visas for our inspectors, and of 
course, the fear of the inspectors we have in place, the fear of in-
spections that they can perform. 

Once FDA puts staff on the ground, they seem to have different 
rules for notifying the firms of FDA’s plans to inspect the facility. 
Does FDA give notice to facilities in the U.S. when it plans to con-
duct an inspection for all products under its authority? 

Dr. OSTROFF. Well, it depends on the reason for the inspection, 
and so to the degree possible, we do work with regulated industries 
regarding inspections. But there are some times where it is more 
appropriate to do an unannounced inspection, depending on the cir-
cumstance.

What I can say is that one of the core principles of FSMA, as you 
very well know, is that we have parity in terms of the safety of 
foods that are produced domestically with foods produced inter-
nationally and imported into the country, and that we have equiva-
lent levels of food safety, and that we have equivalent levels of 
oversight and regulation of what is required in the FSMA rules. It 
does not make any difference if it is produced domestically or pro-
duced overseas. 

And so being able to ensure that we have equivalent levels of 
safety—and there are a variety of ways to be able to do that; it is 
not simply inspections—to do that is really quite important. An-
other example is that one of the other rules in FSMA is third party 
certification.

And we also are very aggressively moving towards systems rec-
ognition. We already have systems recognition in place with New 
Zealand, and we will hopefully in the not too distant future have 
the same with Canada and with Australia because what we do not 
want to be doing is investing our resources in areas that have 
equivalent levels of food safety that we have in the United States, 
that we can focus our resources on where they are needed. 

Mr. ADERHOLT. I think the concern is probably China. And do we 
have different standards in place for places like China than we do 
in the United States? 

Dr. OSTROFF. Well, not under FSMA. I mean, that is part of the 
principles of FSMA, is that there has to be an equivalent level of 
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implementation of the various FSMA requirements, regardless of 
where the food is produced. 

Mr. ADERHOLT. Well, as it was mentioned last year, in China in-
vestigators posted in-country generally provided a few days’ notice 
for routine inspections unrelated to a public health emergency. And 
if there is a potential significant public health risk, in-country in-
vestigators can perform an inspection within a day, and unan-
nounced when necessary. So it seems like there is maybe a dif-
ferent standard. 

Dr. OSTROFF. Well, part of the reason to have an office in China 
is to be able to work as closely as possible with our Chinese coun-
terparts. That is a win for us, and it is a win for them as well. And 
we would rather be able to again raise the standards, which I think 
that we have been doing by working with them, especially in help-
ing them incorporate some of the FSMA standards into their regu-
latory requirements so that we are not in always a position that 
we have to continuously take actions. 

Mr. ADERHOLT. Have you experienced any delays in receiving 
visas from the Chinese government or—— 

Dr. OSTROFF. No. This was an issue a couple of years ago. That 
has been resolved, and we are not currently having problems with 
obtaining visas for individuals that we want to place in our China 
office. We have 10 new positions that have been established. Six of 
the individuals are already in place; four of them are being proc-
essed to be able to be relocated over to our China office. And so we 
are not quite having the same problems that we did several years 
ago.

Mr. ADERHOLT. Mr. Farr. 
Mr. FARR. Commissioner, I want to follow up on your China 

questions. But first, if you are going to promulgate any new rules 
or regulations, I hope, with the craziness going on in American pol-
itics right now, that you will bring the mental health drugs up to 
the priority because this country needs a lot of them right now, in-
cluding Congress. [Laughter.] 

JERKY PET TREATS

Mr. FARR. The chairman’s questions about China interest some 
staff around here about the jerky dog treats from China. I men-
tioned in my opening comments that you regulate dog food as well, 
and the jerky pet treats that were imported from China, I think ex-
actly a year ago the FDA said—5800 dogs had—and it included 
more than had been affected—in more than a thousand canine 
deaths. The last report that we could find on your website was last 
Tuesday, and that was issued a year ago. 

Can you update us on the investigation and the work you are 
doing with CDC, and what the findings of the joint CDC/FDA study 
might be? Let me just read all these, and then you can respond 
once.

In the past, the FDA has issued statements that it no longer has 
problems getting into and inspect facilities in China. But in the re-
sponse you just gave to the Chairman and the inspectors in 2012 
that tried to get into the pet food plants, it appears that while FDA 
inspectors got into the plants, they got the runaround from the 
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Chinese and were not able to take any samples, their own samples, 
to be tested. 

Has that changed? Do you have unfettered and unrestricted ac-
cess to all the inspections, not just those related to pet treats? 

And I know you have issued ‘‘detain without physical examina-
tion’’ orders for some Chinese pet food manufacturers. Have these 
‘‘detained without physical examination’’ orders had an impact on 
the volume of pet treats imported from China—since it was done 
a couple years ago? And do you know how many Chinese pet food 
manufacturers are still shipping pet treats to the United States? 

Dr. OSTROFF. Yes. Obviously, these are specific pieces of informa-
tion that we are going to have to get to you. What I can say is that 
the issue of the pet jerky treats is something that we devoted a lot 
of energy and resources to trying to figure out exactly what was 
happening. And that included collecting samples of various types of 
jerky. It included doing autopsies on various dogs, et cetera. 

And it is my understanding, at least, that the actual causation, 
I mean what precisely is going on, is still a question. What does 
appear to be the case is that the problem seems to be decreasing 
for whatever reason. 

[The information follows:] 
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Mr. FARR. Do you take those samples in China, or are those sam-
ples from the stores here? Shouldn’t we try to stop stuff before it 
even gets into the United States? 

Dr. OSTROFF. Well, in trying to figure out the causes of this, 
which are not that straightforward, it has been looking at samples, 
even in some instances that the consumers were providing to their 
pets. And so we have been trying to address this at all stages along 
the continuum. 

But again, it has been difficult to be able to ascribe a particular 
cause to the problem—in other words, what is actually going on 
here and causing the problems. And so it remains something that 
we have been actively investigating, but—— 

Mr. FARR. Didn’t you stop certain manufacturers from importing 
these treats? 

Dr. OSTROFF. Again, it was a matter of—we did take various ac-
tions, including import alerts in 2014, to be able to address this 
problem. Again, it does look like—in terms of the occurrence of the 
problems in the pets themselves, it appears to be abating. 

Mr. FARR. It appears to be abated? 
Dr. OSTROFF. Abating. 
Mr. FARR. Abating. Fewer deaths. Still—but there is still—— 
Dr. OSTROFF. Fewer problems than we saw in the past, yes. 
Mr. FARR. So what does that all mean? You are just going to con-

tinue to monitor, try to find the—— 
Dr. OSTROFF. We will continue to work on this problem until we 

have been able to solve what is happening. 
Mr. FARR. All right. 
Mr. ADERHOLT. Without objection, I have got a letter that I 

would like to submit for the record. It is signed by 109 Members 
regarding the development and treatment of a rare disease called 
Duchenne muscular dystrophy. And I would like that for the 
record.

[The information follows:] 
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HUMAN GENE EDITING

Mr. ADERHOLT. And just in closing, when we did the fiscal year 
2016 Omnibus bill, there was a restriction in there regarding the 
editing genes in human embryos. An advisory committee on ethical 
practices regarding genetic engineering of human embryos, at the 
request of FDA and in conjunction with the National Academy of 
Science, recently gave a green light to ‘‘go forward, but with cau-
tion,’’ with certain forms of genetic engineering. And I understand 
that the main focus of the committee was due to the eventually 
dream of trying to eliminate terminal diseases and also debilitating 
diseases.

But the fear among many, on this panel and of course constitu-
ents, and I know there are different opinions on this, but the risk 
of unintended consequences with genetic modification has a poten-
tial to create new defects and/or disease. 

Given that FDA requested this advisory committee’s work last 
year prior to the congressional restriction being in place, it makes 
some wonder whether FDA is actually engaged in the process. Can 
you confirm that the provision in the fiscal year 2016 Omnibus will 
prevent FDA from accepting applications at this time? 

Dr. OSTROFF. Yes. 
Mr. ADERHOLT. And what is FDA’s position—well, clearly, based 

on what the restriction is, then I think that speaks for itself. 
Dr. OSTROFF. Yes. 
Mr. ADERHOLT. So with that, let me—— 
Mr. FARR. Would you yield on that? I would like to just have 

some discussion on that. I mean, the fear also was unintended con-
sequences. This rule would prohibit the research that could be done 
on building organs and things like that. I think that the motivation 
here was to not allow designer babies, and I think we unanimously 
supported that. But I think the way the language came out, it 
could not be much broader. 

So I do not want to stop this research. So it is going to move off-
shore, and America will lose all of this opportunity. 

Mr. ADERHOLT. I think it went beyond just designer babies. I 
think it went to toying around with embryos. 

Dr. OSTROFF. That is correct. That is what the language says. 
Mr. FARR. What is it going to do to beneficial research? 
Dr. OSTROFF. Well, this is always the conundrum. And I think 

that when you look at the report that was recently issued by the 
Institute of Medicine, they point out exactly this problem. And it 
is part of the reason that we went to them to ask them to take a 
comprehensive look. And this was specifically dealing with some-
thing that is called mitochondrial transfer for individuals that have 
mitochondrial diseases. 

And so they provided feedback to us in terms of the framework 
that may be appropriate to go forward in this area. And obviously, 
we are looking very carefully at that report because it lays out very 
nicely what you just said, which is trying to balance the risks with 
the potential benefits. 

But we are very cognizant of what the language in the Omnibus 
was, and that will not happen in this fiscal year. 

Mr. FARR. What will the consequences be, then? 
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Dr. OSTROFF. Well, any research activities that involve genetic 
manipulation of embryos will not occur in this fiscal year. 

Mr. FARR. Is that a good thing for America? 
Dr. OSTROFF. Well, again, the language very specifically ex-

pressed Congressional intent. 
Mr. FARR. Well, you could debate that Congressional intent. And 

we tried to make sure there was not quite as extreme as I think 
it is being interpreted. But I think that is not a good future for this 
country in medical research. I agree with the Chairman on some 
things, but I think this research is going to go on in the world. It 
is just not going to occur in the United States, and we are going 
to lose a lot of great minds that will be moving to other countries 
to be involved in research. 

Mr. ADERHOLT. Well, thank you, Dr. Ostroff, for being here 
today, and of course, Mr. Tyler, for your assistance as well. And we 
wish you the best. I know you will be very active, so we look for-
ward to seeing you and continuing to work with you in one facet 
or another. But thank you again for your service here in this acting 
time.

Dr. OSTROFF. Well, again, I said I am not going away. 
Mr. ADERHOLT. Right. Well, that is what I say. We look forward 

to working with you. 
Dr. OSTROFF. Thank you so much. 
Mr. ADERHOLT. Just with a little bit different hat on. 
Dr. OSTROFF. And again, thank you for the opportunity to work 

with you over the past year. It has been a real privilege, and your 
assistance has been very helpful. 

Mr. ADERHOLT. Well, all the best. Thank you. 
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THURSDAY, MARCH 3, 2016. 

DEPARTMENT OF AGRICULTURE, MARKETING AND 
REGULATORY PROGRAMS 

WITNESSES
ED AVALOS, UNDER SECRETARY, USDA MARKETING AND REGU-

LATORY PROGRAMS 
KEVIN SHEA, ADMINISTRATOR, ANIMAL AND PLANT HEALTH INSPEC-

TION SERVICE 
ELANOR STARMER, ACTING ADMINISTRATOR, AGRICULTURAL MAR-

KETING SERVICE 
LARRY MITCHELL, ADMINISTRATOR, GRAIN INSPECTION, PACKERS 

AND STOCKYARDS ADMINISTRATION 
MICHAEL YOUNG, BUDGET OFFICER, DEPARTMENT OF AGRICULTURE 

INTRODUCTION OF WITNESSES

Mr. ADERHOLT. Well, good morning. Sorry for the delay in getting 
started this morning. We had votes called about 5 minutes before 
the hearing was to occur. So thank you all for your patience this 
morning, and we are probably going to have votes called in another 
hour, hour and a half. It just depends on how long the debate actu-
ally goes. 

So what I am going to do is to hold to the 5-minute rule pretty 
steadily. I try to generally, but sometimes people are in the middle 
of an explanation and I do not want to cut anybody off, but we will 
try to adhere to 5 minutes so we can go through as many questions 
as possible and as many Members as possible. 

But I want to welcome all of you to the hearing today. It is good 
to have all of you here. We are pleased to begin review of the fiscal 
year 2017 budget request from the agencies of USDA’s Marketing 
and Regulatory Programs mission area. 

And I would like to welcome to the subcommittee Mr. Ed Avalos, 
USDA’s Under Secretary for Marketing and Regulatory Programs. 

Also today, Mr. Kevin Shea, Administrator for the Animal and 
Plant Health Inspection Service, or better known as APHIS. 

Ms. Elanor Starmer, Acting Administrator for the Agricultural 
Marketing Service, and your first time here before us. Welcome. 
We are glad to have you here. 

And Mr. Larry Mitchell, Administrator for the Grain Inspection, 
Packers and Stockyards administration, or better known as GIPSA. 

And Mr. Mike Young, USDA’s Budget Officer. 
So welcome to all of you. 

OPENING STATEMENT—MR. ADERHOLT

I have emphasized in previous hearings that really there are four 
goals that we have for the subcommittee, and let me just briefly 
go through those. 
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First, of course, increasing oversight efficiency and the need for 
effective outcomes. 

Second is keeping rural America vibrant. 
Third, supporting American farmers and ranchers. 
And, fourth, protecting the health of people, plants and animals. 
The Marketing and Regulatory Programs mission area is key to 

accomplishing many of these goals. Your agencies implement pro-
grams everyday that support U.S. producers with domestic and 
international marketing opportunities, address agricultural threats 
to safeguard animal and plant health, and ensure fair practices in 
the marketplace, all of which have made rural America great and 
a world leader in agriculture. 

USDA is requesting a total of $1.03 billion in discretionary re-
sources for fiscal year 2017 for the MRP mission area and a modest 
increase of $8 million from the 2016 enacted level. 

For AMS and GIPSA, the requests maintain current activities 
with only requested increases for pay costs. However, APHIS in-
creases for animal health and emergency preparedness are mostly 
offset by decreases to the popular and beneficial programs that re-
ceive bipartisan support. 

For example, APHIS has requested an increase to enhance imple-
mentation of the Lacey Act provisions. There is some concern, I will 
have to admit, about supporting such an increase at the expense 
of higher priority and more effective animal and plant health pro-
grams, many of which the agency has proposed to decrease. 

It is this subcommittee’s responsibility to ensure that the addi-
tional funds being requested for several initiatives are not to the 
detriment of the critical and successful programs. 

As the request is analyzed, we will be looking for evidence that 
current efforts are effective, and I would like to know what indus-
try and public support exist for the expanded efforts. 

Last year at this hearing, we discussed the importance of your 
mission area, establishing a long-term strategic infrastructure plan 
that is crucial to moving products domestically in order to expand 
trade and marketing opportunities. USDA has been reacting to 
market disruptions like those at the ports and railroads instead of 
having a proactive plan in place. 

The fiscal year 2016 Agriculture Appropriations Explanatory 
Statement directed USDA to develop an infrastructure plan that 
will benefit American producers, and we look forward to receiving 
that report. 

In recent years, we have provided additional funding for APHIS 
to address significant agricultural threats, and just let me add we 
are very appreciative of your work with the private sector to ad-
dress citrus greening and other threats to plant and animal health, 
such as the highly pathogenic avian influenza. 

As you know, in the Fourth District that I represent, we have 
quite a few poultry producers, and the Alabama poultry industry 
employs over 85,000 people and generates about $15 billion annu-
ally.

In the event of an avian influenza outbreak in the northern part 
of the state of Alabama, our folks could face billions of dollars in 
losses. That is why I greatly appreciate APHIS working with its 
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partners in the public and the private sector to prevent, control 
and eradicate this disease. 

I know all of us will appreciate hearing more from you on the 
lessons that APHIS has learned in combatting this disease and 
how the request supports your efforts as we move forward. 

Today and in the coming months, we expect to have an ongoing 
dialogue with your agencies in order to develop a fair and respon-
sible budget for the next fiscal year. We will have tough allocation 
decisions to make, and again, I want to be sure that we maintain 
funding for the most critical and the most successful programs. 

So at this point let me recognize Mr. Farr, Ranking Member, for 
any opening remarks that he may have. 

OPENING STATEMENT—MR. FARR

Mr. FARR. Well, thank you very much, Mr. Chairman. Thank you 
for convening the meeting today, and I look forward to our discus-
sion.

And I thank all of you for coming to this hearing. Many of you 
may know that I am retiring at the end of this year, and these are 
my last Ag. Appropriations hearings. I am very reflective on les-
sons that I have learned and issues that I have taken up. 

But as I look back on subjects that I cared a lot about, I came 
here from the California State legislature where I created the first 
organic standards law in the Nation, which Senator Leahy and 
Senator Cranston offered as the Federal standard. They used our 
bill as the model and then came back here and, frankly, Mr. Chair-
man, we told Secretary Glickman at the time because he had not 
adopted the rules some 8 years later that if he did not adopt the 
rules, we were going to remove his salary from the budget. So we 
got the Federal rules adopted. 

What is amazing is just to see what has happened with that in-
dustry. It is, you know, a multimillion dollar industry nationwide, 
but I think as it emerged it is new and it essentially had to carry 
its own kind of cost of enforcement and certification, but I think 
as they move into major, major efforts in agriculture, the fastest 
growing economic engine in agriculture is organic sales, but I think 
that these producers need to be provided the support as traditional 
commodity crops and others have gotten research, things like that, 
as in sort of a new law, a new industry. 

I think in most cases with flat funding, you have got to rob Peter 
to pay Paul, but I think that there is so much in savings coming 
out of less inputs for producers that they can make the savings on 
those, and we ought to transfer some of those savings into pro-
viding the support that organic is going to need. 

And then over my tenure I have certainly learned a lot about 
what we call specialty crops. I think when I arrived here, we called 
them ‘‘minor crops’’. Congressman Valadao certainly knows about 
specialty crops because we grow over 400 crops in California. I 
think we grow 40 crops that no other state grows. 

All the almonds come from California. All of the pistachios come 
from California, and most of the strawberries in this country come 
from my district, and that is about $2.5 billion. 

Over one-third of the country’s vegetables and two-thirds of the 
country’s fruits are grown in California. 
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So, again, this is really going from a minor crop where we were 
trying to decide, well, will we help them out with pesticide reduc-
tion and alternative uses and things like methyl bromide, the re-
search that is necessary, and I hope that this industry will get 
similar help, those afforded the large commodities. 

On animal rights issues, I in the California legislature banned 
the puppy mills and buying and selling animals from puppy mills 
in California. I was just thinking the other day that all of these 
animals you see performing in movies now, dogs driving cars, in 
California we created a retirement account just like other actors 
and performers get so that when they get too old there is a benefit 
to put them into a retirement home for performing animals. 

We created the first Red Wings horse retirement farm for people 
that bought horses that had been sold for slaughter and things like 
that where they actually would buy them and then put them in a 
pasture where they could retire. 

We banned horses from being hauled to slaughter on cattle 
trucks which were built for cows that do not have long necks. 

And so the list goes on and on, and I have certainly been inter-
ested in the humane treatment of animals at the federal level. 

I was with a Republican. We tried to ban performing elephants 
and we had quite a hearing with a lot of these movie stars, and 
the bill never got out of committee. But last year Barnum & Bailey 
decided not to use elephants anymore in circuses, and I think a lot 
of the issues that we brought up here they paid attention to. 

