AMENDMENT TO AGRICULTURE AND RURAL
DEVELOPMENT APPROPRIATIONS BILL

OFFERED BY MR. ADERHOLT OF ALABAMA
In the Bill:

Page 92, Line 6 and Line 7, strike “—(1)”; Page
92, Line 7, insert “via prior approval supplement” in be-
tween “‘advance” and “on’’; Page 92, Line 8, insert “(1)”
between “to” and “the”’; Page 92, Line 12 through Line
13, strike “or an application under section 351(k) of the
Public Health Service Act (42 U.S.C. 262(k))”’; Page 92,
Line 14 through Line 16, strike “‘requires an identical
change to be made on the same timetable to—(A)”’; Page
92, Line 22 through Line 25, strike “drug; or (B) the
safety information in the labeling of the reference prod-
uct (as such term is used in section 351(1) of the Publi¢
Health Service”; Page 93, Line 1 through Line 4, strike
“Act (42 U.S.C. 262(1)) and any other drug that is mar-
keted pursuant to an application under section 351(k) of
such Act (42 U.S.C. 262(k)) eciting the same reference

product”.
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Page 94, ILine 23, after the semicolon insert,

“‘Rural Business—Cooperative Service—Rural Economic

Development Lioans Program Account’;

).

At the end of the bill (before the spending reduction

account), insert the following:
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“SEC. . None of the funds made available by
this Act may be used to write, prepare, propose, or publish
a proposed rule, a final rule, or an interim final rule in
furtherance of, or otherwise to implement any regulations
or other regulatory requirements or policies with respect
to the importation into the United States of lemons from
Argentina unless and until—
“(1) the Secretary of Agriculture submits to the
Committee on Agriculture and the Committee on
Appropriations of the House of Representatives and

the Committee on Agriculture, Nutrition, and For-

estry and the Committee on Appropriations of the

Senate a certification that the Secretary
“(A) has completed site visits of produc-
tion areas of lemons in Argentina; and
“(B) has conducted pest and disease risk
assessments with respect to such lemons; and
“(2) the Administrator of the Office of Infor-
mation and Regulatory Affairs of the Office Man-

agement and Budget submits to such Committees a
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1 certification that the Administrator has completed
2 the assessments specified in section 6(a)(3)(C) of
3 Executive Order 12866.”

In the Report:

Page 9, under the “U.S.-Mexico Cooperation” head-

er, add at the end:

“In addition, the Secretary shall work with his Mexican
counterpart to develop a program for U.S.-Mexico aca-
demic exchanges for students in agriculture related fields
of study and professional agriculture specialists. The Sec-
retary shall brief the Committee within 180 days of the

date of enactment on efforts in these areas.”

Page 10 — Before the header “EXECUTIVE OPER-

ATIONS”, insert the following:

“USDA and EPA Cooperation.—Interagency Con-
sultations.—The Department has a robust history of col-
lecting and analyzing data related to agricultural econom-
ics and the environmental impact of farming practices
upon the environment, including crop protection and pest
management. Although several provisions in the Federal
Insecticide, Fungicide, and Rodenticide Act require
USDA and US EPA to consult and coordinate together,
there has been a recent notable disconnect. Given the De-

partment’s expertise, the Committee directs the Secretary
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to ensure USDA experts consult with the US EPA on

regulatory decisions impacting America’s farmers.”

Page 33 — Before the header “Organic Integrity’,

insert at the end of the paragraph the following:

“The Committee notes the Department has the authority
to include state organic program fees and transitional

certification fees when administering the program under

7 U.S.C. 6523.7

Page 34 — Before the header “Research and Pro-

motion Programs”, insert the following:

“Organic Rulemaking.—The Committee is aware
that USDA released a proposed rule on April 7, 2016,
titled “National Organic Program: Organic Livestock and
Poultry Practices”. The Committee is concerned about
the potential disruption to existing organic producers and
their supply chains, as well as ensuring that animal
health is fully protected. Before finalizing this regulation,
the Committee directs USDA to conduct an additional,
thorough assessment on the costs of compliance and al-
ternatives for existing organic producers so that pro-
ducers and supply chains directly impacted by the change

in rules will be minimally impacted.”

Page 37 — Before the header “Water Conserving

Technologies”, insert the following:
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Suluriformes Inspection Report.—Within 120 days of
enactment, the Secretary shall report to the Committee
the status of the implementation of the mandatory in-
spection program for siluriformes and catfish products.
The report shall contain the dates of domestic public and
technical meetings held to explain the new program and
their locations; the dates of foreign technical meetings
held to explain the new program and their locations; do-
mestic catfish slaughter and processing facilities visited
by inspection personnel broken down by state and the
types of regulatory actions taken, if any; the names coun-
tries that notified the Department by March 1 of their
intention to continue to export siluriformes to the U.S.
and the number of establishments that would be eligible
to export; the names of countries that notified the De-
partment after March 1 of their intention to continue to
export siluriformes to the U.S. and the number of estab-
lishments that would be eligible to export; the number of
pounds of siluriformes imported beginning on April 15,
2016 broken down by country; the number of pounds
that were subject to TOIs broken down by country; the
specific TOIs performed broken down by country; the
number of chemical and microbiological samples taken by
country; the types and numbers of regulatory violations

found by country. The Secretary shall also report the
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number of field inspection personnel assigned to the do-
mestic facilities and the number of field inspection per-

sonnel assigned to perform import inspection.

Page 41 — Under the “RISK MANAGEMENT AGEN-

¢Y”’, after the last paragraph, insert:

‘Crop Insurance in Drought Areas.—The Committee
encourages the Secretary to be flexible in administering
the Federal Crop Insurance program in areas impacted
by mnatural disasters, including in drought-affected

areas.”’