And now we are going into a new era. I represent probably 25 
or 30 marine research entities, both public and private, around 
Monterey Bay, and I think what we are looking at is the new ma-
rine mammal rules, and I would hope that we would have the abil-
ity to respond to the animal diseases that are coming out of marine 
mammals that could be really fatalistic to tourism and an eco-econ-
omy on the oceans. 

So I look forward to all of these discussions and thank you, Mr. 
Chairman, for this hearing and allowing me my time. 

Mr. ADERHOLT. Thank you, Mr. Farr. 
Mr. Avalos, without objection, your entire written testimony will 

be included in the record, but I want to recognize you for your 
opening statement and any comments you would like to make. So 
go ahead, and then we will proceed with the questions. 

So the floor is yours. 

OPENING STATEMENT—MR. AVALOS

Mr. AVALOS. Thank you, Mr. Chairman, Members of the sub-
committee. I am pleased to once again be here to appear before 
you.

I represent the MRP mission area and to present our 2017 budg-
et proposals for AMS, GIPSA and APHIS. 

Mr. Chairman, you already introduced the folks up here. I just 
want to say a little bit more about Elanor Starmer. She has been 
at USDA since 2011. She has been a senior advisor to the Sec-
retary and she has worked on many issues on AMS. 

Now, they also have submitted statements for the record and are 
here to answer questions. 
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As you know, I have been here almost seven years. This is my 
last time testifying before you as the Under Secretary, and I want 
to take this opportunity to thank you, Mr. Chairman, to thank you, 
Mr. Ranking Member, and to thank the subcommittee for the sup-
port that you have provided to this mission area. 

In many, many areas we have been able to provide support for 
agricultural producers, for shippers, for exporters, and for so many 
folks throughout the country that make their living from agri-
culture. You have enabled us to support these hard working Ameri-
cans, to support our rural communities, to support our rural econo-
mies.

I personally am very, very appreciative and grateful. I also want 
to congratulate Ranking Member Farr on your retirement. We 
truly appreciate his passion for the welfare of animals and for the 
farmers of California and for farmers throughout the country. 

Congressman Farr, like they say back home, ‘‘te felicito.’’ 
Before discussing the requests, I want to highlight contributions 

of the MRP agencies to shared goals. MRP agencies support trade 
through the removal of phytosanitary and sanitary trade barriers, 
the export verification program, and GIPSA’s inspection and weigh-
ing program, and so many other activities. 

The three MRP agencies facilitate our agricultural exports. 
Through APHIS’ animal and plant work and through other pro-
grams in the mission area, the MRP agencies protect agriculture. 

Through AMS’ Market News and standards setting work, to just 
name a few, MRP agencies provide marketing opportunities. MRP 
agencies also support innovation. A good example are the revisions 
that APHIS made to the biotech petition review process which has 
resulted in our continued progress in eliminating the backlog. 

In closing, Mr. Chairman, MRP supports agricultural exports, 
protects domestic agriculture, assists in the development of mar-
kets, and supports innovation. Our 2017 request allows us to con-
tinue this important work. 

This concludes my statement. I look forward to working with the 
subcommittee, and we are ready to answer any questions you 
might have. 

[The information follows:] 
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HIGHLY PATHOGENIC AVIAN INFLUENZA

Mr. ADERHOLT. Thank you, Mr. Avalos, and we appreciate, again, 
each of you being here today and for helping us get through a few 
questions that we wanted to pose to the panel. 

I wanted to start with the discussion of highly pathogenic avian 
influenza. I first want to say thanks to all the folks at APHIS who 
really have done a tremendous job working on that program to try 
to combat highly pathogenic avian influenza over the past few 
months and working with the states and the poultry and layer in-
dustries to not only prevent but to combat and contain the disease. 

As I mentioned in my opening statement, there are a lot of poul-
try growers and producers in the district down in Northern Ala-
bama. So we have been closely watching the Department’s response 
on this disease. 

Second, I want to hear your thoughts on the Secretary’s use of 
emergency authority to access $1 billion to respond to this out-
break. Previously the funds covered indemnity payments for pro-
ducers as well as cleaning and disinfecting the birdhouses. 

Lastly, I would like to hear from you on the lessons learned and 
how the fiscal year 2017 budget can help prevent future outbreaks. 

My first question would be regarding the Nation’s poultry sector 
having lost nearly 50 million birds last year. Between the Federal 
dollars and the losses in the private sector, this outbreak will cost 
well over $1 billion. 

What could USDA have done differently to either identify the 
virus or contain the virus earlier? 

Mr. AVALOS. Mr. Chairman, as you mentioned this was a dev-
astating, devastating outbreak. Under the direction of Mr. Shea 
and his people at APHIS, we were able to rapidly address what I 
would call the worst animal disease outbreak in the history of our 
country.

I want to ask Mr. Shea to talk a little bit about the lessons 
learned, talk about his emergency response plan and other work 
that is being done at APHIS to address highly pathogenic avian in-
fluenza.

Mr. SHEA. Thank you, Mr. Avalos. 
Mr. Chairman, there are a number of lessons we learned. Prob-

ably the most important lesson is that we and the industry need 
to really do a better job with biosecurity. The level of biosecurity 
in the poultry industry was good, but it was good for an ordinary 
time, not good for a time of an extraordinary disease like high path 
avian influenza. So we really need to do a better job with biosecu-
rity.

We need to be able to respond faster and with more people, and 
indeed, that is one of the primary increases we are asking for in 
our budget this year, is to add as many as 80 first responders. If 
we could have had more trained veterinarians and animal health 
technicians on the ground faster, I think we would have had a bet-
ter outcome or a quicker outcome. 

We also learned that we need to rapidly depopulate poultry 
houses when they become infected. The longer the poultry houses 
sit there infected, the level of infection rises, can spread easily. So 
we really need to depopulate quickly. 
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We need to make sure that we are working very closely with the 
producers to get them compensation quickly so they can get back 
in business as soon as possible and also to encourage them to re-
port the disease as soon as possible. 

I think also we learned that we need consistency of message 
when we are on the farm. By not really being fully staffed with 
emergency responders, we had to rely probably more than we 
would have liked on contractors, which led to some inconsistency 
in message from farm to farm about what they should do. So I 
think that was important. 

I think we also learned that we need to know what to do with 
the carcasses once they are put down. The very best thing to do is 
to compost them right on the farm, but if that is not possible, they 
need to be sent somewhere else. We need to make sure there are 
disposal facilities available. 

What we found last year was that many landfills simply would 
not take the carcasses. So we need to be better prepared to deal 
with that. 

We also need to make sure we are working better around the 
world for an understanding of this disease, and what we are doing 
to deal with it. A few countries cut off all U.S. poultry from Ala-
bama to California because of poultry diseases in Iowa and Min-
nesota, and we think that we can do a better job working with our 
partners around the world to understand that they should draw re-
striction lines on a much more narrow basis going forward. 

So all of those are things we have learned. 
Mr. ADERHOLT. All right. In keeping with the five minute rule, 

I am about down so I am going to go ahead and recognize Mr. Farr. 

LIGHT BROWN APPLE MOTH (LBAM)

Mr. FARR. Thank you, Mr. Chairman. 
Talking about specialty crop pests and combatting those pests 

with all of the input from transportation hubs and international 
hubs, both land and sea and air, there are always pests coming in 
unexpectedly and creating outbreaks of non-native threats. 

And one of those was the light brown apple moth, and we kind 
of hoisted our own petard because we told countries that if they 
had any light brown apple moth, we were not going to allow any 
of their produce into our country and then, lo and behold, we have 
it, and in order to export our product we have to certify that every 
crate essentially has to be inspected, hand inspected, and including 
all foreign exports. 

So I want the Department to tell me that it will direct adequate 
resources to ensure that the agricultural export markets impacted 
by LBAM quarantines will be protected going forward. 

And how does the USDA plan to balance the competing regu-
latory needs for the nursery industry while providing sufficient re-
sources and infrastructure for the core regulatory program for ex-
ports?

Mr. AVALOS. Congressman—— 

MARKET NEWS LOCAL FOOD DATA

Mr. FARR. Quickly. Why do I not ask my questions and then you 
can answer them, and if not we can get them back? 
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The other was many parts of the country and in my district more 
and more producers are differentiating their products as locally 
grown, organic or grass fed or other ways to tap into the rapidly 
growing markets that everybody wants, you know, local and fresh. 
It is important for the industry to have up to date information on 
changes in the market so that they can adapt quickly and make 
informed business decisions. 

So this question really goes to the work of going through the 
market news to track and report these growing markets so that 
farmers, buyers, aggregators, sellers and others will have informa-
tion that they need. 

Are we paying attention to that? 
Just a nod, that is good. I am going to have to be careful of time 

because I run over more than anybody does. 

NATIONAL ORGANIC PROGRAM (NOP)

The National Organic Program is charged with regulating, en-
forcing organic regulations as well as ensuring that they evolve to 
keep pace with consumer expectations. They asked for a small in-
crease. As the organic sector grows, the job of NOP grows. 

Does the small request for the increase in NOP keep pace with 
what is happening with the farm, ranch and consumer needs in or-
ganic?

Do I have any time left? 

ORGANIC AQUACULTURE RULE

The other question I have is, and this is one that I am really 
kind of ticked that I never can get a hard answer for, and it has 
to do with the organic aquaculture rule. So many people in our 
area are interested in organic aquaculture. Certainly we cannot 
just keep hauling everything out of the wild ocean and expect it to 
be sustainable. We have got to start shifting and growing our fish 
and shellfish in an organic way in aquaculture. 

I know that the USDA has got a proposed rule to OMB last Au-
gust. They were supposed to have 90 days to review it, and it is 
really held up. But as I understand it is held up by National Oce-
anic Atmospheric administration (NOAA) now, but it is your rule. 
So who takes the lead to get it out of NOAA and get it adopted? 

And that is the last question I will ask for this round. 
Mr. AVALOS. Congressman, just to save time, I know how impor-

tant this aquaculture rule is. I am going to give it to Ms. Starmer. 
She is also going to answer your NOP question. 

And Market News, I just want to put a plug in for Market News. 
It is so important to the large and small producers and so impor-
tant to other stakeholders. 

Mr. FARR. We understand that. 
Mr. AVALOS. So I will not take up any more time. I want to let 

Elanor talk a little bit about some of the other things that we are 
doing to address Market News in local and regional. 

Mr. FARR. In about a minute. 

MARKET NEWS LOCAL FOOD DATA

Ms. STARMER. Yes. Thank you, Congressman. 
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Market News, as you know, provides critical information for the 
industry that can impact billions of dollars of trades each year, and 
we have worked very hard to ensure that that program innovates 
with new needs in the marketplace. 

So we now have over 270 organic price reporting programs 
through Market News. We have developed a Market News program 
for local food prices, which includes farmer’s markets, farm-to- 
school activities, and food hubs, and we have a grass-fed beef Mar-
ket News price reporting service as well as one for non-GMO prod-
ucts.

Mr. FARR. How are we doing in creating that grass-fed as an or-
ganic meat? Because, you know, that is the process that is so cost-
ly. You have to have your slaughter certified and everything and 
then keep it identified as organic, and a lot of people want to create 
smaller slaughtering centers. 

Does the newsletter keep that information? 
Ms. STARMER. It certainly helps provide price transparency 

across the whole supply chain, yes, but I think this gets to your 
other question about how we are supporting the organic industry 
overall.

We have certainly made great strides within AMS in that, but 
we also have a full-time employee who works across USDA to en-
sure that things like our Credit Programs, our Crop Insurance Pro-
grams, and our research agenda are adequately meeting the needs 
of the organic industry. 

So our budget request really reflects, I think, a growing capacity 
across the institution to support this market. 

Mr. FARR. I would like some copies of that. 
Ms. STARMER. Absolutely. 
And finally, sir, on aquaculture, we are working very hard to ad-

dress the questions that we are getting out of OMB. I know they 
are very complex. We are working diligently on that. 

[The information follows:] 
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Mr. ADERHOLT. Mr. Yoder. 

VETERINARY BIOLOGICS

Mr. YODER. Thank you, Mr. Chairman. 
Welcome to the committee, everyone. It is good to see Mr. Young 

back for a fifth time now maybe. 
I want to associate myself with the comments of our Chairman 

and the concerns that he has raised related to threats to the food 
supply, and he brought up avian issues. 

You know, in general, I think we all have to be certainly con-
cerned about threats from terrorism, you know, in Kansas obvi-
ously, and in Manhattan they are building NBAF, National Bio and 
Agro-Defense Facility. So it is an issue that is important to my 
state, important to producers, but it is ultimately going to be im-
portant to every American if the food supply gets disrupted. And 
so I just want to associate myself with those comments. 

And I am interested, in particular, related to vaccines and how 
that relates to this. As we know, animal vaccines are critical to 
protecting America’s flocks, herds, and pets from domestic and for-
eign animal diseases. 

What improvements have been made to speed up the approval 
process for new veterinarian biologics? 

Mr. AVALOS. Congressman, I am going to ask Mr. Shea to an-
swer.

Mr. SHEA. Thank you, Mr. Under Secretary. 
Yes, we made great progress on veterinary biologics. We entered 

into a business process improvement process four years ago, and 
we have dramatically reduced the amount of time it takes to get 
something on the market from the day it is first brought to us for 
approval.

And just this last year we approved a single claim label, which 
will also speed up the process, because before a label would have 
many claims which took us much longer to approve for each claim. 
By just approving the single claim, which is the most important 
that producers will need, we have dramatically reduced the time. 

So we are making great progress. 

BIOTECHNOLOGY REGULATIONS

Mr. YODER. Well, that is great to hear, and that is obviously a 
bottleneck on the ability to solve this if we do not have the vaccines 
moving quickly. So I am glad to hear that. 

I want to turn your attention to some comments that Secretary 
Vilsack made when he was before the committee a few weeks ago. 
I asked him about any new regulations that were coming forward 
that we ought to be concerned about or that producers and farmers 
should be aware of. 

You know, in the last year of an administration, Republican or 
Democrat, frankly, there is sometimes a flood of last minute regu-
lations that come forward, and I have had some producers in Kan-
sas raise some concerns about the modifications and regulations in 
Part 340, and I wondered if you could speak to that. 

What I hear from my folks is that it would represent a signifi-
cant increase in what could be regulated. USDA authority would 
no longer be limited in many areas, and I think we all want smart 
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regulations, just not over-regulations that are costly and burden-
some, and we have to always remember that for the producers that 
have to implement these regulations, it is expensive for them. Ulti-
mately it hits the cost of groceries for everyone. 

So we need greater efficiency and new technologies available to 
farmers, but not to increase the regulatory burden making it more 
difficult, and I thought you could speak to how you are balancing 
that and ensuring that we are keeping that in mind. 

Mr. AVALOS. Congressman, I appreciate your question and your 
comments because I can relate to them. 

We are considering changing the biotech regulations. They have 
not been updated in over two decades. I am going to ask Mr. Shea 
to tell you a little bit about where we are on this. 

Mr. YODER. Sure. 
Mr. SHEA. It is certainly not our intention to make it more dif-

ficult for new technology to get to market, and in fact, some of the 
possibilities are that we are regulating more things than we need 
to be regulating now. 

So that is why we put out a notice of intent to do an environ-
mental impact statement, and the comment period, by the way, has 
been extended for 75 more days. So there will be lots of time for 
folks to comment on this, but we are looking at all possibilities. 

One would be for us to entirely get out of the regulation busi-
ness. One would be for us to do nothing different at all, and then 
there is a regulation or option that would have some more regula-
tion, and then there is another option that we think may be the 
best one, but we need to get comment on this and analyze those 
comments, and that is to have a method where things that are 
proven safe, have been approved before and simply and extension 
of an early approval, that we do not spend a lot of time on those 
so we can move more quickly and get those to market. 

So we certainly understand your concerns, share those, and be-
lieve me, it is not our intention to make the process more difficult 
but rather streamline it as we go forward. 

GIPSA INSPECTION AND WEIGHING USER FEE CAP

Mr. YODER. I appreciate your comments. 
Lastly, in looking at the proposed budget for GIPSA, I noticed 

there is a proposition to remove the cap on user fees that your 
agency is allowed to collect. Given the current budgetary con-
straints felt by everyone, I would like to hear the justification for 
increasing these fees, and if we are taking into account the impact 
on the producers. 

Mr. AVALOS. Congressman, let me ask Mr. Mitchell to answer 
your question. 

Mr. YODER. Mr. Mitchell. 
Mr. MITCHELL. I would be glad to, Congressman. 
The cap is on using our user fee account. That cap is there 

whether we are having a good year or a bad year on our exports. 
So there are some years where we have a very high level of grain 
exports. We bring in the revenue from the user fees, but we are 
capped on how much of those fees we may utilize to ensure we 
have the proper staff in place. 
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As a provision of the Reauthorization Act of last September, we 
now have a system that will be in place that requires us to adjust 
our user fees each year so that we carry a window of between 3 
and 6 months’ reserve in that account, and so we should be able 
to deal with things a little bit better. 

Now, like I say, in a strong year, such as last year, we had record 
grain exports. It got pretty thin at times on how we could make 
sure we had the proper people in the proper place at the right time. 
But with this new three to six-month cap or a calculation on what 
the user fees will actually be, I think that is an additional place 
where we will keep this as inexpensive as possible. 

We are currently doing the entire service for exporting grain. It 
is weighed and inspected. Almost everything that goes out of this 
country, it is well under a penny a bushel, is the total cost. That 
is a pretty good bargain for producers who deal with risk mitiga-
tion in many, many levels. It is probably one of the least expensive 
places that they are allowed to buy that risk mitigation to ensure 
that our overseas buyers continue to buy from us and that our 
grain exports continue. 

Mr. ADERHOLT. Ms. Pingree. 

MARKET NEWS LOCAL FOOD DATA

Ms. PINGREE. Thank you very much, Mr. Chair. 
Thank you everyone for being here today and for the work you 

do.
I will just throw a couple of quick questions out in the interest 

of time. First, for Ms. Starmer, thank you, and I appreciate the 
Ranking Member’s questions. 

I think I got my first question answered, but maybe if you are 
going to follow up with him, I would be interested in some of the 
same things about the local food data. I know that it’s a relatively 
new expansion, and I am interested in how you go about collecting 
the data, and I would like to see some of the results. I know you 
said you were already doing it, but just anything about how you 
are moving forward and expanding your capacity because that has 
got to be one of the trickier things, to get the right kind of data. 

I was actually thrilled to hear that you have a full-time employee 
working across all of those sectors because I do think that this is 
such a great economic opportunity for agricultural sector, and there 
are a lot of pitfalls along the way. 

So maybe sometime, not in the committee, but we could just hear 
a little more about how that is working on that one. 

FOOD SAFETY MODERNIZATION ACT (FSMA)

The other question for you is around FSMA, which of course is 
an enormous rule. FDA has finished a lot of work on it, and prob-
ably the biggest question I get from farmers in my state is just how 
the implementation will work out. 

And I think for a lot of the small and medium size farmers, there 
are a lot of issues there. 

So I know you are launching the GroupGAP in April, and I am 
interested a little bit in how that is going to be there to help small 
and midsize farmers as they tackle the implementation and just 
want more assistance in doing that. 
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And I will stop there because I hear our buzzers are ringing. 
Ms. STARMER. I thank you, Congresswoman. Thank you for your 

leadership on all of these issues. 
Quickly on the local food data, we are working through coopera-

tive agreements with states to gather data. They may go out to the 
farmer’s markets. The farmer’s markets may report it, and they are 
looking, as I mentioned, at farm-to-school activities as well. 

Ms. PINGREE. Great. 
Ms. STARMER. So all of that data is then going to flow into a 

number of our other programs and hopefully influence their effec-
tiveness for that sector. 

On your question about FSMA, and I do want to say on a per-
sonal note that many of the producers in my home state of New 
Hampshire look quite a bit like some of the folks in your district. 
So this is something that I am personally very committed to ensur-
ing we figure out. 

Ms. PINGREE. Great. 
Ms. STARMER. Although the main responsibility for food safety is 

obviously lying with FDA, AMS has worked for a long time to try 
to bridge agricultural producers’ needs in ensuring food safety 
verification in the marketplace through the Good Agricultural Prac-
tices (GAP) Program. 

And as you mentioned, we have developed GroupGAP. We will 
launch that in April. It helps smaller groups of producers share the 
cost of certification and audits across that whole group. So the bur-
den is less for them, and then there are spot audits to ensure ac-
countability.

So we are very pleased with how our three-year pilot for that 
program has gone, and we are really looking forward to rolling that 
out in April. 

In addition to that, we do have a full-time employee who works 
with FDA on FSMA, who has been able to bring the perspective of 
the agricultural industry to those discussions, and she will con-
tinue to do that work. 

We jointly fund the Produce Safety Alliance with FDA, which is 
a Cornell University-based outreach and education program. 

We also fund through our Specialty Crop Block Grants Program 
and now through the new Specialty Crop Multi-State Program. We 
expect to fund a number of food safety-related projects there. I do 
know in Maine over the last few years, I think, since 2009 the state 
has been able to make about 12 grants specifically targeted to 
small and organic producers around food safety education. 

So that is a really important program as well for that work. So 
there are lots of tools in the toolbox, but it is very important that 
we make sure this works for everyone. 

ANTIMICROBIAL RESISTANCE

Ms. PINGREE. Well, we will certainly look forward to working 
with you on that as this progresses and as people start to imple-
ment this in the field. 

I will just throw one quick question in there for APHIS, Mr. 
Shea. I know you know antimicrobial resistance is a huge concern, 
and I think last year you said APHIS would gather on-farm data 
on antibiotic use. 
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Unfortunately, I know you did not receive the funding you re-
quested, but can you give me just a little bit of an update? 

Are you currently doing any data collection? I know you have re-
quested $10 million again, which would be very helpful. How would 
you use that funding if you are able to procure it? 

Mr. SHEA. Unfortunately we will not be able to do anything with-
out the funding, and so we are asking for that funding again. 

We really want to gather that data so there can be a fair and 
reasoned discussion about antimicrobials. 

Ms. PINGREE. Right. 
Mr. SHEA. There are those who believe that farming is all of the 

problem. We do not think that is probably the case, and so we 
think it would be very helpful to have that data so there can be 
a real science discussion here. 

Ms. PINGREE. Great. Well, we will hope that you are able to re-
ceive the funding this year. It is an important conversation to have. 

Thank you, Mr. Chair. 
Mr. ADERHOLT. OK. Thank you, Ms. Pingree. 
The bells have rung. We have got a couple of votes coming up. 

So I think we will have time to go to Mr. Valadao and then we will 
come back and try to make sure everybody gets at least one round. 

So, Mr. Valadao, you are recognized. 

WILDLIFE SERVICES

Mr. VALADAO. Thank you, Chairman, and I will be brief. 
Thank you, Under Secretary and fellow guests. 
Mr. Shea, I understand that some federal programs are adminis-

tered by the USDA and APHIS through cooperative agreements di-
rectly with the counties in California. One of those programs is the 
Wildlife Services Program. I know that counties in California are 
under increasingly intense legal challenges and financial pressures. 

Can you please explain how APHIS distributes funds to states 
like California for this program? 

And I would also like to better understand how the cost share 
for Wildlife Services is split between APHIS and county cooperators 
in their cooperative agreements. 

Mr. SHEA. Mr. Congressman, we spend about $2.5 million on 
wildlife services’ work in California. The counties and other co-
operators put in about $2.2 million. Unfortunately the state does 
not really put much money into wildlife services’ work in Cali-
fornia. At one time the ratio was about one-third, one-third, one- 
third, but then the state pretty much stopped doing that. 

We are very aware of some of the legal challenges underway that 
the counties are dealing with, and we really tried to help with that. 
One thing we did was put a full-time National Environmental Pol-
icy Act (NEPA) coordinator in California to help with all of the 
counties, and particularly the counties in litigation now, to develop 
the data needed to respond. 

We also added another $200,000 to what we allocate to the coun-
ties from what we did the previous year to also help defray the 
costs that they are encountering in these cases. 

But we believe we are putting a pretty fair amount of money into 
California as a whole and certainly understand the need that exists 
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in many counties throughout California, but we do look for more 
cooperation from the state. 

Mr. VALADAO. Yes, and I apologize. Time is running short. I 
know we have got to go vote because they will cut us off. 

But that is an important issue in some of our counties facing 
these legal challenges and fighting it out in court is something that 
we do need to address quickly. 

I will see if I can come back and continue this conversation. 
Thank you. 
Mr. ADERHOLT. We will adjourn for votes. If you all will just bear 

with us for a few minutes, we will probably be back in ten or 20 
minutes.

Mr. AVALOS. OK. Thank you. 
[Recess.]
Mr. ADERHOLT. OK. subcommittee, come back to order. We’ll rec-

ognize now Ms. DeLauro. 

POULTRY PRODUCTS FROM CHINA

Ms. DELAURO. Thank you very much, Mr. Chairman. Welcome to 
everyone here today. 

Mr. Avalos, the USDA Office of Inspector General, they issued a 
report, and it was entitled, ‘‘AMS Procurement and Inspection of 
Fruits and Vegetables,’’ in which it found fault with the agency’s 
track record on closing out contracts and for not tracing back the 
source of the produce it was purchasing to ensure that it was from 
domestic sources. 

As you know, the Sacramento Bee revealed that some school dis-
tricts in California were purchasing canned peaches from China in 
violation of the Buy American requirements for the National School 
Lunch Program. 

But as part of the 2017 USDA budget submission, the adminis-
tration is recommending the elimination of Section 730 of the 2016 
Omnibus that would prohibit the purchase of poultry product from 
China for the various nutrition programs USDA administers be-
cause there is already a Buy American provision for food purchased 
by USDA. 

In light of the agency’s track record on closing out contracts and 
tracing back the source of food purchases, tell me why we should 
drop that provision in future appropriations bills. 

Mr. AVALOS. Congresswoman, first I want to applaud your efforts 
to promote America—— 

Ms. DELAURO. Thank you. 
Mr. AVALOS [continuing]. Promote American products. It is so im-

portant to our rural communities, so important to our farmers and 
ranchers. To answer your question, I’m going to ask our adminis-
trator to answer. 

Ms. DELAURO. OK. 
Ms. STARMER. Thank you, Congresswoman, and thank you for 

your leadership on these issues. We did appreciate the OIG report 
and the recommendations that it put forth. We do have a timeline 
for addressing those, and we’re ahead of schedule on all of them. 

They raise procedural and documentation issues, not—nothing 
that raised any concerns about food safety or other issues of non-
conformance. And I can say that we are required by statute to pur-
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chase a hundred percent domestic products. So, even if the general 
provision were removed, that would not affect our purchase of a 
hundred percent domestic. That’s governed by a separate part of 
the statute. 

SCHOOL MEALS PROGRAMS

Ms. DELAURO. Well, but as to that point, just let me say that 
that’s correct. But the majority of the food used in the National 
School Lunch Program and the School Breakfast Program does not 
come from USDA commodities. It comes instead from private ven-
dors. Under the USDA regulations, the vendors must use only 51 
percent domestic ingredients, meaning that items like chicken 
burritos or chicken soup may contain Chinese processed chicken at 
up to 49 percent of the finished product. 

Moreover, under the School Lunch/School Breakfast Program, the 
51 percent rule may be waived entirely if bids reveal that a domes-
tic product costs significantly more than a foreign product. And 
there is no 51 percent requirement at all in the child and adult 
care food program or the Summer Food Service Program. 

So, that while that is there, the fact of the matter is that it is— 
quite frankly, it’s meaningless. There are so many ways in which 
to avoid purchasing American products—and this Section 730 was 
all about prohibiting the purchase of poultry products from the 
People’s Republic of China, a country that doesn’t have exactly a 
stellar record on food safety. So, there was agreement that we 
would do this. 

Now, to remove that while it is in the Omnibus bill seems to me 
that why are we trying to do that when we both have a situation 
of canned fruit from China, and we have a law now that is—you 
can drive a Mack truck through it. 

Ms. STARMER. Yes, Congresswoman, and you’ve identified the 
distinction between the different programs that are at play there. 
The AMS Commodity Purchasing Program is required to be a hun-
dred percent domestic. The other issues are covered by FNS, so I 
can’t speak to them. 

Ms. DELAURO. Well, but the AMS purchased products for the 
school lunch program. 

Ms. STARMER. We purchase commodities, and those must be a 
hundred percent domestic. 

Ms. DELAURO. Well, I’m sorry. I don’t know—then, I will double- 
check.

Ms. STARMER. The other ones are Food Nutrition Service Pur-
chase.

Ms. DELAURO. Well, then it—— 
Ms. STARMER. Or—excuse me—the schools purchasing directly 

using funding from the other agency. So, our commodity purchases 
for school lunches are governed by statute that requires them to be 
a hundred percent domestic. 

Ms. DELAURO. Well, what I would just say is I don’t see then— 
while you are trying to do what has been asked of you with regard 
to the canned fruit—incidentally from China as well, I might add. 

There seems to be a great interest in purchasing products from 
China overall when we know what the safety record has been on 
those, and we know that we have no ability, no ability whatsoever, 
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to oversee what is happening in China when they process chicken. 
We don’t know what goes into what. We don’t know at what tem-
perature it’s done. We have none of that information because we 
are not overseeing that process. 

So, it would seem to me that that section 730 would be a safe-
guard and that it ought to stay there. And I think you understand 
that—and especially when we just put it in the Omnibus, over-
whelmingly budget deal, budget agreement, etcetera. And now, it’s 
the administration that wants to pull that piece out. I find that 
very, very troubling, and you can be sure that I will do my best 
to keep us from turning this around for the safety of the product 
that we feed our kids in a school lunch program or in a school 
breakfast program. 

Thank you, Mr. Chairman. 
Mr. ADERHOLT. Mr. Rooney. 

CITRUS HEALTH RESPONSE PROGRAM

Mr. ROONEY. Thank you, Mr. Chairman. Good to see you all. 
I wanted to talk about citrus funding today. The FY 2017 budget 

cuts funding the Citrus Health Response Program or CHRP by ad-
justing the federal cost share rate from 94 percent to 80 percent. 
Your budget requests an overall decrease to the Specialty Crop 
Pest Program, including a reduction of $7.2 million to the CHRP 
program.

I understand USDA has a lot of factors to consider when deter-
mining what the federal portion of that tab is going to be. You all 
have indicated that—to take into consideration whether it’s a new 
threat or a longstanding program effort, whether the pest or dis-
ease spreads quickly, and what the commercial interests are at 
stake.

I would argue that the current Huanglongbing (HLB) challenge 
more than addresses these qualifications. The President’s budget 
request reduces the federal cost rate, again, from 94 to 80 percent. 
This might not seem like that much, but at this critical time, we 
need all the help that we can get. 

Last year you indicated that USDA had not conducted an anal-
ysis to determine whether or not state and local entities would be 
able to increase their portion of the cost share. And I don’t need 
to remind you of the important stake agriculture has to our econ-
omy in Florida and the fears of how deeply aggressively dropping 
citrus production will impact our state. We have shown that we do 
have skin in the game in Florida, but the industry is getting to the 
point where it can’t support a lot of the systems it used to rely on. 

A very prominent group of companies involved with the citrus in-
dustry recently suggested that our State Department of Citrus 
needs to reduce their budget by 70 percent. ‘‘The impact of citrus 
greening has been overwhelming and unprecedented. And it is not 
an exaggeration to state that we are in a struggle for our very sur-
vival.’’

The letter said, ‘‘This challenge has dictated a need to change 
and adapt, and the undersigned believe that the industry makes a 
dramatic change. It’s prudent to consider significant modifications 
to the Department of Citrus to adapt the crisis and give the indus-
try the best chance of survival and rebuild.’’ 
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My question is, if the growers are unable to support their in- 
state organization, the Department of Citrus, how can you expect 
that a reduction in the federal investment is appropriate? And in 
the event that the states cannot afford an increase in the cost 
share rate, will this result in your overall decrease in CHRP fund-
ing? What CHRP activities would be impacted? If you can provide 
specifics, that would be great. 

I just want to editorialize at the end of my statement there. 
These growers are at the end of their rope. It is a critical time in 
Florida for us to be able to defeat greening and move forward. So, 
I appreciate your answer. 

Mr. AVALOS. Congressman, we understand very well how dev-
astating citrus greening has been to the growers. And I want to 
show you that we’re not going to abandon the growers. We’re still 
looking for solutions, looking for tools to help them overcome this 
devastating disease. 

I’m going to ask Mr. Shea to talk a little bit more on your state-
ment and your question. 

Mr. SHEA. Mr. Congressman, we are certainly devoted to this 
cause, and I know Secretary Vilsack is as well. And we are hoping 
that some of the tools that we’ve been able to develop over the last 
few years, thanks to the funding provided by this committee, will 
make a big difference. 

Thermotherapy, Dr. Ehsani at University of Florida has done 
great research there, and it looks like you can indeed provide pro-
tection for a tree for four years, treating the tree at a cost of about 
$1.56 a tree with thermotherapy. We think that might help. 

We think the use of antimicrobials will help. And currently the 
state has a pending Section 18 exemption request with EPA, which 
they believe they will receive this year or this month, that will 
allow the use of these under foliar spray. And we believe that can 
provide indefinite protection to a tree. So, that’s another tool that 
we put into the hands of the growers that they didn’t really have 
a couple of years ago. 

And also the use of biocontrol using parasitic wasps, they had 
great success so far in Texas, an 85 percent reduction in the num-
ber of silletes in Texas where we’ve used these, and we think that 
can have good success in Florida as well and California too for that 
matter.

And of course, another big issue in Florida, as you’re well aware, 
is how do we manage abandoned groves. And I know that the state 
has done some good work on that with private landowners. So, we 
think we have more tools available than we did before and that 
these maybe have some effect coming forward. 

Mr. ROONEY. Thank you. Thank you, Mr. Chairman. 
Mr. ADERHOLT. Mr. Valadao is back, so I’m going to go ahead 

and—you only used about half of your time, so I’m going to go 
ahead and give you the rest of your time on this first round. 

SPECIALTY CROP PESTS

Mr. VALADAO. Thank you, Chairman. And I’m back. So, took a 
second there. I apologize. 

But the 2017 budget proposal Specialty Crops Program—Pest 
Programs to be funded at $146 million. However, the estimated 
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2016 budget is $164 million. Given that we are seeing an increase 
in fruit fly, HLB, Asian Citrus Psyllid (ACP) and other pest and 
disease outbreaks in specialty crops, this $18 million decrease in 
funding seems inadequate. 

In California, Florida, Texas, and other citrus-producing states, 
ACP and the devastating disease HLB continue to spread. 

Can you please give the committee a breakdown of what pro-
grams you anticipate will be cut, and what is your plan to continue 
to combat these pests and diseases while cutting the budget so dra-
matically?

Mr. AVALOS. Congressman, I’m going to ask Mr. Shea to answer 
your question. I still want to talk about wildlife services. 

Mr. VALADAO. All right. 
Mr. AVALOS. I thought we were going to come back. But I just 

wanted to make a statement about wildlife services, that it’s so im-
portant a program to our farmers, our ranchers—not just to rural 
communities but to citizens all over the country that so many peo-
ple don’t realize. I wanted to say that, but I knew you were going 
to break to go vote, so I just wanted to get it in. 

Mr. VALADAO. And yeah, it was a little more just a statement of 
how important the program was. And some of our counties are fac-
ing lawsuits, and they continue to be sued. Some settled and actu-
ally came back to second round of lawsuits, and so it is something 
that we are obviously paying attention to. And I wanted to make 
sure that was on your radar, so thank you for that. 

But back to that question if you don’t mind. 
Mr. SHEA. Yeah, Mr. Congressman. On this specialty crop issue, 

we hope there is no reduction whatsoever in those programs. We 
hope that the states will step in and pick up a bigger share of the 
program than they have in the past. Now, we were just talking 
about the Citrus Health Program where the Federal Government 
has been paying 94 percent and we think the states could pay a 
little more there and the same with the other programs, glassy- 
winged Sharpshooter, all the programs. Same goes with the Tree 
and Wood pest programs. We are simply—— 

Mr. FARR. How much is the state paying? 
Mr. SHEA. Well, for the glassy-winged sharpshooter, the breakout 

is about 53 percent federal and 47 percent state, and we would 
kind of like to reverse that. And for glassy-winged—or I’m sorry— 
for the light brown apple moth, the state actually puts no money 
into it, and we are paying a hundred percent of the cost. 

And if I could very quickly—I didn’t get a chance to answer your 
question about that. OK. I’m sorry. 

Mr. VALADAO. I’ll be happy to yield a little bit of time if you want 
to add to that. 

Mr. FARR. No, I’m interested in what we do. Usually the first 
money comes from the growers themselves, you know, through 
their association marketing orders. But I think the question is, will 
you sustain it. And if not, I mean, is there a standard? I mean, dis-
aster assistance, 75 federal and 25 local. That’s sort of the stand-
ard. Is that the standard in matching these outbreaks? 

Mr. SHEA. I think that’s a good example. In an emergency situa-
tion early on, we think a very high Federal percentage is appro-
priate. But for long-term sustained management programs like 
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glassy-winged Sharpshooter and Light-Brown Apple Moth, we 
think that the states should bring up—pick up more of the cost 
than they have been. I might add that producers themselves are 
picking up quite a bit of the cost. 

And on light brown apple moth, I just want to give you the firm 
commitment you asked for earlier. We will not back away from 
what’s needed to keep trade moving. And we also have something 
in mind that will help the nursery people, and that is getting away 
from inspecting every plant that leaves and, instead treating. And 
doing that would remove that need, we hope, going forward. 

I apologize for taking some of the time to answer the light brown 
apple moth question. 

Mr. VALADAO. No, I’m fine. I think my time is up, so—— 
Mr. ADERHOLT. You still have a little time. Go ahead if you’ve 

got—you need anything else? 
Mr. VALADAO. No, I’m good. Thanks. 
Mr. ADERHOLT. OK. 

PORK INDUSTRY LAWSUIT

Mr. YOUNG. Thank you, Mr. Chairman. 
Acting Administrator Starmer, I want to thank you for allowing 

Arthur Neal to come out a few weeks ago to the Third District and 
participate in an agriculture transportation roundtable. He’s a 
great representative for the USDA and the AMS. 

Two thoughts here, one, Pork the Other White Meat lawsuit. I 
hope the USDA is working with the pork producers on this ongoing 
suit. My understanding is a settlement is being discussed. And I’m 
not sure who in the industry is speaking for the pork industry, but 
I’m hearing a lot of voices back home that their voices aren’t being 
heard. And so, I just want to make sure that you’re reaching out 
to the pork producers to be part of the settlement discussions at 
least.

Ms. STARMER. Yes, sir, we do to the degree that we are able to, 
given that there is pending litigation. So, we aren’t really able to 
talk about it, but we have certainly worked as hard as we can to 
bring the parties together on this. 