Page 46 — Before the header “Rural Definition”, in-

sert the following:

“Section 514 Loan Program.—The Farm Labor
Housing program (Section 514) has been successful in
assisting in the development of farm housing. The pro-
oram presently only permits housing of certain farm
workers and has not taken into consideration changes in
the agricultural labor market. As a result, farmers are re-
stricted on who can use the housing built with these
funds to house the workers they need to prune and har-
vest their crops. USDA is directed to report to the Com-
mittees on Appropriations of the House and Senate with-
im 90 days of enactment of this Act regarding the feasi-

bility and impacts of amending the program to expand
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the list of eligible tenants permitted to live in existing

housing.”

Page 50 — Under the “RURAL ECONOMIC DEVELOP-
MENT LOANS PROGRAM ACCOUNT”, after the last para-

oraph insert the following:

“Review and Selection Process.—The Committee rec-
ognizes demand for the Rural Economic Development
Loan and Grant Program remains high. The Committee
encourages the Rural Business-Cooperative Service to
award funds on a first-come first-serve basis, after taking
all other eligibility requirements into account, and not the
prioritization system utilized in fiscal year 2016. The
Committee supports utilizing a first-come first-serve
award system as the most expeditious means to award

funds to eligible projects.”

Page 57 — Before “SUPPLEMENTAL NUTRITION AS-

SISTANCE PROGRAM”, insert:

“WIC Eligibility of Multivitamins.—The Committee
encourages F'NS to prepare a report assessing the inclu-
sion of vitamins eligible for purchase as part of the sup-
plemental foods under the special supplemental nutrition
program for women, infants, and children (WIC). Such
report shall include: whether there are dietary deficiencies

within the WIC population that could be enhanced
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through such inclusion; considerations regarding the im-
plementation and possible health impacts of such inclu-
sion; cost considerations related to such inclusion. This
report shall be submitted to the Committee not later than
90 days after enactment of this Act.

“Zika Outreach and Education.—The Committee is
supportive of ensuring pregnant women are educated on
the various methods for preventing exposure to the Zika
virus during pregnancy. The Committee directs the De-
partment, in consultation with the Centers for Disease
Control and Prevention, to continue its education and
outreach efforts through the WIC program to provide
pregnant women with the information they need to pre-
vent Zika. During fiscal year 2017, the Department is di-
rected to designate $10,000,000 to assist with Zika out-
reach and education, with priority given to States with

the greatest need.”

Page 65 — Before the header “Centers of Excellence’,

insert the following:

“Blood Donor Policies.—The Committee commends
the DA on updating their blood donor policy in the De-
cember 2015 Guidance to Industry from a lifetime ban
to a one year deferral, however it continues to encourage
a permanent policy change based on scientifically sup-

ported risk factors and not time passed. The Committee



9

remains concerned that certain questions on the FDA
blood donor questionnaire are outdated and discerimina-
tory. This questionnaire should not ask about sexual ori-
entation, rather it should assess risk factors that might
expose a potential blood donor to blood-borne illness. The
Committee encourages FDA to find an adequate replace-
ment question for the blood donor questionnaire that is
cognitively appropriate and will maintain a safe donor

pool without diserimination.”

Page 66 — Before the header “Drug Compounding’,

insert the following:

“Date Labels on Food.—The Committee is concerned
by the amount of food waste resulting from consumer
confusion around date labels on food. The Committee
notes that there is currently no federal uniform system
for food date labels, which are currently determined by
the food company to indicate quality rather than the
safety of the food. The Committee urges FDA to study
current and potential date labeling language and formats
to determine what language and/or format is most effec-
tive in reducing consumer confusion and communicate

such voluntary options to food producers.”

Page 66 — Strike the paragraph with the header

“Drug Compounding” and replace with the following:
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“Drug Compounding.—The Committee believes pa-
tient access to the right drug at the right time is of ut-
most importance. In instances where a commercially
manufactured drug is not appropriate for a patient for a
specific reason, a compounded drug may be the difference
between life and death. Since passage of the Drug Qual-
ity and Security Act (DQSA) of 2013, the Committee has
had concerns that the FDA interpreted provisions of Sec-
tion 503A of the FDCA in a manner that might jeop-
ardize the availability of compounded medications for “of-
fice use”. The practice of “‘office use” occurs when a
compounder will compound a batch of drugs in anticipa-
tion of receiving patient-specific prescriptions at a later
time. It may also be the case of a doctor in his or her
office maintaining compounded drugs on site because it
1s unsafe or impractical to issue a traditional prescrip-
tion. This practice is authorized in the vast majority of
states and was intended to be allowable under DQSA.
The Committee 1s aware that on April 15, 2016, FDA re-
leased a new Draft Guidance on the issue of “office-use”
compounding. The Committee directs the FDA to issue
a Final Guidance that provides for ‘“office-use”
compounding of drugs, in appropriate circumstances as
well as including drugs compounded in anticipation of a

prescription for an identified individual patient. Such
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“anticipatory’” compounded drugs must be based on the
history of previous valid compound prescription orders,
and on an established history between the presceriber and

the patient and the compounder.”

Page 77 — Before the header “Sunscreen Ingredi-

ents”, insert the following:

“Staffing at Land Ports of Entry.—The Committee
is concerned that USDA, FDA, and Customs and Border
Protection are relying on historical data in determining
their staffing models at Land Ports of Entry. Recent re-
ports on agriculture imports show steep increases in the
future, especially along the Southwest border and South
Texas in particular. It is the sense of the Committee that
these agencies should be utilizing forward looking data
for their staffing models to ensure we have an appro-
priate workforce available in the future to inspect and
certify this growth in agriculture imports as efficiently,
safely and expeditiously as possible.”
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