Mr. YOUNG. OK, because many of the producers are wondering 
who is representing them in this settlement, in this lawsuit and 
who is speaking for them because they do not feel like their voice 
is heard. 

HIGHLY PATHOGENIC AVIAN INFLUENZA

Second issue here—and the Chairman touched on this—and 
that’s about the avian influenza, the bird flu. In Iowa it was 31 
million chickens, turkeys, backyard flocks. And we had some les-
sons learned about how we go forward to address these and put 
them into action. 

One thing that was very concerning to folks on the ground in 
Iowa was the lack of communication and the length of time it took 
to dispose of birds; and the reimbursement process, they said, was 
slow. How are you working to implement the lessons learned. This 
was one of the biggest viral outbreaks in livestock to date that we 
really know of. 
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How do we go forward with this and streamline the communica-
tion problems and put those lessons learned into action? What are 
you doing to help rectify this? 

Mr. AVALOS. Congressman, again, I want to reinforce that it was 
the largest single disease, animal disease outbreak in the history 
of this country. Mr. Shea spoke to that a while ago. 

And maybe I’ll ask you to go ahead and repeat some of the stuff 
you said. 

Mr. SHEA. Mr. Congressman, specifically on the things that you 
mentioned, we have a request to add about 80 emergency respond-
ers in the animal health area. If we would have had trained APHIS 
veterinarians to dispatch and stay on site for the entire time, I 
think we would have overcome a lot of those communication issues. 

When we had to rotate people in and out, that led to some incon-
sistency in message. So, if we had the emergency responders in 
place who could stay there, I think we would have been better off. 

In terms of compensation, we’ve streamlined that process already 
so that we can make the calculation of indemnity based on paper-
work that the owners already have rather than do some other kind 
of inventory later. So, I think we made great progress on that as 
well.

And in terms of rapid depopulation, you’re absolutely correct. If 
we can do that in 24 hours, we help that producer get back in busi-
ness sooner, which is important. But more important, if we can 
knock that virus load down, there’s less virus to spread around. So, 
24 hours is our standard that we want to apply. And that’s cer-
tainly a big lesson we learned. 

FOREIGN ANIMAL DISEASES

Mr. YOUNG. One final note. The Homeland Security sub-
committee on Emergency Preparedness recently had a hearing on 
agro-terrorism. Witnesses called for increased scrutiny of imports 
to prevent diseases such as foot-and-mouth disease or African 
Swine Fever from entering the country. 

Can you talk about how APHIS determines whether a foreign 
site visit is warranted? 

Mr. SHEA. Well, we start with a presumption, if a disease is 
present in another country, that we will not accept products from 
that country, whether it’s beef, pork, what have you. When another 
country makes a request of us to allow their product to be im-
ported, that’s when we would do a risk assessment. And certainly, 
a risk assessment almost always entails a site visit, an in-country 
site visit. Certainly, any country that has major diseases in the 
past like foot-and-mouth disease or classical swine fever, we would 
indeed do an in-country visit to help with that risk assessment. 

Mr. YOUNG. And do you work in partnership with the FDA these 
risk assessments and these inspections abroad? 

Mr. SHEA. We tend not to because these requests are only on the 
animal health side of it. 

Mr. YOUNG. Thank you for your testimony and coming for us 
today and your service. I yield back. 
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GENETICALLY MODIFIED ORGANISMS (GMO) LABELING

Mr. ADERHOLT. Thank you. I want to ask a little bit about GMO 
labeling. And Mr. Avalos, and of course, anybody on the panel, I 
certainly need your input on this. Secretary Vilsack and the Acting 
Commissioner of the FDA were both here before the subcommittee. 
And I asked both of their opinions on the safety of genetically 
modified organisms, GMOs. Both of those individuals, Acting Com-
missioner and the Secretary, clearly stated that the science behind 
these products supported the federal government’s position that 
these products are safe for planting and safe for human consump-
tion.

He and I also spoke about the lack of information out in the pub-
lic. And as you know, has been the case that we’ve been dealing 
with, regarding GMOs. And a great deal of the misinformation that 
is relayed in the public realm. Your mission area plays a lead role 
in the regulation of genetically engineered organisms, as it relates 
to agriculture. Correct me if I’m wrong on this, but essentially, 
APHIS will decide if a seed can be sold in interstate commerce, 
planted in the ground, or allowed to go to the market. How many 
years has the federal government been studying GMO products? 

Mr. AVALOS. First off, Mr. Chairman, I know that there’s been 
considerable discussion on this topic. And I know that the House 
and the Senate continue to work on the subject. And, this mission 
area, we do provide technical support. But to answer your question 
on the deregulation of GMO products at USDA, I’m going to ask 
Kevin to respond. 

Mr. SHEA. Mr. Chairman, of course, we’re a part of the federal 
framework. The EPA has a role in this. The FDA has a role in this. 
Our role is rather limited, really. We only determine whether or 
not a proposed event, as they call it in that business, would pose 
a plant health threat. That is our role. So we don’t really address 
the human health angles. Someone else does that. Or even other 
environmental angles. Now, certainly they are part of the overall 
rulemaking. As, because any rulemaking has to have some eco-
nomic and environmental analysis to it. But the bottom line for us 
is, is a new biotech proposal, proposed item, a plant-pest or not? 
Will it cause harm to plant heath? That is our only role in it. And 
it’s the role we’ve had in this framework, federal framework now, 
since 1987. It’s why I mentioned earlier, we put that framework to-
gether and our rules together based on the technology of the day, 
which has changed pretty dramatically. 

And in terms of improving products, I will say, we’ve kept our 
commitment to you. The backlog has essentially been eliminated. 
We had 23 products in the backlog four years ago. All but one of 
those have been deregulated. And the only one that hasn’t is in-
volved in a very complex environmental impact statement. Since 
then, 16 more have come in. Eleven have already been deregulated 
and four are on the quick path towards deregulation. 

Mr. ADERHOLT. But you are responsible to go through and ap-
prove if different seeds or products can get approval, is that cor-
rect?
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Mr. SHEA. Yeah, but only for the plant health angle. We can ap-
prove that. But if EPA hasn’t done its part of it, the products still 
couldn’t be used. 

Mr. ADERHOLT. As far as what your role has been, in that limited 
role that you mentioned, do you have a rough estimate of how 
many different seeds or products have been approved by APHIS? 

Mr. SHEA. We’ll get that for the record. But I think it’s probably 
hundreds.

[The information follows:] 
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ORGANIC EGG STANDARDS

Mr. ADERHOLT. Let me start out, let me go ahead and ask about 
one other issue that I’m aware that there are concerns from the or-
ganic egg producers about some of the requirements the National 
Organic Standards Board has recommended in regards to organic 
egg production. If implemented by USDA’s National Organic Pro-
gram, these recommendations would effectively ban the use of en-
dorsed outdoor access areas that are called porches. It’s already 
been said, and you know that we’ve just faced one of the largest 
or maybe the largest animal health event, with the outbreak of the 
highly pathogenic avian influenza. It could cost over a billion dol-
lars and result in the depopulation of nearly 50 million birds. 

The egg laying industry has significantly been impacted by this. 
And a question, birds that are exposed to the outdoors run a much 
greater risk of being infected with avian influenza. Yet it sounds 
like the proposal would require organic layer hens to be outdoors. 
Has APHIS been consulted about this potential requirement, as 
they may have different thoughts on exposing all organic layer 
hens to outdoor elements? 

Mr. SHEA. We’re working very closely with our colleagues in the 
Agricultural Marketing Service on it, yes. 

Mr. ADERHOLT. So certainly that possibility is being looked at 
then? You’re saying that they stand a much greater risk there for 
that to occur? 

Mr. SHEA. Well, I think that there are mitigations that can take 
place. And that rule is still under development as I understand it. 
I’ll defer to Ms. Starmer. But I think that rule is still under devel-
opment and we’re still working closely with our colleagues on it. 

Ms. STARMER. Yes, that’s correct, sir. The rule, the proposed rule 
is currently over in OMB. As you mentioned, it did grow out of rec-
ommendations from the National Organic Standards Board, as well 
as from OIG and some statutory requirements that we create clear 
standards for organic producers. And so we have attempted to do 
that. We have certainly met with stakeholders from across the in-
dustry and we believe the proposal incorporates their feedback. 
And there will also be ample opportunity for public comment when 
the proposal comes out. But right now it is, it is with OMB for re-
view.

Mr. ADERHOLT. Yeah. Well, our hope, or my hope is that as you 
move forward, you would certainly carefully consider the threat of 
avian influenza and the devastation that banning porches could 
bring upon the organic egg layer industry as we move forward. So, 
Mr. Farr. 

ORGANIC AQUACULTURE RULE

Mr. FARR. Well, thank you very much. On the hot seat. You said 
you’re working on the organic aquaculture rule? 

Ms. STARMER. Yes, sir. 
Mr. FARR. But I want a hard answer, because everybody’s been 

working on it for a long time. 
Ms. STARMER. Yes. I have in my limited amount of time here in 

the agency, I have learned about the rule as well as about how im-
portant it is to you, sir. So I appreciate that. 
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Mr. FARR. Now, when? 
Ms. STARMER. I cannot give you a firm timeframe. It is with 

OMB. As I mentioned, we do continue to receive questions that we 
are working to respond to as expeditiously as possible. 

Mr. FARR. Tell me what some of that is. Because I understood 
that they sort of flipped it over to NOAA. 

Ms. STARMER. Well, there is an inter-agency review process that 
happens. That’s standard for this type of process. And so there 
have been a number of agencies that have reviewed it. I don’t think 
I can go into the specifics, given that the rule is still under review. 
But I can say that we’re working as quickly as we can to address 
those questions, so that we can move it forward. 

Mr. FARR. Well, it was submitted in August, so—— 
Ms. STARMER. That’s right, sir. 
Mr. FARR [continuing]. Is there a time frame? 
Ms. STARMER. We are working as quickly as possible. 
Mr. FARR. I know. I don’t want a specific date. I just want like, 

you know, months or, before the end of the like, summer, or. 
Ms. STARMER. I wish that I could give you a firm time frame. I 

can’t. I apologize. But we are working as quickly as we can to ad-
dress—it’s, I think, reflective of the complexity of the rule and the 
equities that our federal partners have in it. 

Mr. FARR. You don’t know how many times that’s the answer 
we’ve gotten this year on these questions of rules and time, and 
studies and everything. 

Ms. STARMER. Yes, sir. 
Mr. FARR. But it’s really not fair to the consumer, just to, you 

know, pay—we have our process, and we say it’s going to take 90 
days or take whatever it is. I mean, we in government. And then 
the government can’t give us an answer. I think you got to—you’ve 
got to put the time frame that’s allowed in law, we’ve exhausted. 
So we keep delaying it, because we’re getting more and more ques-
tions. But you got to take some leadership on this and just jam this 
thing through. 

Ms. STARMER. We are doing everything that we can to move it, 
sir.

Mr. FARR. Well, I’d kind of like to know what those things are. 
Can you give us a letter or whatever it is, or talk to my staff about 
it?

Ms. STARMER. Absolutely. 
[The information follows:] 

ORGANIC AQUACULTURE RULE

As of February 2016, the Aquaculture rule is with OMB. USDA staff followed up 
with Congressional staff and will make themselves available to discuss all matters 
and questions related to the Aquaculture rule. 

Mr. FARR. We get a call a day from our constituents on this. This 
is how important it is. They worked years putting the proposed 
suggestions together. 

Ms. STARMER. Mm-hmm. 
Mr. FARR. And they can’t just understand why government 

hasn’t accepted their suggestions. They’re all professionals. They’re 
in the industry. 
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Ms. STARMER. Of course. Yes, we would be happy to follow up 
with your office on this. 

HORSE PROTECTION

Mr. FARR. All right. Well, let’s get it done. Thank you. I’ve never 
been able to get a hard answer on that. In 2012, the GAO Horse 
Welfare Report made some recommendations regarding inspections, 
especially to improve completion and oversight of travel certificates 
for horses crossing the Canadian and Mexican borders. My own 
daughter, you know, in shipping her horse to Canada for a horse 
show, landed in all kinds of problems. So just getting across the 
Canadian border, proving ownership and all that, and health 
records. So I really experienced that. Because she called me at 
three in the morning, wanting to know if I could help. Can you pro-
vide some follow up on any changes that have come from these rec-
ommendations?

Mr. AVALOS. Congressman, I don’t know of any changes per-
taining to horses going into Canada or Mexico or coming back from 
those countries. Mr. Shea, do you have any information on this? 

Mr. FARR. Well, there were, in 2011. The GAO Horse Welfare Re-
port made some recommendations regarding inspections. And espe-
cially improved completion and oversight of these travel certificates 
for horses crossing the borders. And you were supposed to, the 
agency, well, you are probably supposed to get back to, what those 
improvements were. Or where they are. 

Mr. SHEA. We’ll have to look into that and get back to you. 
[The information follows:] 
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APHIS OPERATIONAL AIRCRAFT

Mr. FARR. All right. According to another report, you’re, this 
year’s budget, you’re currently, you currently own 41 operational 
aircraft, that you use by the Wildlife Services. And the budget this 
year is asking for $8 million more, to expand the fleet. I presume 
that’s the aircraft fleet. Apart from aerial gutting, what other ac-
tivities are carried out by these aircraft? And given the high cost 
of aerial gutting operations and human risks involved, what are 
the alternatives that have been looked at by the research arm? 

Mr. SHEA. Mr. Congressman, we are not asking for $8 million 
this year. There were $8 million in the Fiscal Year 2016 Omnibus 
to purchase two helicopters and two fixed wing aircraft, but we are 
not requesting anymore funding for anymore aircraft, for Wildlife 
Services, in 2017. 

Mr. FARR. So what are the activities that are being conducted out 
of those aircraft, and what are the alternatives to guiding oper-
ations from the air? 

Mr. AVALOS. Congressman, the helicopters, there’s one being 
placed in Alabama. There’s one being placed in Mississippi. They’ll 
be used for feral swine control. The airplanes, one being placed in 
New Mexico and one being placed in Wyoming, would be used for, 
on a regular predator control. Alternatives? 

Mr. FARR. Can we get any other bang for the buck? I mean, from 
just, from use of those aircraft? Or is it just used for aerial—— 

Mr. AVALOS. They’re strictly for feral swine control and predator 
control. And it’s not—they don’t just stay in that one state where 
they’re placed. They work a whole region. 

Mr. FARR. Are there any alternatives to that? It’s expensive—— 
Mr. AVALOS. We do have—I want to ask Mr. Shea. 
Mr. FARR [continuing]. Predator control. 
Mr. AVALOS. But I just wanted to touch on one alternative that 

I really, really promote and I really, really like. It’s the Protection 
Dog Program. It’s an alternative that we use primarily out west. 
And it’s primarily to address the issue of grizzly bears and wolves. 
And I’ll never forget, Congressman, Mr. Chairman. I’ll never forget. 
I was in Montana. We had a roundtable. And there was the leader 
for the Hunter Right Colony. And he was complaining about the 
grizzly bears and the wolves. And when I brought up the Protection 
Dogs, he said, ‘‘I want to tell you, Mr. Under Secretary, that we 
really appreciate the Protection Dogs. So once we got the three 
dogs, our wives, our children, could take their afternoon walks 
without fearing the grizzly bear and the wolf.’’ So I think that the 
Protection Dog Program has a lot of merit. And that it’s something 
that can be used in the future as a non-lethal weapon. 

Mr. FARR. Well, those are alternatives. And I think that’s a good 
idea. Are your ideas, is there any money in your budget for that? 
It’s certainly cheaper than helicopters. 

Mr. SHEA. We’re certainly pursuing non-lethal methods. And in 
fact what we’ve begun the last year is having non-lethal workshops 
where we bring producers in to inform them about new methods. 
And in fact, we’re even working with the Natural Resources De-
fense Council, which is not a fan of Wildlife Services generally 
speaking, on some projects out west as well. So we are pursuing 
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those. We are developing non-lethal methods through our Methods 
Development Program in Wildlife Services. So we continue to pur-
sue non-lethal methods for sure. 

Mr. FARR. Well, I appreciate that. Particularly for the compound 
1080 Livestock Protection. I know that there have been protracted 
deaths and unintended non-predators from consumption of 1080. 
So.

Mr. ADERHOLT. Mr. Valadao. 
Mr. FARR. My time’s up. 

BIOTECHNOLOGY REGULATIONS

Mr. VALADAO. So Biotech is the next one for me. I’m hearing con-
cerns about implementation of USDA’s proposed rewrite of the 
biotech regulations. I understand the 30 day comment period was 
recently extended another 45 days. And I want to stress how im-
portant it is to ensure the department gets this done right. Many 
groups representing production and agriculture asked for the ex-
tension, because some of the concepts USDA is considering in its 
proposed alternatives appear to be significantly different from the 
way UDSA has regulated Biotech crops in the past. 

For example, the new terms defined in the Notice of Intent (NOI) 
would bring under the scope of the USDA’s regulations on products 
developed using newer breeding methods, as well as potentially in-
cluding products like seedless watermelon, that have been safely 
consumed for years, or even breeding methods used in organic pro-
duction. Can you assure this committee that you will carefully con-
sider the potential negative impacts of any new proposals on the 
ability of our farmers to produce an adequate and wholesome eco-
nomic food supply and compete in a world or a global marketplace? 
And that’s basically a yes or no question. 

Mr. AVALOS. Yes. 
Mr. VALADAO. Thank you. What specific problem with the cur-

rent regulation are you trying to address? 
Mr. AVALOS. You made it easy. 
Mr. VALADAO. Well, I’ve got follow ups. What specific problem 

with the current regulations are you trying to address, and how 
does your current thinking address this problem? Further, how will 
you ensure that it addresses the perceived problems without caus-
ing more? That’s not a yes or no question. 

Mr. AVALOS. Congressman, I’m going to give that part of your 
question to Mr. Shea. 

Mr. SHEA. I think the basic problem we’re trying to address is 
that the regulations are nearly 30 years old. And the technology 
has changed. So we may very well be putting products through a 
regulatory process that don’t need to be anymore. And there may 
be some others that we probably should be looking at. So we’re try-
ing to get it right for 2016. And it’s certainly not our intention to 
make it more difficult to get these products to market. As I men-
tioned earlier, we’ve completely eliminated the backlog that we had 
been dealing with, in deregulation. So we don’t want to get into an-
other backlog situation. And that’s what we’re trying to do though, 
is make these regulations current. Because we’re operating under 
a 1987 kind of paradigm. 
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BIOTECHNOLOGY REGULATORY SERVICES

Mr. VALADAO. All right. And then the budget requests for Bio-
technology Regulatory Services Program for Fiscal Year 2017 is 
less than a 1 percent increase. If the USDA intends to complete its 
update within this administration, does the request for a nominal 
increase provide any indication about how the USDA is thinking of 
changing the scope of regulation? 

Mr. SHEA. Well, I would say that perhaps it indicates that we 
don’t intend to have a massively larger regulatory structure in 
place. That’s not where we see this going. Of course I hasten to 
add, there’s, as you mentioned, a total of 75 day comment period. 
We added 45 to the original 30. So we need to hear from everyone. 
So we haven’t made up our minds for sure. But we don’t want to 
be headed toward a greater regulatory structure. 

Mr. VALADAO. All right. 
Mr. SHEA. So I think the funding that’s requested is certainly 

adequate.

PRODUCE SAFETY

Mr. VALADAO. And Ms. Starmer, in 2009, you authored a report 
on Produce Safety. In the report, you recommended that policy 
makers must avoid taking a one size fits all approach to produce 
safety. Recommended practices and record keeping mechanisms 
must be adaptable to a range of farms and supply chains. As an 
employee of AMS, you work closely with the FDA in developing the 
FSMA regulations. How would you grade FDA’s regulations in 
terms of providing flexibility for producers in different regions, of 
different sizes and different products? 

Ms. STARMER. I would say—and thank you for the question, Con-
gressman. In my time as a Senior Advisor to the Secretary, I was 
the liaison to FDA from the Office of the Secretary. And we did 
provide significant technical assistance in the drafting of those 
rules, and now in implementation. I think my point then, and this 
is still something that I feel very strongly about now, is that it is 
critical that we have robust food safety standards that everyone is 
held to. There are going to be different needs, depending on the 
type of operation and the size of that operation. And I think that 
FDA has done a very good job of being responsive to the range of 
industry perspectives on this during the rulemaking process, and 
that the technical assistance opportunities that are available for 
the industry are reflective of that diversity. So everything from the 
Produce Safety Alliance, which AMS helps support with FDA, to 
some of the cooperative agreements that FDA is putting out to pro-
vide technical assistance to special groups such as tribal producers 
and others. We are responsible for ensuring that the produce in-
dustry can make these rules work regardless of their size or where 
they’re located. 

Mr. VALADAO. I think my time is up. Thank you. Thank you, 
Chairman.

USDA REGULATORY AGENDA

Mr. ADERHOLT. Thank you. I think Mr. Farr and I may have a 
couple of more questions as we close out. We’ve seen situations in 
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the past where administrations have decided to release some con-
troversial or more unpopular regulations in the last few months of 
the administration,—especially those that are not returning to 
power. Are there any regulations that are a priority within your 
mission area, that may be released before President Obama leaves 
office? And even if there’s no particular plans to release, for release 
of regulations, what will be on your agenda for the end of the year? 

Mr. AVALOS. Mr. Chairman, I’m trying to think. The first rule 
that came in mind is something that’s been pending for a long 
time. It’s the Scrapie rule, to help the sheep industry in this coun-
try finally eradicate Scrapie and be able to trade with our foreign 
partners. And Mr. Shea, Ms. Starmer, Mr. Mitchell, are there oth-
ers that come to mind? That’s the first one that came to my mind. 
And we can always get back to you on your question. But that’s the 
only one that I can think of at this time. 

Mr. SHEA. I think we’d probably like to conclude the Marine 
Mammals Rule that has been pending for so long. So that is one 
we’d like to finish. 

Mr. AVALOS. Mr. Chairman, if you allow us to put more thought 
into this, then we can, we can send it in for the record. 

[The information follows:] 
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CERVID HEALTH

Mr. ADERHOLT. OK. All right. Cervid health. As you know, in FY 
2016, the Approps bill provided APHIS with no less than $3 million 
for cervid health activities and gave consideration to indemnity 
payments if warranted. Can you tell us how this funding is being 
spent and how much is being planned for indemnification? 

Mr. SHEA. As in the previous two years, we would allocate about 
$1 million of that $3 million for indemnification. We allocate about 
$200,000 for research into live animal testing. Because right now 
we can’t determine whether the animal is diseased until it’s dead. 
And the rest of the money goes into our work in the Voluntary Cer-
tification Program. 

GRAIN INSPECTION AND WEIGHING USER FEE CAP

Mr. ADERHOLT. Anything else that anyone wants to add to that? 
Regarding GIPSA, as your testimony notes, the budget includes a 
request to eliminate the limitation on inspection and weighing 
services. It’s my understanding that this limitation has been in 
place for a number of years. Has the Federal Grain Inspection 
Service had to deny any requests for services under the limitation? 

Mr. AVALOS. I want to ask Mr. Mitchell to answer your question. 
Mr. MITCHELL. Yes, sir. We’ve asked to eliminate the cap on 

what we can spend out of the user fee funds. One of the main rea-
sons is the recently enacted reauthorization of the U.S. Grain 
Standards Act. It provides, or requires us to establish a mechanism 
for determining our user fees on an annual basis, to ensure that 
we have a three to six month reserve on hand. We believe that first 
off, we have cut back a lot of our spending. We’ve got it to—we’re 
very economical in what we’re doing. But with this provision, that’s 
in the reauthorization, we believe that that mechanism will help us 
and future administrators deal with this issue better. 

One of the reasons that we asked to remove the cap is the cap 
isn’t related to appropriated funds. Of course, it’s user fee funds. 
A year like last year, last marketing year, we had record bulk 
grain exports. Grains, oils, seeds. That means a lot more activity 
for us. It means actually a lot more revenue coming in through the 
user fees. But it also means increased expenses for making sure 
that job gets done. And we got very close to breaching last year’s 
user fee cap. So I think that we have the mechanism in place to 
ensure that we continue to do a very efficient job with the funds 
to keep those user fees as low as we possibly can, without the cap. 

Mr. ADERHOLT. Without the limitation in place, how much fund-
ing would be available for grain inspection and weighing activities? 

Mr. MITCHELL. For user fees, it would probably still be in that 
$50 million range. Are you asking—we do get appropriated funds 
for a couple of other issues dealing with the Federal Grain Inspec-
tion Service. That’s what you’re asking about? 

Mr. ADERHOLT. Well, either way. But you said $50 million would 
be—in the neighborhood of $50 million? 

Mr. MITCHELL. $50 to $55 million is our expectation. It might ac-
tually be a little lower this year. Our exports are down a bit from 
last year. Of course last year being a record. You usually don’t win 
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the Super Bowl every year. So we’re spending a little bit less this 
year. But that is our best estimate at this time. 

Mr. ADERHOLT. OK. Mr. Farr. 

U.S. MEAT ANIMAL RESEARCH CENTER

Mr. FARR. Thank you, Mr. Chairman. I just want to state I think 
that the Chair is sort of precautionary, in rulemaking. But, look, 
we’re all hired, or elected to do a job up until we’re not doing it. 
So you have to carry out your responsibilities in law to do every-
thing that you’re responsible for doing. And I don’t think you ought 
to hold back. I mean, we’re not a lame duck until after November 
8th. That’s when new President will be President Elect and will be 
putting in their administration. And we’ll know who won the Con-
gressional seats. 

But as long as we’re in Congressional offices or Senate Offices, 
they ought to be doing their job. And the President ought to nomi-
nate people for the appointments that he’s Constitutionally respon-
sible to do. And Congress should do its job by confirming or reject-
ing him. But I just, this idea that there’s going to be a new admin-
istration next year, and that we ought to just stop government 
right now is ridiculous. I wouldn’t be here. Because why should any 
Member of Congress show up to any meeting or introduce any leg-
islation or have ideas? So I feel very strongly, we’re all hired to do 
our job responsibly. And if it takes making rules to address con-
cerns, then make them. 

One of the things that the Chairman and I are very concerned 
about is that we directed the ARS to execute an agreement with 
APHIS within 90 days of enactment, to deal with the U.S. Meat 
and Animal Research Center (MARC). With great concern to the 
subcommittee after the New York Times story alleged animal mis-
treatment. And you were—the inspections that were supposed to be 
consistent with the Animal Welfare Act, at each ARS research fa-
cility that uses animals in research. That directive was reaffirmed 
in the conference report that both houses adopted, and the Presi-
dent signed. 

For the benefit of the public and our Members, will you give us 
a status report on this timetable? And I understand you are cur-
rently doing pre-compliance inspections of all ARS facilities. Are 
these just a walkthrough, or can they uncover issues that need to 
be address? And have any issues of concern been found? And if so, 
what are they? And as a follow up, because of the information we 
received, it’s really unclear that you in fact do unannounced inspec-
tions on all your facilities following the pre-compliance inspections. 
And we actually got a copy of one of the inspection reports. It’s one 
page. It seems to be a little flimsy on what actually was done. How 
can we be sure that you’re doing your job as requested by Con-
gress?

Mr. SHEA. Mr. Congressman, we have entered into that agree-
ment. I personally signed that agreement just a few weeks ago. We 
have done the pre-compliance inspections already at 13 facilities. 
And we will have completed 21 of the pre-compliance inspections 
by May 1. So we’re making great progress there, and we’ll do them 
all by the end of the year. 



429

Mr. FARR. But the question is, how thorough are these inspec-
tions? Are you discovering things, and are they then addressing 
what you’re discovering? 

Mr. SHEA. Yes. We’re addressing this just like we would any 
other new licensee. We go in, look at the facility. Just as we do 
with private or university facilities. And help them find what viola-
tions might exist now and what they need to do to improve. So 
we’ve done that already at 13 of the facilities. And we actually are 
going to begin unannounced inspections at some of those by May 
1st. So we’re moving expeditiously to do this. I think we’ve got a 
really good process in place, with my counterpart, Dr. Jacobs- 
Young, in the Agricultural Research Service. And we will do our 
best, our inspections just like we do for everybody else. We will 
post those inspections on the internet, just like we do for every 
other inspection we do. And if there are serious violations found 
that aren’t corrected quickly, then there’s commitment from ARS 
leadership that the local IACUC, which is the Institutional Animal 
Care and Use committee, will stop research until those things are 
fixed. So I think we’re in a good place with this. We have great co-
operation from the leadership of the Agricultural Research Service. 
And I think this program will work well. 

Mr. FARR. Are you going to do unannounced inspections at all of 
your——

Mr. SHEA. Yes, yes. Once we’ve done the pre-compliance inspec-
tions, we’ll then go back and start doing unannounced inspections. 

Mr. FARR. And those as you said are online, then, the findings? 
Mr. SHEA. Yes, we will post those online. 
Mr. FARR. OK. Because I think that’s going to reestablish some 

confidence in our government responsibilities. 
Mr. SHEA. Mm-hmm. 
Mr. FARR. I appreciate that. Thank you for taking it up. I 

thought I would get you the answers for our rulemaking. I’m going 
to find out when the unannounced—Chairman, I have no further 
questions. And we’re breaking for 10 days. And so have a nice 
break.

Mr. ADERHOLT. Thank you, Mr. Farr. Well, thank you all for 
being here today and for your testimony. And we look forward to 
continuing to work with you as we work on the FY 17 budget. So 
the hearing is adjourned. 



430



431



432



433



434



435



436



437



438



439



440



441



442



443



444



445



446



447



448



449



450



451



452



453



454



455



456



457



458



459



460



461



462



463



464



465



466



467



468



469



470



471



472



473



474



475



476



477



478



479



480



481



482



483



484



485



486



487



488



489



490



491



492



493



494



495



496



497



498



499



500



501



502



503



504



505



506



507



508



509



510



511



512



513



514



515



516



517



518



519



520



521



522



523



524



525



526



527



528



529



530



531



532



533



534



535



536



537



538



539



540



541



542



543



544



545



546



547



548



549



550



551



552



553



554



555



556



557



558



559



560



561



562



563



564



565



566



567



568



569



570



571



572



573



574



575



576



577



578



579



580



581



582



583



584



585



586



587



588



589



590



591



592



593



594



595



596



597



598



599



600



601



602



603



604



605



606



607



608



609



610



611



612



613



614



615



616



617



618



619



620



621



622



623



624



625



626



627



628



629



630



631



632



633



634



635



636



637



638



639



640



641



642



643



644



645



646



647



648



649



650



651



652



653



654



655



656



657



658



659



660



661



662



663



664



665



666



667



668



669



670



671



672



673



674



675



676



677



678



679



680



681



682



683



684



685



686



687



688



689



690



691



692



693



694



695



696



697



698



699



700



701



702



703



704



705



706



707



708



709



710



711



712



713



714



715



716



717



718



719



720



721



722



723



724



725



726



727



728



729



730



731



732



733



734



735



736



737



738



739



740



741



742



743



744



745



746



747



748



749



750



751



752



753



754



755



756



757



758



759



760



761



762



763



764



765



766



767



768



769



770



771



772



773



774



775



776



777



778



779



780



781



782



783



784



785



786



787



788



789



790



791



792



793



794



795



796



797



798



799



800



801



802



803



804



805



806



807



808



809



810



811



812



813



814



815



816



817



818



819



820



821



822



823



824



825



826



827



828



829



830



831



832



833



834



835



836



837



838



839



840



841



842



843



844



845



846



847



848



849



850



851



852



853



854



855



856



857



858



859



860



861



862



863



864



865



866



867



868



869



870



871



872



873



874



875



876



877



878



879



880



881



882



883



884



885



886



887



888



889



890



891



892



893



894



895



896



897



898



899



900



901



902



903



904



905



906



907



908



909



910



911



912



913



914



915



916



917



918



919



920



921



922



923



924



925



926



927



928



929



930



931



932



933



934



935



936



937



938



939



940



941



942



943



944



945



946



947



948



949



950



951



952



953



954



955



956



957



958



959



960



961



962



963



964



965



966



967



968



969



970



971



972



973



974



975



976



977



978



979



980



981



982



983



984



985





(987)

THURSDAY, MARCH 17, 2016. 

DEPARTMENT OF AGRICULTURE, FARM AND FOREIGN 
AGRICULTURAL SERVICES 

WITNESSES
ALEXIS TAYLOR, DEPUTY UNDER SECRETARY, FARM AND FOREIGN 

AGRICULTURAL SERVICES 
BRANDON WILLIS, ADMINISTRATOR, RISK MANAGEMENT AGENCY 
VAL DOLCINI, ADMINISTRATOR, FARM SERVICE AGENCY 
SUZANNE PALMIERI, ASSOCIATE ADMINISTRATOR, FOREIGN AGRI-

CULTURAL SERVICE 
MICHAEL YOUNG, BUDGET OFFICER, DEPARTMENT OF AGRICULTURE 

INTRODUCTION OF WITNESSES

Mr. ADERHOLT. The subcommittee will come to order. 
Good morning and happy St. Patrick’s Day to everyone. Welcome 

everybody here to today’s hearing. 
Sorry for the little delay in getting started, but just before we 

were to begin the hearing, the vote was called. So we were delayed 
there, but we are back now. We still have another series of votes, 
but we are going to continue on and see how far we get before they 
call the vote. It sometimes can be longer than they anticipate. So 
we will just play it by ear. 

So anyway, good morning, and it is good to have you here. 
The primary goal of our hearing today is to examine the fiscal 

year 2017 budget submission from the Farm and Foreign Agricul-
tural Services mission area and its respective agencies. This is the 
eleventh and our hearing for the fiscal year 2017 budget hearings. 
So we have had quite a busy month as we have heard a lot from 
your colleagues in the Department of Agriculture. 

Joining us today are Ms. Alexis Taylor, the Deputy Under Sec-
retary of the Farm and Foreign Agricultural Services mission area. 
We welcome you. 

Mr. Val Dolcini, Administrator for the Farm Service Agency. 
Thank you for being here and welcome. 

Ms. Suzanne Palmieri, who is the Administrator of the Foreign 
Agricultural Service. Welcome. 

Mr. Brandon Willis, Administrator of the Risk Management 
Agency. Welcome to you. 

And, of course, welcome back Mr. Mike Young, the USDA’s Budg-
et Director. He gets to hear all of it, so he gets to know all of it. 

OPENING STATEMENT—MR. ADERHOLT

But to begin with, I want to welcome Ms. Taylor for her first 
time to testify before the subcommittee in this current role. I also 
want to commend you and your team for achieving several key ac-
complishments over the past fiscal year, including opening new 
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markets for American agricultural products, such as the South Af-
rican markets, to American poultry, beef, and pork for the first 
time in 15 years; and the continued implementation of the 2014 
farm bill; and also the reinstatement of marketing loan certificates 
as directed in the subcommittee’s fiscal year 2016 appropriations 
bill.

We have emphasized in this subcommittee over the previous 
hearings that we have had over the last few weeks basically four 
areas that we try to focus on and to emphasize as we move for-
ward. The first goal would be increasing oversight, efficiency and 
the need for effective outcomes. 

The second is that we keep rural America vibrant. 
Number 3, we support American farmers and ranchers. 
And, fourth, protecting the health of people, plants and animals. 
During the hearing today, we will have an opportunity to discuss 

the topics that include the Risk Management Agency’s budget pro-
posal to use mandatory crop insurance funding for its salaries and 
expenses account. We will highlight significant reductions in the 
U.S. commodities and maritime sealift capability supplied to food 
aid programs in recent years, and concerns this subcommittee has 
expressed in regard to the Modernize and Innovate the Delivery of 
Agricultural Systems Program, better known as MIDAS. 

The Farm and Foreign Agricultural Services mission area plays 
a unique role at USDA and also within the United States economy. 
It implements the essential safety net for the American farmer 
through crop insurance. It maintains access to credit through farm 
ownership and operating loans and oversees numerous disaster, 
conservation, and supplemental assistance programs. 

At the same time, the Foreign Agricultural Service is working in 
over 170 countries around the world to promote the products and 
the commodities American farmers produce. 

The mission area also represents a large portion of America’s hu-
manitarian food assistance overseas, using American taxpayer dol-
lars to send American food on American ships to feed those that 
are in need. 

The President’s budget request for the Farm and Foreign Agri-
cultural Services mission area is $3.4 billion. This budget request 
uses a number of gimmicks and out-of-touch assumptions to 
achieve this funding level. For example, the budget shortchanges 
the food aid programs, including reductions of $116 million for the 
Food for Peace Program and $20 million for the McGovern-Dole 
Food for Education Program. 

This comes at a time when our world is facing a global refugee 
crisis, one that directly affects us here at home. And I will be hon-
est. The budget request continues in a worrisome trend we have 
found in many mission areas under this subcommittee: paying for 
discretionary programs with mandatory funding. 

The President’s proposal to transfer $20 million of mandatory 
crop insurance funding to the Risk Management Agency is simply 
a non-starter. 

The budget also proposes to once again open up the 2014 farm 
bill and to cut the Federal Crop Insurance Program, which provides 
a crucial safety net for our farmers, our ranchers, and our pro-
ducers across the country. 
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In 2015, USDA estimated that American producers would feel 
cuts of 36 percent in farm income. That is the lowest income rate 
in nine years. 

Not only is this proposal hurtful to our agricultural economy, but 
also it is misguided by seeking to change a mandatory spending 
program through the appropriations process. 

With regard to food aid programs, this budget request reflects a 
decline in support for key constituencies that have made up the 
backbone of the food aid program: the American farmers and the 
shippers. Changes to the traditions of these programs in recent leg-
islation and the outright circumvention of the Food for Peace Act, 
largely led by this administration, have eroded the participation of 
these groups. This decline is reflected no more starkly than in the 
sharp decline in the tonnage of U.S. commodities and shipping ac-
tivity in the Food for Peace program alone, a drop of almost 25 per-
cent in metric tons since the reforms were enacted. 

These reductions have been offset by the use of local and regional 
purchases and cash transfers backed by questionable legal inter-
pretations. This subcommittee has been a strong champion of our 
food aid program and their 60-plus year tradition. Last year, this 
subcommittee included a one-time $250 million increase for refu-
gees and other emerging crises around the world in the Food for 
Peace Program. 

We have also discussed USDA’s long-awaited response to the 
2014 Farm Bill provision establishing an Under Secretary for 
Trade and Foreign Agricultural Affairs. The study required by Sec-
retary Vilsack is in its second year of delay. The fiscal year 2016 
Omnibus reinforced the Farm Bill mandate and supports the estab-
lishment of this position and a new mission area. This new position 
would concentrate USDA’s role in promoting U.S. agricultural ex-
ports, overseas imports, and supplying food aid overseas. 

In closing, I would like to say that we are grateful for your mis-
sion area and the role they play in helping our nation’s farmers 
and ranchers. I look forward to discussing these matters in a little 
more detail and getting your input and input from the sub-
committee members as we move forward. 

Before I recognize the Ranking Member, I want to say a word 
about a good friend and a colleague, the ranking member, Sam 
Farr. Sam, as you may know, has announced his retirement, and 
this is his last scheduled hearing to be the Ranking Member this 
year and this Congress, and he will be sorely missed. 

He was first elected to Congress in 1993 in a special election, and 
he succeeded a young man by the name of Leon Panetta, and he 
went on to serve then on the Appropriations committee and on this 
subcommittee subsequent to being elected. 

I believe I can speak for all of us on this subcommittee and all 
that know Sam that we really know that he has a genuine interest 
in looking out for those who are underprivileged. He has a real de-
sire to fix problems that are in government, and we will miss his 
personal stories and also hearing about the Salad Bowl that he rep-
resents.

Sam, as you often do, you come and thank the Members and 
thank our witnesses for their service, but we do want to thank you. 
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I will tell you a little story. Right after I first got elected, I had 
the opportunity to travel on my first congressional trip with Sam, 
and we became friends on that trip. This was back in 1999, and 
we were able to go to Bosnia right after the war and see what was 
happening there trying to restabilize that region. 

But one of the fun things about that trip is that my wife was 
about to have our first child, and she was 7 months pregnant, and 
we did not want to know if it was going to be a boy or a girl. We 
decided to let that be just a surprise. 

But Sam predicted that it would be a girl, and he predicted that 
because every Member of Congress that was on that congressional 
trip, their first born was a girl, and Sam was right. It was a girl. 
[Laughter.]

Mr. ADERHOLT. I will always remember that. Sam, we do appre-
ciate your service and your dedication to those not only in your dis-
trict, but also California and the United States. 

So let’s give him a round of applause. 
[Applause.]

OPENING STATEMENT—MR. FARR

Mr. FARR. Well, thank you very much, Mr. Chairman. And I have 
to say that I will miss it. I think that the most constructive part 
of this job is subcommittee hearings. It is where you really get 
down, as we all talk about drilling down; this is where you drill 
down, and you really understand the largess of government in all 
capacities and how incredibly necessary all of these programs are. 

Can we do things better? I think so, and that is why I am always 
trying to reorganize or suggest collaboration that is different. 

And I want to thank you, Mr. Chairman, because you have been 
a really good Chair of this committee and we have been able to 
work out many differences that we have in these budgets. We do 
not always agree, but we certainly do get along together, and that 
is what it is all about. 

And I want to thank the panel. I want to thank particularly Val 
for your incredible service first on the Hill here with Vic Fazio, and 
now in the Department, and I really appreciate your career and all 
of you for volunteering. 

I mean, most of the people in this room have volunteered to be 
government employees and legislative employees. Thank you all, 
including the staff behind me. 

As you said, this is my last Agriculture Appropriations hearing, 
and I am glad to see in this budget a lot of items that I do not 
think would have ever been here. I would not have imagined that 
they would be before us when I first got here. 

Particularly as you talked about, I represent the Salad Bowl of 
the world. My county of Monterey does $4.8 billion in agriculture. 
They grow 100 crops. It is just one small county. You know, there 
are 58 counties in California, and all of those are specialty crops. 

So we did not even use that word when we got here. The phrase 
that everybody used was ‘‘minor crops,’’ not knowing what in the 
hell that meant. 

It is very active in the National Organic Program. We did not 
have rules yet established. I carried a bill to the State legislature 
to create the California certified organic law, and I remember then 
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Alan Cranston, Senator Cranston, and Senator Leahy asking if 
they could use that bill as a model for the federal government. 

Yet when I got here, the rules had not been yet established for 
the National Organic Program. So we have seen that come to fru-
ition.

We have seen the Market Access Program (MAP), the Technical 
Assistance for Specialty Crop Programs (TASC), the MAP and the 
TASC helping expand conventional and organic markets around 
the world. 

We have seen within the United States the Risk Management 
Agency has expanded the types of insurance for crop coverage to 
producers of organic and specialty crops. Those were not available 
when I first arrived. 

Food safety is no longer a matter of buyer beware, but a modern 
process using most of the up to date technology available to ensure 
that the meals we prepare for our families and friends are healthy 
and wholesome. 

And now with the fiscal year 2017 budget and the budget for the 
Foreign Agricultural Service and plans to expand its network with 
the opening of an overseas office in Cuba, I am very excited. I am 
going with the President and your Secretary this Sunday to Cuba. 
It is only 90 miles off our shore, and it imports the majority of all 
of its food, most of that from other Western Hemisphere countries, 
not from the United States, and I think we have a great oppor-
tunity to expand those markets for all our growers in the country. 

You know, on a less positive note, Secretary Vilsack said here a 
couple of weeks ago that he described rural America as the heart 
and soul, not the glitz and glitter, and I do not feel that we are 
showing much heart or much soul in proposing cutting the Food for 
Peace Program. I disagree with the Chairman on the implementa-
tion of that program. I am not part of that. I think that we need 
to change it. 

When you think about how we have to grow that food, harvest 
that field, transport that food, then to get on an overseas carrier, 
usually by ships, get it overseas, get it off those ships, distribute 
it to a center, then distribute it to the countries that are the recipi-
ents of that food, and then work it out in the local markets, that 
is the most expensive food in the world. 

And what we are missing in that is we are not helping those 
countries invest in their agrarian economic development, not cre-
ating the opportunity to grow and create markets and investments 
in their own countries. I think that is why I am interested that we 
give some of that money to the local communities because I’m very 
supportive of doing that at home. 

I think we need to expand. We need to invest in the Local and 
Regional Procurement Program. In my district right now the Uni-
versity of California at Santa Cruz has been challenged as have all 
University of California campuses to look at how you could reana-
lyze the markets, get all the public buying, all the buying that goes 
for school lunches, for universities, for jails, for hospitals, for every-
where you have these public feeding programs, and find out how 
much of that food is grown locally, and then if so, we just go right 
to those local growers and reach contracts with them. 
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What does that do? That cuts down on these incredible transpor-
tation costs. We are sending food away just to get it come right 
back, and we want to distribute that locally. So I think that is 
something we need to work on. 

And there is some money in that for the first time, and hopefully 
we can keep that in there. So I think it is about smarter invest-
ments, getting a better bang for our limited buck at the federal 
level.

I think one of the interesting things and why most of us are on 
this committee, it is not just because of a commodity. Some people 
are on the Agriculture committee. When I got there and I told them 
that we grow over 100 crops in my district, they just could not be-
lieve it because they were growing corn or wheat or something like 
that.

I think what the Department of Agriculture is is really about all 
of America, the whole of America. When you think we have over-
seas offices, we deal with the Commodity Futures Trading Commis-
sion. We deal with poverty programs. We deal with food commodity 
programs, specialty crops, insurance, the whole thing. It is just an 
awesome department. 

Thank you, Mr. Chairman, for bearing with me for all of these 
years where I brag about my district, but I am not going to be rep-
resenting it anymore, but I will still brag about it. 

But thank you very much for giving this time to open in this last 
subcommittee meeting before this panel, and thank you again for 
your presence here today. 

Mr. ADERHOLT. Thank you. Thank you, Mr. Farr. 
Deputy Under Secretary Taylor, without objection your entire 

written statement will be included in the record, but at this time 
we recognize you for any opening remarks you would like to make 
before we go into the question series of the hearing. 

OPENING STATEMENT—MS. TAYLOR

Ms. TAYLOR. Thank you for that, Mr. Chairman. 
Mr. Chairman, Ranking Member, I would like to thank both of 

you for your opening comments. 
Mr. Chairman, I would also like to just echo your comments on 

Ranking Member Farr’s leadership on this subcommittee and really 
his commitment to U.S. agriculture. 

Happy St. Patrick’s Day to you as well. Taylor may not be an in-
herently Irish name, but I assure you it actually is. So it is a day 
special for me as well. 

We certainly appreciate the knowledge and understanding of 
what the Farm and Foreign Agricultural Services does and the im-
portant role that it serves for rural America. 

Mr. Chairman, you introduced my colleagues. So I will not do 
that again but just thank them as well for being here with me 
today.

I would also like to thank the Members of the subcommittee for 
being here. As you said, this is my first time testifying before your 
subcommittee, and I will be here to present, along with my col-
leagues, the 2017 budget and program proposals for the Farm and 
Foreign Agricultural Services. 
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We appreciate the challenges of today’s budget environment and 
the need to reduce the federal deficit while striving to streamline 
our operations, improve efficiency, and reduce administrative costs. 

Today, American agriculture faces significant challenges. Falling 
farm income and natural disasters have increased the stress on 
America’s farmers and ranchers. Our commodity disaster crop in-
surance and farm credit programs are important parts of our farm 
safety net to American producers and our rural communities. 

Turning to the Farm Service Agency (FSA), the budget request 
for salaries and expenses is $1.5 billion. FSA delivers its programs 
through about 2,100 offices located in all 50 States, Puerto Rico, 
the Virgin Islands and Western Pacific territories. 

FSA provides a broad range of services, including direct loans 
and loan guarantees, disaster assistance, marketing assistance 
loans, and certain conservation programs. 

FSA has developed a program service delivery model which fo-
cuses on improving customer service and streamlining program de-
livery.

For farm loans, the budget proposes a program level of about 
$6.7 billion, $255 million more than the 2016 level. The budget re-
quest reflects our request and commitment to support new, begin-
ning and veteran farmers and ranchers, including $3.9 million to 
support 25 new regional coordinators for outreach and mentorship 
opportunities.

The request also includes $1.5 million to enhance the StrikeForce 
Initiative. For the 2015 crop year, the Risk Management Agency 
(RMA) through the Federal Crop Insurance Corporation, provided 
about $102 billion of insurance protection. Our current projections 
for the 2016 crop year is that protection will be just over $100 bil-
lion.

For salaries and expenses of RMA, the budget requests $67 mil-
lion to support 466 employees. This would be supplemented by a 
transfer of up to $20 million in existing crop insurance fees into the 
salaries and expenses account, if authorized by Congress. 

RMA continued to implement key 2014 Farm Bill programs dur-
ing 2015, including the supplemental coverage option, STAX, and 
the actual production history yield exclusion. Also, RMA is cur-
rently offering whole farm revenue protection in every county in 
the country for 2016. This is a first for the crop insurance program. 

On the international side, the budget provides $197 million for 
the Foreign Agricultural Service salaries and expenses, about $5 
million more than 2016. For trade expansion and promotion activi-
ties, the budget includes $200 million for the Market Access Pro-
gram, $34.5 million for the Foreign Market Development Program, 
$10 million for the Emerging Markets Program, and $9 million for 
the Technical Assistance to Specialty Crops Program. 

For international food aid, the budget includes $182 million for 
McGovern-Dole, including $5 million for local purchases, and $175 
million for Food for Progress. 

In addition, the budget activities includes $15 million for Local 
and Regional Food Aid Procurement Program. 

For P.L. 480 Title II, the budget provides $1.35 billion. 
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Mr. Chairman and Members of the subcommittee, thank you for 
the opportunity to be here today, and we look forward to any ques-
tions you may have. 

[The information follows:] 
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Mr. ADERHOLT. Thank you. 

FOOD AID REFORM—FOOD FOR PROGRESS

Let me start out with the food aid reform issue. The President’s 
budget, once again, proposes to slash spending for food aid, includ-
ing a $116 million cut to the Food for Peace Program. The Presi-
dent is also proposing to transform these programs into a cash- 
based assistance program. 

Reforms have already been enacted into law that undermine sup-
port for these programs by cutting them out of U.S. commodities 
and maritime sealift capability to use. I fear that the President’s 
request has realized concerns of many past and current stake-
holders about the unintended consequences associated with these 
proposed reforms. 

As I previously noted, I know others in Congress are concerned 
that removing the American farmer and shipper from participation 
in this 60 year old tradition of the Food for Peace Program does 
not create intended efficiencies, but instead it will lead to cuts to 
the program due to simply a lack of support. 

These reforms enacted for the Food for Peace Program have re-
duced overall commodity and sealift capability usage by almost 25 
percent, as I had mentioned earlier. For example, in just the two 
years leading up to and following the enactment of these so-called 
reforms, purchases of U.S. grown rice fell by 65 percent. U.S. wheat 
fell by 56 percent, and U.S. soy fell by 100 percent. Even the de-
mand for nonprofit groups seems to have drastically dropped off. 

Proposals submitted to the Food for Progress Program, for exam-
ple, have dropped by 76 percent in the last five years. Without the 
support and the participation of the American farmer and the ship-
per, it is hard for many of us to go back to our constituencies and 
justify spending more money on foreign aid programs at a time 
when our Nation’s deficit is out of control. 

In fact, when asked, the majority of Americans consistently 
choose foreign aid as the number one place to cut funding, and that 
is just a fact. I think we have to realize that. 

Thankfully, this subcommittee won support in the fiscal year 
2016 Omnibus for one-time additional funding of $250 million due 
to exceptional circumstances with the refugee crisis in the Middle 
East.

The budget claims that the cuts to the food aid programs are off-
set by efficiencies gained through the supposed reforms. Have we 
actually seen gains come about as a result of efficiencies enacted 
in the recent years, including those changes in the 2014 farm bill? 

And are more people being fed now than before? 
Ms. TAYLOR. Thank you for that question, Mr. Chairman. 
In-kind food aid is an important component of the international 

assistance that the U.S. government provides. It is certainly, I 
think, foundational to what USDA provides in McGovern-Dole and 
also Food for Progress. 

I think the 2008 farm bill provided authority to do some local 
and regional pilot programs. We did find efficiencies in getting food 
to certain populations quicker and more affordably. 

The 2014 farm bill provided us with permanent authority to do 
this, and the subcommittee last year granted us $5 million. We are 
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working to get the rule out to utilize that $5 million. We greatly 
appreciated the flexibility that the farm bill provided, but then also 
the money to really utilize some of that flexibility. 

As I said, I think in-kind food aid is vital to the food programs 
we provide at USDA. I think long term it is going to continue to 
be part of the tool basket that we have, but really what we are 
looking for are the best use of tools to target what the situation is 
in each country and each crisis that is ongoing. 

Mr. ADERHOLT. What feedback have you received from stake-
holder groups that have traditionally been involved in the food aid 
programs, including the commodity groups, the maritime groups 
that you have dealt with, and also in regard to the reductions since 
these reforms have taken place? 

Ms. TAYLOR. We have worked quite closely, I think with all of the 
stakeholders on some of these additional flexibilities through the 
farm bill, but also through the recent WTO negotiations that went 
on in Nairobi and concluded in December. 

I was there. We actively negotiated some disciplines around food 
aid, and we worked to ensure that in-kind food aid and particularly 
monetization which the Food for Progress Program is based upon 
was able to continue to operate as it currently does today, and so 
we have been talking to stakeholders, I think, all along through the 
farm bill, through the budget process, but then also quite closely, 
including the commodity groups, in the World Trade Organization 
(WTO) Nairobi decision. 

Mr. ADERHOLT. Well, can you talk just a minute about the de-
cline in the amount of U.S. commodities purchased over the past 
few years? 

Ms. TAYLOR. I think part of that obviously when you’re talking 
about tonnage declines is really tied to commodity costs, and you 
know, for the past few years commodity prices have been higher 
than they are today. Commodity prices have certainly softened, and 
so that lessens the amount of overall that you can buy. 

Mr. ADERHOLT. My time is up. 
Mr. Farr. 
Mr. FARR. Well, Mr. Chairman, I just Googled how much food 

you are talking about of our production. It is 0.015 percent. Do you 
think that if we just stopped the entire program that our American 
agriculture is going to fall apart? 

I am surprised, and frankly, I have been struggling with this for 
years. This ought to be a Republican issue. This is the most expen-
sive food in the world you want to cut, squeeze and trim. What we 
are doing here is trying to feed people and, boy, do we need to. 

I just came out of a seminar about Syria. They have murdered 
300,000 people in Syria. Every professional is leaving. They are 
leaving by boat. They go to Greece, and they walk all the way to 
Germany with their families. These are like lawyers and doctors, 
professional people. 

And all that food that is supporting all of these refugee camps 
is all done by USAID and comes from these programs. 

So it is absolutely essential for these refugee camps to make sure 
that the food is there, but I think what is happening is you have 
got to put these countries back together and they have got to have 
agrarian countries. Their economic start, their first step is in agri-
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culture, even if it is in small stuff that just can feed a village so 
that they do not have to migrate. 

I mean, it gets into all of these issues with Genetically Modified 
Organisms (GMOs) and stuff like that. I know when we were in Af-
rica, the irony is that Tanzania has banned GMO corn. GMO corn 
is the only kind of corn that will grow in that kind of climate. 

I mean, these are real serious issues. You know, we get lobbied 
heavily by the Seafarers Union. I voted for this amendment and I 
was a member of the Seafarers Union. I was in the Merchant Ma-
rine when I was in college. They hate me, but I just think it is the 
right thing to do. 

I know the farmers, but I mean, frankly, we are not talking 
about a lot of food that if our commodity growers did not get to buy 
from the U.S. for Food for Peace or other food programs, they 
would not go bankrupt. 

I would just like to have you comment on this. Ms. Palmieri, is 
that your program? 

Ms. PALMIERI. Yes, sir, it is. Thank you. 
Mr. FARR. I just Googled it. I do not know what the real data 

is.
Ms. PALMIERI. No, that is our understanding. This is less than 

one percent of our exports, and we are proud to be a part of the 
team that has had seven record years of exports for agriculture. So 
we know that we are shipping product. It is not all going through 
our food aid programs at this point. 

I just wanted to report that for Food for Progress Program for 
fiscal year 2015, we did have increased tonnage going out, and so 
we are mindful of the use of commodities when we can. 

Thank you. 

FOOD AID PROGRAMS

Mr. FARR. How is our marketing program? Is there any MAP 
Program where we try to encourage countries to buy American ag-
riculture, for example, strawberries in the Southern Hemisphere 
during their winter and our summer? 

Here with one hand we are spending taxpayer money to encour-
age advertising of American products, and with the other hand we 
are just giving the stuff all over the world with no cost. The tax-
payer is paying for that, too, the give-away program and the mar-
keting program. 

Do people look at how we can use both of those programs and 
maybe develop better infrastructure within country so that they 
can buy our food rather than getting it for free? 

Ms. TAYLOR. Congressman Farr, if I could talk to that point, I 
do think we do not target our food aid programs based upon nec-
essarily creating U.S. market demand. It is targeted to the need 
and needy populations. 

However, I think there is a correlation here, and I think that is 
partly why we have market development programs. We have got 
the trade promotion arm under the Foreign Agricultural Service, 
but also our International Food Aid Programs and capacity build-
ing.



1033

A lot of the programs we do like Food for Progress, we monetize 
U.S. commodity, but then we do development work and help that 
country build capacity. 

I was just in Jordan last year where we signed a Food for Peace 
wheat grant, and it will help Jordan build some of their capacity 
in the Jordan Valley so they can create some of the agriculture 
themselves.

You know, then the next step from being a food aid recipient to 
being able to have their own markets and feed themselves is even-
tually moving into a trading partner with the United States. 

That is not the target of these programs. As I said, it is to feed 
hungry people and target those populations, but certainly there is 
a reason all of this is housed under one agency at USDA. 

Mr. FARR. Well, that is helpful. I appreciate that. I am glad that 
there is the carrot there as well as the stick. 

Ms. TAYLOR. Yes, sir. 
Mr. ADERHOLT. Mr. Palazzo. 

INSURANCE FOR CONTRACT POULTRY GROWERS

Mr. PALAZZO. Thank you, Mr. Chairman. 
Ms. Taylor and team, thank you for being here today. 
Poultry is a significant industry in Mississippi with a large eco-

nomic impact within my congressional district, and as you know, 
contract poultry growers have often struggled for long-term solu-
tions to provide some form of safety net in the event of other types 
of economic losses. 

I further understand that the contract grower-integrator relation-
ship is very unique. In the last farm bill Congress asked RMA to 
conduct studies of ways RMA could provide risk management pro-
grams for contract poultry growers. 

Can you update the committee on those efforts? 
And can you tell me what is being done within the agency to de-

velop more long-term policy solutions to help contract growers es-
tablish a viable safety net through the USDA in the event of cata-
strophic losses or business interruptions? 

Mr. WILLIS. Yes, the farm bill required a handful of studies, 
some for poultry, a little for swine as well. Some looked at business 
interruption. Others I think that you referenced focused more upon 
not business interruption but catastrophic diseases. 

What we did with those is we had a third party. We contracted 
out to those in the private sector who are experienced in crop in-
surance and have knowledge to do such a study. They went out. 
They talked to growers. They talked to experts in the field, and 
they presented us with a study. 

We put that study out on our website in the middle of December. 
Their recommendation was that there are a lot of hurdles to go, to 
be very honest. Some of the exact problems they mentioned are 
things you alluded to as far as the relationship with the integrator 
and the farmer. 

What we have allowed though is we posted on our website we 
wanted comments. We want to continue discussions with those pro-
ducers, and where it stands today is I think our door is open. We 
are more than willing to visit with those producers and talk about 
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some of the hurdles in this study and perhaps talk about ways that 
those can be overcome. 

The reality is we want the crop insurance program to be a safety 
net for as many producers as we can in rural America, and while 
the study pointed out some large hurdles, that does not mean that 
we are not open to conversations on ways that those hurdles could 
be overcome. 

NEW, BEGINNING AND VETERANS FARMERS AND RANCHERS

Mr. PALAZZO. Thank you. 
Also, Ms. Taylor, you mentioned the FSA is requesting $3.9 mil-

lion for a new, beginning and veteran farmers’ and ranchers’ initia-
tive. It looks like this would include a certification program to help 
veteran farmers prequalify for loans. 

Can you tell me a little bit more about this request and how is 
it different from programs that you may already have in place? 

Ms. TAYLOR. Thank you for that question, Congressman. 
Some of this money would go to help develop outreach coordina-

tors. One thing that we have done on the veteran side is recently 
sign a Memorandum of Understanding (MOU) with the Depart-
ment of Defense, and what they have, they have the Transition As-
sistance Program so that all of the people transitioning out of the 
military, all service men and women come in and learn about dif-
ferent types of educational or career opportunities out there. 

Prior to just recently, agriculture was not part of that. USDA 
was not part of that. They have these Transition Assistance Pro-
grams all over the country, and we are now going to be partnering 
with them to develop an educational course on agriculture, on 
farming careers, and farming and ranching, and then the tools that 
we have at USDA to help many of those men and women coming 
back who want to go back to their rural communities and farm. 

Mr. PALAZZO. Thank you. 
Mr. Chairman, I yield back. 
Mr. ADERHOLT. Mr. Bishop. 

PRICE LOSS COVERAGE

Mr. BISHOP. Thank you very much. 
Let me welcome you, and before I start let me associate myself 

with remarks of other colleagues and our witnesses with regard to 
our colleague, Mr. Farr. He has really brought thoughtful, mean-
ingful questions and ideas to this committee, and we are going to 
miss him very greatly, and I just want to add my voice to those 
who are saying adieu and indicating how much we really are going 
to miss your thoughtful dialogue here. 

I have got a couple of questions. One, the Price Loss Coverage 
(PLC) Program, there are a number of farmers who participate in 
the Price Loss Coverage Program who have recurring difficulties in 
the processing of payment requests, as well as issuing of the pay-
ments themselves. 

In 2015, you enrolled 1.76 million farmers in the Agriculture 
Risk Coverage (ARC) and the Price Loss Coverage Programs by 
conducting unprecedented education campaigns. ARC and PLC are 
part of the farm safety net providing assistance only when there 
are year-to-year crop revenue and commodity downturns. 
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It is my understanding that the FSA IT staff determined that the 
issue was a defect that occurred in the payment software process 
which supports several of FSA’s payment applications. 

We first contacted the Department regarding this issue in De-
cember of last year, and we were assured in January that the soft-
ware issues were being addressed and corrected. In fact, we were 
told that the software had been modified and was being tested for 
a late January release. 

But just as recently as last week several farmers have contacted 
our offices to express concern that the problems still persist and 
have not yet been addressed. 

Can you tell us exactly what the status is and what the plan is 
to get this issue resolved? 

Mr. DOLCINI. I would be happy to do that, Mr. Bishop. I will 
work with your staff directly to get more details about the specific 
payment issues regarding PLC. I think across Georgia and really 
throughout most of the country, PLC as well as ARC have been 
very successful Title 1 programs, and the payments made to farm-
ers in your district and farmers all over the Nation have gone out 
without any significant difficulty. 

But I am happy to follow up with your staff to get to the bottom 
of it. 

Mr. BISHOP. Please do because we continue to get recurring com-
plaints from our constituents. 

Mr. DOLCINI. Will do. 
[The information follows:] 
While there was a software related issue that delayed a small number of PLC 

payments earlier in the year, this issue was resolved in late January 2016. The 
Georgia FSA office reports that the only remaining unpaid payments that they are 
aware of are being held due to a contract dispute between producers on a farm. Pay-
ment is being withheld until the dispute is resolved. USDA’s Office of the General 
Counsel has been consulted to provide guidance on this dispute. 

COTTONSEED

Mr. BISHOP. Let me talk about cotton. Earlier this year I joined 99 members and 
colleagues requesting that you make cottonseed an eligible commodity under the 
new Price Loss Coverage and the Agriculture Risk Coverage Programs that were 
created under the 2014 Farm Bill. 

Needless to say many of us were quite disappointed with your decision and the 
legal interpretation that the Farm Bill does not provide you the authority and that 
you do not otherwise have the authority to make that cottonseed designation. 

However, as a result of some direct conversations and discussions with the Sec-
retary, it appears that we may have an alternative temporary solution, which would 
center around the creation of a Cotton Gin Cost Sharing Program. 

Can you update the subcommittee on any progress which has been made in this 
area or if there are any other developments with respect to cottonseed, and what 
administrative authority does USDA have that can be used to provide assistance to 
the cotton folks who are in dire need right now? 

Ms. TAYLOR. I appreciate that question, Congressman Bishop. We, like the sub-
committee, are quite committed to ensuring that cotton farmers have an adequate 
safety net, particularly as we are seeing farm income decline and commodity prices 
soften. Cotton is no exception to that. 

I actually met with some cotton producers just yesterday who were in my office 
talking about the economics that they are seeing, but also what USDA may be able 
to do to try and help them. 

The Secretary was up here a few weeks ago talking about this issue. I do not 
know on cottonseed specifically. I do not think I have anything more to add to that, 
but we are looking, as he alluded to, setting up a cotton ginning program. We are 
working through some of those specifics right now and what that might look like, 
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and some of the unanswered questions we still have in trying to work through that 
process.

We will certainly keep the subcommittee apprised as we make progress and work 
closely with you to ensure that it is within the administrative authority that we 
have today that we can structure a program that helps the maximum amount of 
cotton farmers possible. 

But we are also willing to work with the subcommittee on some 
of the restrictions on USDA’s programs and really what is pre-
venting us from providing assistance directly to cotton farmers. 

Mr. BISHOP. Thank you. 
I think my time has just about expired. So I will yield back. 
Mr. ADERHOLT. Mr. Valadao. 

DAIRY AND TRANSPACIFIC PARTNERSHIP

Mr. VALADAO. Thank you, Chairman. 
Thank you, Ms. Taylor and guests. 
My first question has to do with dairy and Trans-Pacific Partner-

ship (TPP). Canada continues to contemplate dairy measures that 
would move us backwards on market access and choke off hun-
dreds of millions of dollars in dairy exports. As we prepare to con-
sider deepening trade ties with Canada and TPP, what are we 
doing to make sure that they are not simply taking with one hand 
what they promised to give with another? 

Ms. TAYLOR. I appreciate that question, Congressman. 
So TPP itself, I think, has some protections in there. We got good 

market access, but as you alluded to, it’s ensuring that then Can-
ada lives up to that market access. We negotiated a side letter that 
covers a host of commodity issues, but really requires in consulta-
tion before any kind of these changes happen. 

We continue though outside of TPP to work with our Canadian 
colleagues and press them on these issues as well. Secretary 
Vilsack recently met with his counterpart who is new and brought 
up some of these issues that I think you are alluding to. 

I have personally written letters to my counterparts up in Can-
ada, and so we would certainly see it as a priority and will con-
tinue as a whole of the U.S. Government to raise this issue with 
our Canadian counterparts. 

CROP INSURANCE PROGRAM

Mr. VALADAO. I would also like to thank Mr. Willis for the time 
you have taken meeting with me personally on some issues on crop 
insurance.

But on this issue of crop insurance, do you agree that during the 
period of 2011 to 2013, specialty crop insurance agents in Cali-
fornia and other states received substantial reduction in the agent 
commissions as a result of inequities built in the cap and factor for-
mula in the 2011 Standard Reinsurance Agreement (SRA)? 

Mr. WILLIS. What we saw in those years specifically was com-
modity prices for corn and soybeans, et cetera, rose dramatically. 
That reduction made it so all commissions were capped at a certain 
point.

What happened is in 2011 and 2012, you saw that hit agents in 
areas where they had specialty crops. California, for example, was 
hit quite hard. Since then as commodity prices have moderated, we 
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have kind of seen just the opposite, which they are actually doing 
better than their counterparts across the nation. 

But for those two years, yes, due to commodity prices they were 
below. Today, I mean, just to give you one example, before the cap 
was set, agents in California, the Administrative and Operating ex-
pense subsidy (A&O) was $41 million. Last year it was $68 million. 

Mr. VALADAO. I know we have spoken on this in the past. What 
I am hearing is from the agents that deal with the smallest of our 
farmers and the commission that they have been capped at, I know 
the numbers have increased overall, and when you spread it out 
and throw an average out there, you are including large with 
small.

But those who service the smallest farmers are the ones who 
seem to be hurting the most and the agents I am hearing from on 
a regular basis, and they have actually been in my office quite a 
bit.

So I appreciate the efforts you have made, and I hope to continue 
working with you on that. 

Mr. WILLIS. Thank you. 

COTTON

Mr. VALADAO. Then I also have a question on cotton, U.S. extra- 
long staple (ELS), I am more familiar with it as Pima. Given the 
current economic state of the U.S. cotton industry, including the 
ELS production concentrated in the Western United States, Cali-
fornia, Arizona, and New Mexico and parts of Texas, we were ask-
ing for FSA officials to work with the U.S. cotton industry and spe-
cifically on the ELS or Pima industry to make the necessary 
changes to ELS cotton competitiveness program to ensure it oper-
ates, functions as intended. 

This means the program will help keep U.S. ELS cotton competi-
tive relative to ELS cotton produced in other countries by adding 
back the Egyptian ELS price quote that was previously removed. 

It also is including the Chinese ELS price quote to reflect the sig-
nificant production increases in that country. 

If there are ongoing concerns by the FSA about the qualities of 
the cotton represented by these quotes, I encourage the FSA to 
work with the cotton industry to make the necessary price adjust-
ments based on quality and any other adjustments based on loca-
tion differentials. 

Can you assure me that the FSA will work closely with our cot-
ton industry to accomplish these important changes to make the 
ELS competitiveness program functional and effective once again? 

Ms. TAYLOR. Congressman, I will commit to going back and talk-
ing to staff about this and taking a look at it and then following 
up with your staff. 

Mr. VALADAO. I appreciate that, but obviously the industry, those 
who grow the crops here in our district or our country play a role 
in this as well. So I would appreciate it if you would take some 
time to meet with those who are on the ground level of this, too. 

Ms. TAYLOR. Yes, absolutely, sir. 
Mr. VALADAO. Thank you. 
Mr. ADERHOLT. Ms. Pingree. 
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NEW, BEGINNING AND VETERAN FARMERS AND REANCHERS

Ms. PINGREE. Thank you, Mr. Chair. 
Thank you very much to everyone on the panel. I am sorry to 

miss some of the earlier testimony, but I really appreciate the work 
that you do and how you help the farmers in my state. So thank 
you very much for that. 

I think I missed some of the nice things that people were saying 
about our Ranking Member, but I will just join in and say that we 
are going to miss you very much, and I have really been grateful 
to learn so much on this committee from you and your wonderful 
stories. So I hope you will not go too far way. I know you are going 
to be missed in your district. I hear that from people all the time. 
So we will miss you, too. 

I missed Mr. Palazzo’s question, but I think he was asking a lit-
tle bit about the new and beginning farmer outreach program. I 
think that the President’s request has $3.9 million for beginning 
farmer projects at FSA. 

He might have focused a little bit on veteran’s programs, which 
we are very interested in in our state and have some great work 
going on, but I know that part of the funds will support a pilot 
project that will help to mediate intergenerational transfers and 
leasing issues between one generation and the next. 

In my state, land access is such a critical issue. This is really 
challenging. So I am interested in that project. Can you tell us a 
little more about it? 

Mr. DOLCINI. I would be happy to do that, Ms. Pingree, and 
thank you. 

The intergenerational transfer rule for dairies in particular was 
an important part of the Farm Bill, and I think that that is mostly 
implemented at this point. 

Beyond that, you know, the work that FSA and agencies all 
across the Department are doing on beginning farmer and rancher 
issues, I think, are just as important in Maine as they are in Cali-
fornia and every other state. 

And just using the micro loans, for example, it is sort of the work 
horse of our farm loan portfolio around the nation. We have made 
18,000 of these micro loans in three years. Seventy percent of them 
have gone to beginning farmers and ranchers. So that is 18,000 
American dreams that we are helping fund in your State and in 
other States. 

Ms. PINGREE. Right. 
Mr. DOLCINI. And 50 percent of those micro loan recipients are 

first time customers for the Farm Service Agency. So these are peo-
ple walking through our doors for the very first time. 

We deal with farm storage facility loans, low cost crop insurance. 
The Natural Resources Conservation Service (NRCS) does it with 
their conservation programs. Rural Development does it with its 
value added business grants. We are really trying to provide the 
soup to nuts approach to building up the economic wherewithal for 
beginning farmers and ranchers around the country. 
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INSURANCE FOR COVER CROP

Ms. PINGREE. Well, all of those are much appreciated and criti-
cally important, particularly in regions like mine where a lot of 
young people are wanting to get into farming but not having all of 
the assistance that they need. So thank you for that. 

Just a little bit about cover crops. Thank you, Mr. Willis. I can 
tell you visited all of us. You have been everywhere to talk to peo-
ple about crop insurance, and thank you all for some of the changes 
that we are going through. 

It is about cover crop termination rules. So I understand farmers 
have to follow a complicated set of guidelines if they want to plant 
a cover crop and not have it impact a farmer’s eligibility for crop 
insurance. Those guidelines vary around the country. They require 
a farmer to terminate their cover crop a certain number of days be-
fore planting a cash crop. 

As I understand this, there is no other common farming practice 
that has such rules. Generally a farmer just has to follow what the 
RMA calls good farming practices to ensure they do not com-
promise their eligibility for crop insurance indemnity. 

I know there are several groups that have recommended that 
cover crop termination rules should be decoupled from federal crop 
insurance eligibility, and instead cover crops should simply have 
the same good farming practice process that other widely used agri-
cultural management processes are subject to. 

So is RMA considering getting rid of these complicated cover crop 
termination rules and instead considering cover crops a good farm-
ing practice? 

It seems to me like something that the RMA should prioritize so 
we do not dissuade folks from using sustainable practices like cover 
cropping. Particularly in sustainable and organic agriculture, cover 
crops are such a critical part of building up the soil, and with the 
tremendous amount of topsoil loss we are having in our country, 
I feel like we should be doing everything we can to get more of 
them in use. 

Mr. WILLIS. Thank you for the question. 
We do fully support cover crops at the Risk Management Agency. 

In fact, a few years ago one of the things that I think we are proud 
of is the fact that we sat down with NRCS, FSA and RMA, and we 
tried to simplify the guidance on cover crop and also tried to make 
all of the agencies consistent. 

The guidelines you talked about are available on the website. 
They are greatly simplified. Having said that, we have had con-
versations with people who wish we would continue that, and we 
have had discussions. I think we want to continue those discus-
sions.

The last thing anybody wants is to have any of the agencies be 
inconsistent, which we are on the same page right now, but we also 
want to support cover crops and the crop insurance program as 
well.

So we are happy to continue that dialogue. We are pretty proud 
though of what came out a few years ago with the new guidelines. 

Ms. PINGREE. So I would be interested to follow up with you. I 
am not sure why it cannot be included under good farming prac-
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tices. I can see that you have put a lot of time and thinking into 
this, but if we are hearing people raise concerns about it, it must 
be a stumbling block. 

So at least if you could help us understand if there is a reason 
we cannot just take it one step further. Thank you for the work you 
have done, and thank you for your answer. 

Thank you, Mr. Chair. 
Mr. ADERHOLT. Dr. Harris. 

COMMODITY CREDIT CORPORATION (CCC) AUDIT

Dr. HARRIS. Thank you very much. 
Let me first ask, Ms. Taylor, about the CCC and the financial 

statement issues. The USDA’s financial statements were delayed 
for a second year in a row this year, due in part to issues between 
the CCC and the USAID. 

Can you describe the specific issues with those financial state-
ments and what those deficiencies were? 

Ms. TAYLOR. Thank you for that question, Congressman. 
So first I just want to say that obviously USDA, CCC and FSA 

take their financial responsibility quite seriously here. Some of 
what you are specifically alluding to is what the auditors call a 
parent-child relationship and how we are passing money to USAID 
but then not looking in and seeing exactly how they are spending 
it.

They have their own OIG and auditors on that side of the books, 
but there were some processes that we should be looking at from 
the best accounting practices and that we were not. 

Dr. HARRIS. And is the intention to start looking more closely at 
the USAID books? 

Ms. TAYLOR. So we received this audit and the findings in mid- 
February. We have 60 days to respond. So that puts us about mid- 
April. We are actively going through each of the findings and cre-
ating a roadmap and a way to address it. 

I think there are short-term things we can do, and then there is 
a long-term strategy that we are going to have to develop here. 

In the short term some things we are doing is FSA CCC recently 
contracted with some professional firms on audit readiness, and 
also all of USDA is really taking this quite seriously and helping. 
Our Chief Financial Officer recently detailed one of his senior ex-
ecutives, a seasoned professional, over to fill a vacant deputy FSA 
CFO role. 

And so we are ensuring in the short term we have the resources 
we need to build that long-term plan. 

INTERNATIONAL FOOD PROGRAMS MOU

Dr. HARRIS. And the fiscal year 2015 and 2016 Omnibus included 
directives to update the MOUs that lay out the framework for our 
USDA and USAID cooperating on international food programs. 

Can you update me on the status of whether that MOU has been 
updated?

Ms. PALMIERI. I am going to take that question if it is okay. 
Dr. HARRIS. Sure. 
Ms. PALMIERI. I can update you on that, yes, we are having ongo-

ing conversations currently with USAID. We are drafting a new 
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MOU agreement to define the roles and responsibilities. There are 
productive conversations currently. 

We are hoping to have a report more fully reporting to you, this 
subcommittee.

Dr. HARRIS. Any time now? 
Ms. PALMIERI. Yes, any time now. I had hoped it would be here 

ahead of me, but it is not. So, yes, we are expecting the report to 
come through. 

FOOD FOR PEACE

Dr. HARRIS. OK. And just one final subject is to follow up, I 
think, on something the Chairman asked about, which is really the 
attempts, it appears, to circumvent the Food for Peace Act and the 
fact that it is supposed to be a way of using American commodities, 
not American cash, to help in foreign food programs. 

So right now it seems that in the 2017 justification that was sub-
mitted, USDA includes a provision that would allow funds made 
available to programs at Department of State to meet the funding 
requirements of the safe box. Obviously those State Department 
funds would not be subject to the Food for Peace Act requirements 
of the food aid and take the form of U.S. commodities grown here 
and, of course, shipped on U.S. flag carriers. 

Is that true? Can you tell me right now whether or not you are 
meeting the safe box levels using those funds, without using those 
funds from the State Department? 

Ms. PALMIERI. I will need to talk with our colleagues at USAID 
and get you a precise answer. I do not want to answer that incor-
rectly today. 

[The information follows:] 
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Dr. HARRIS. OK. I guess it is the Community Development Fund 
that is also over at, I guess, the State Department that is poten-
tially another end run around, you know, the Food for Peace Act. 

Look. I understand, you know, the importance of cash, and as the 
gentleman from California indicates, it is not a large part, but it 
is the philosophy that we are helping. I visited Kenya, and like 
Tanzania, I am at a food distribution center refugee camp and the 
corn is not American. 

I asked, ‘‘Why is this not American corn?’’ Well, because they do 
not allow GMO corn. 

So let me get it straight. I mean, we are actually donating food 
to these countries, but they do not want the food that we actually 
grow here and we eat? 

So I have got to tell you, you could see how potentially a use of 
cash would be to buy some other country’s corn instead of using our 
corn. That does not make sense to me. So I would just say that, 
you know, we have to think carefully about this because in the end, 
you know, our farmers are the most productive in the world, and 
when we donate food through Food for Peace, it ought to be Food 
for Peace grown by American farmers. 

That is just my philosophy, and I yield back. 
Mr. ADERHOLT. Mr. Yoder. 

EXPORT MARKETS

Mr. YODER. Thank you, Mr. Chairman. 
You know, when I talk to farmers back home or farmers that 

come here to Washington, D.C., they express a lot of concern re-
lated to the current state of the agriculture economy. I think we 
are all aware that yields are doing well in a lot of parts of the 
country, but the prices are down, and they may be down for a 
while, and farm incomes down over 50 percent, I think, on average 
across the country, and so that is going to have an impact on job 
opportunities, and economic opportunity for all of us. 

I know, Ms. Taylor, I read you grew up on a farm in Iowa. I grew 
up on a farm in Kansas. It has been in my family for generations 
as well, and so we have an appreciation for how hard those folks 
are working, and we want them to be successful. 

I offered the remark that I grew up in the 1980s when half of 
our neighbors went bankrupt. Those painful memories still stick 
with us. I do not think we are still in that same situation. We are 
not as leveraged as we were in the 1980s, but you know, we do not 
want to go back there. 

So I want to ask a couple of questions about how we help what 
your agency does in particular and I want to maybe focus a little 
bit on opening up export markets. I know the Chairman brought 
that up in his comments as well already. 

I saw Secretary Vilsack announced the removal of some trade 
barriers with Peru a couple of days ago, and that seemed like a 
very welcomed result, and so I thought maybe you could talk a lit-
tle bit about the Peruvian trade barriers that were removed briefly 
and then more broadly talk about what other markets we are spe-
cifically working on to open up the same opportunities because if 
we can get countries buying our goods or if we are donating the 
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goods and they were taking American goods. I tend to agree with 
Dr. Harris on that. 

What are we doing to eliminate those export barriers specifically? 
And if you could also speak to our work in China, in particular. 

That seems to be the largest untapped market for meat and poul-
try.

Ms. TAYLOR. Thank you for that question, Congressman. 
I think as we talk about what is going on in the farm economy, 

farm incomes are down over the past several years. Commodity 
prices have softened. I think tying that to the direct importance of 
trade is vital. 

Twenty percent of farm income comes directly from agricultural 
exports. It is key to keeping our farmers and ranchers in business. 
We are highly efficient producers in this country of safe, quality, 
affordable product, but 95 percent of the customers in the world 
live outside our borders, and so we produce far more food than we 
are going to consume. 

So having export opportunities is vital. As you mentioned, the 
announcement of the Secretary who is in Peru as we speak or this 
week he was, and Peru lifted some remaining Bovine Spongiform 
Encephalopathy (BSE) restrictions that they had on U.S. beef ex-
ports there. We continue to discuss this with markets all over the 
world. We have seen a lot of successes over the past several years 
in opening up markets that were restricting our beef because of 
BSE.

Some other big successes have been Japan, and Korea. Most re-
cently it was South Africa, but you alluded to China, and we con-
tinue to have conversations there on a host of products that are 
being restricted currently. Beef is certainly one of them and at the 
top, but also poultry with highly pathogenic avian influenza. 

We take issue with how for low path avian influenza they region-
alize at a state level. For high path they ban the whole country. 
We think that is not consistent with international norms and 
standards and spend a lot of time trying to talk about the concept 
of regionalization and the strong biosafety protocols we have in the 
United States. 

There is just one other point I would add, I would be remiss if 
I am talking about trade and not talk about TPP and really the im-
portance that that could mean to the U.S. farm economy. 

Forty percent of the world’s economy is in the Trans-Pacific Part-
nership. You know, Japan is a very exciting market. You know, de-
pending on the year, they are in our top four, top five export mar-
kets, number one for a host of products, number one for pork, top 
four for dairy, and so they are important in lowering tariffs there 
in the short term is going to be key, but then you can look at some 
other market opportunities, Vietnam, Malaysia, very exciting. 
There are young populations. About 43 and 45 percent of their pop-
ulation, respectively, is under 25 years old or younger. 

What that means is we have an opportunity today as their mid-
dle class grows to get them a taste for American food products and 
really grow that market as their populations grow. Today there are 
hundreds of millions. You know, in a couple of years they are going 
to be measured in billions of people, and so there is a really big 
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market opportunity in the short term, but the long term is really 
hard to measure. 

The Farm Bureau recently came out and I think they said that 
they expect a $4.4 billion boost to net farm income based upon 
TPP, and so it is something we cannot afford to pass up in the 
short term. 

Mr. YODER. I appreciate your attention to this. I know it is part 
of the philosophy, and as the population continues to grow in these 
developing countries, they are going to need more and more food 
products. We are the best, most efficient growers in the world. We 
want to sell them American grain and meat and poultry. That cre-
ates jobs at home, and so there ought to be bipartisan unity on 
breaking down these export barriers and making that a top priority 
for the agriculture community. 

Thanks for your testimony. 
Mr. ADERHOLT. Mr. Young. 

CONSERVATION RESERVE PROGRAM (CRP)

Mr. YOUNG. Thank you, Mr. Chair. 
Under Secretary Taylor, it is good to see you. Congratulations on 

your new role. As Mr. Yoder pointed out, you are an Iowan. Of 
course I like that. 

Administrator Dolcini, I want to talk to you about, and Mr. 
Yoder also mentioned, what is going on in agriculture. In Iowa, in-
comes are down about a third. Yields are great though. Inputs are 
high. Commodity prices are low, and you look at the land prices, 
too, and how they are adjusting one way or another and more in 
ways down. 

There are many farmers who are frustrated by the high CRP 
rate. I want to talk about that. They say they can get more money 
from rolling in CRP than to farm the ground. Some feel like they 
are competing with the government at times, that the government 
may be putting them out of business. 

Livestock producers are concerned as well specifically because di-
luted due to CRP, some of the operations run into lack of grazing 
and pasture land. As you know, this seems to be a systemic issue. 

We have seen the cycle before as commodity and land prices de-
cline. NRCS adjusts their rental rates, as you know. It lags the 
land market and takes some time to catch up. 

So a question for you. When FSA looks at rental rate annually, 
those rates are not always adjusted. Will you please share how 
often the FSA is reviewing or re-evaluating CRP rates and plans, 
and what causes you to act and when? 

Mr. DOLCINI. Well, we look, sir, at rental rates based on statis-
tical information that we receive from NASS, the National Agricul-
tural Statistics Service, and so we typically make those changes 
every couple of years. Sometimes it varies a little bit, but that is 
about the timetable. 

And I would be happy to come back and visit with you and your 
staff a little more specifically with regard to what we have done in 
Iowa.

Mr. YOUNG. What is the longest period of time you have waited 
until you have adjusted it? 
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Mr. DOLCINI. That is a good question. I do not know off the top 
of my head, sir. I will have to get back to you on that. 

CRP though in general, I think, has been a very successful pro-
gram. It has been an important economic tool for farmers to incor-
porate into their overall practices, and I think we have seen a lot 
of activity certainly in Iowa and throughout the country with re-
gard to, you know, the various uses of CRP, whether it is contin-
uous programs or general sign-up or some of the other things that 
we are working with it. 

[The information follows:] 
Since 2006, the longest time between systematic national updates has been 2 years. 
The 2014 Farm Bill replaced the requirement for an annual survey with flexibility 
to conduct surveys ‘‘not less frequently than once every year’’ (16 U.S.C. 3834(d)(5)). 

Mr. YOUNG. In any way do you also have data detailing the eco-
nomic impact that this program has on some of the communities? 

Mr. DOLCINI. Perhaps the Economic Research Service (ERS) has 
done a study. I can certainly look into that and get back to you on 
that, sir. 

DIRECT FARM LOANS

Mr. YOUNG. We will contact them. Thank you. 
But jumping to another topic, Administrator, access to capital is 

one of the most significant barriers that beginning farmers face 
when they are looking to start a career in farming. FSA direct farm 
loans provide a crucial source of capital for beginning farmers. In 
light of the increasing age of farmers, we need new farmers to come 
in.

Tell me about the 17 percent increase for direct operating loans 
that is included in your budget request. Why do you need more 
money and tell me about the importance of this funding. 

Mr. DOLCINI. Part of it is the issue that you described and that 
Mr. Yoder has referenced and other members of the subcommittee 
in terms of the overall demand on farm loans, both commercial 
loans as well as loans that are provided by the Farm Service Agen-
cy. We have seen a real demand in our direct program, and I think 
that the budget request reflects the demands that we are seeing in 
places like the Midwest and Texas and other parts of the nation. 

The programs have a very low delinquency rate and a very low 
default rate. So it is a very good tool for us to use to make sure 
that folks are taking advantage of the credit safety net that the 
FSA offers. 

Mr. YOUNG. Thank you for that. 
Mr. Chairman, I am going to yield, but before that I want to 

thank my Ranking Member for allowing me to be part of this. 
Thank you for your kindness to me, this our last hearing, that 

you have shown me as a new Member. Thank you for your sage 
wisdom and advice and about how to put this all in perspective. 

Thank you very much. 
Mr. FARR. Thank you. I am not dead yet. [Laughter.] 
Mr. YOUNG. We are not looking for you to go anywhere any time 

soon.
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UNDER SECRETARY FOR TRADE AND FOREIGN AGRICULTURAL AFFAIRS

Mr. ADERHOLT. Let me talk a little bit about the trade. Under 
Secretary, in your written testimony, you talk about the impor-
tance of U.S. exports to the agriculture sector, and this is one of 
the few sectors of our economy that has a consistent trade surplus. 

In order to keep this momentum and continuation at record lev-
els, the 2014 farm bill mandated the creation of an Under Sec-
retary for Trade and Foreign Agricultural Affairs at USDA. The 
new position provides a focal point at the Under Secretary level for 
the in-the-trenches issues like the agencies that serve in the For-
eign Agricultural Service, and it would establish a USDA propri-
etary role in providing international food aid overseas. 

In the fiscal year 2015 Agriculture Appropriations Bill, money 
was appropriated to assist an independent study of this new posi-
tion and how potential reorganization would occur. 

USDA was required to complete this initial study, this reorga-
nization, within 180 days of enactment of the farm bill. This study 
should have been completed August of 2014. It has been almost a 
year and a half, and we have still not received it. 

Can you tell me a little bit about the delay and why it has been 
held up and what progress that you have actually made on it? 

Ms. TAYLOR. Thank you for that question, Mr. Chairman. 
As you have alluded to and I think Ms. Palmieri mentioned, we 

have seen the strongest seven years in agricultural trade in the 
history of our country since we started recording it in the past 
seven, and so agricultural exports are obviously very vital to the 
U.S. farm economy. 

I think this is a Department-wide question. It is not just an 
FFAS or FAS question. It is hard to see when you look across the 
17 agencies or seven mission areas, many of them have some com-
ponents to international activities. FAS is the coordinator. 

But it is not just the international components. I think it is also 
the domestic components as well. You would be changing leader-
ship structures, and so I think it is a more complicated question 
than many people anticipated in the beginning, and that is why I 
think it is taking the department a little while to wrap its arms 
around this and really look at this question. 

As you mentioned, this subcommittee directed us to do a study. 
We have received that study and the Department is going through 
that study and building upon what they provided for that report 
that was directed in the farm bill, and we hope by the end of this 
year to have that to Congress. 

Mr. ADERHOLT. Well, the 2016 Agriculture Appropriations law di-
rected USDA to complete a study by June 16th of this year, and 
this is the second law that has been passed that required a comple-
tion of the study. 

I guess my question to you: can you personally commit that you 
will deliver us a report no later than that date? 

Ms. TAYLOR. As I said, Mr. Chairman, this is a much larger 
question for the whole Department. You are looking at a Depart-
mental reorganization, and it is much larger than what I can con-
trol or what my mission area does. 
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What I can commit is I am certainly part of that conversation, 
and we have the study that the National Academy of Public admin-
istration (NAPA) did. We are working quite hard on this. We take 
it quite seriously. We take whatever laws Congress passes and di-
rects us to do quite seriously, and we are certainly committed to 
working through the issues and the complexity of this in a prag-
matic way and one that gives our employees certainty, but also 
gets Congress what they have requested. 

Mr. ADERHOLT. Well, again, it has been over 2 years, and this 
is just a study. So what I will do is I would like to ask for your 
personal commitment that you will deliver that message and that 
you will do everything that you can when you get back to make 
sure that by June 16 that we have something. 

Like I said, we understand the whole thing cannot be completed. 
We are just asking for that study to be turned into us by the 16th. 

Ms. TAYLOR. I will certainly go back and deliver that message, 
Mr. Chairman, and work on the pieces that I can control. 

Mr. ADERHOLT. Thank you. 
Mr. Farr. 

FOOD FOR PEACE

Mr. FARR. Thank you, Mr. Chairman. 
I just want to make a comment about Food for Peace. I mean, 

my feeling here is that Secretary Vilsack said the other day that 
the privilege we all have to choose a profession is because we have 
people growing food for us, and we do not have to go out there and 
grow it. We do not have to produce our food every day in our house. 

And it seems to me that in our Food for Peace, do we not want 
these poorest countries who are at risk for all kinds of national, 
international risk, security risks because of migration and starva-
tion; should we not be teaching them how to fish so that they can, 
indeed, produce professionals? 

It is interesting that on TPP you said was 40 percent of the 
world market. None of the countries we send the food to are part 
of that. I mean, these countries have gotten on their feet, and now 
they can participate in trade with us. 

And it seems to me that we are going to have a strong world 
economy if we can work people out of poverty, and we cannot work 
them out of poverty unless they can at least start with growing 
their own food and having their own local markets. 

PRESENCE IN CUBA

That is my comment. I just want to say that Mr. Yoder was talk-
ing about breaking down export barriers. I wish our former col-
league Jo Ann Emerson were here today. She was a very active 
member of this committee, a Republican from Missouri, and she 
and I were involved in the first bipartisan Cuba Working Group, 
and I think she sat here trying to figure out how we could break 
down this political barrier that we have created in the United 
States so that farmers in Missouri and other States could do busi-
ness with Cuba. 

Now, there is some money in here to open up an office in Cuba. 
I am very excited about that. We sold $367 million worth of goods 
to Cuba last year. 
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What will this office do in Cuba? How will it help the farmers 
now and in the future? 

Ms. TAYLOR. Thank you for that question, Ranking Member Farr. 
Obviously Cuba is an exciting market for U.S. agriculture. Our 

farmers and ranchers commodity groups are very excited by the 
possibility to be able to not just sell more product, but eventually 
when the embargo is lifted to be able to directly market to the 
Cuban people. 

Cuba imports roughly 80 percent of its food, somewhere between 
$1.8 to $2 billion. In some years we have had a 50 percent market 
share of that. The past few years it has been declining. There is 
no reason when they are 90 miles off our coast that we should not 
have the majority of that. 

Setting up a presence in Cuba is a priority for USDA. Certainly 
in the short term as more tourists from the United States will be 
going or more professionals for travel will be going to Cuba. That 
increases the risk of certain pests and diseases when they are com-
ing back to the United States. 

So having an Animal and Plant Health Inspection Service 
(APHIS) component there is going to be very important. 

It is also about rebuilding relationships. I had the ability to and 
the opportunity to travel with Secretary Vilsack in November on 
his first trip to Cuba, and it was the first time a U.S. Secretary 
had been there since the late 1950s and really rebuilding those re-
lationships with our Cuban counterparts and finding areas of com-
monality.

One area of commonality that we discovered was citrus greening. 
We are doing a lot of work in Florida and research to combat citrus 
greening. Cuba has it as well and they are doing research as well, 
and we have looked at it from different perspectives. 

There is a way to collaborate there and share what we have each 
learned and not kind of recreate the wheel. So I think there are 
a lot of different areas for us to work together in the short term, 
not just about selling more product, which our market development 
programs because of the embargo today are prohibited from being 
used there. 

ORGANIC CROP INSURANCE

Mr. FARR. Thank you very much. 
The last question I have is how is RMA going to expand access 

to crop insurance for diversified, sustainable and organic farms, 
and what more can we expect to see from RMA in the fear future? 

Mr. WILLIS. Well, the employees of the Risk Management Agency 
over the years have gone the extra mile to bring insurance to crops, 
to regions, to farming practices that have previously not had crop 
insurance. You know, in 2009 we did not offer crop insurance for 
organic crops. Recognizing the price today, we are at about 56 crops 
that have that. We added 30 last year. 

We are creating new tools it seems like every few months to help 
these growers. We had a new program a year and a half ago called 
the Whole Farm Program that works well for diversified producers, 
but we did not just stop. We actually went out. We sent our team 
out to talk to farmers across the nation in the last year to find out 
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what worked and what did not work, and we went back to the 
drawing board and made some changes. 

The other way that we are seeing crop insurance grow is through 
private submissions. We have a board process where farmers can 
bring new products to a committee. 

Mr. FARR. So you will continue to expand that as time runs out 
and we have got to go. 

Mr. WILLIS. I am very confident we are going to continue to ex-
pand and to serve farmers’ needs very well. 

Mr. FARR. Thank you. 
Thank you, Mr. Chairman. 
Mr. ADERHOLT. All right. With that, you heard the bell. So we 

have got a vote on the floor, but we thank you for being here. We 
appreciate your service. We look forward to working with you, and 
we look forward to getting that report real soon. 

Thank you. 
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