





Secretary of Health and Human Services in public hearings. To ensure the guidelines adhere to
the nutritional and dietary scope of the law and are based upon sound science, bill language has
been included clearly stating that the final guidelines cannot be released or implemented unless
they are based upon significant scientific agreement and adhere to the statutory mandate.

Questions have been raised about the scientific integrity of the process in developing the
dietary guidelines and whether balanced nutritional information is reaching the public. The
entire process used to formulate and establish the guidelines needs to be reviewed before future
guidelines are issued. It is imperative that the guidelines be based upon strong, balanced science
and focus on providing consumers with dietary and nutritional information that will assist them
in eating a healthy and balanced diet. At a minimum, the process should include: full
transparency, a lack of bias, and the inclusion and consideration of all of the latest available
research and scientific evidence, even that which challenges current dietary recommendations.
The agreement provides $1,000,000 to review the dietary guideline process.

As the panel is selected to conduct the study, the agreement expects members of the 2015
Dietary Guidelines Advisory Committee to recuse themselves from this process to ensure
objectivity. The agreement encourages that stakeholders representing a wide range of
viewpoints be engaged for input before the study begins in order to hear the various concerns
surrounding the current process. The agreement directs the National Academy of Medicine to
provide quarterly reports informing the Committees on the status of the study.

The agreement recognizes USDA’s diligent work regarding the outbreak of highly
pathogenic avian influenza in the commercial poultry industry. The agreement supports the
Secretary’s use of all available resources necessary in its continued work with stakeholders and
trading partners to eradicate the disease. The agreement directs the Secretary to keep the
Committees apprised of new developments. The agreement directs the Secretary to provide a
report on the amount of emergency funds transferred from the Commodity Credit Corporation
(CCC) to poultry owners and contract growers respectively under the Animal Health Protection
Act during fiscal year 2015.

The agreement directs the Secretary to notify in writing the Committees 15 days prior to
the expenditure of any emergency funds from the CCC.

The agreement seeks to bring more transparency and coordination of nutrition research

and evaluation projects conducted by the Department. The Secretary is directed to ensure both



the Research, Education, and Economics and the Food, Nutrition, and Consumer Services
mission areas coordinate and finalize the FNS Research and Evaluation Plan submitted in fiscal
year 2016 to prevent duplication of efforts and resources. The plan submitted for fiscal year
2016 shall include a brief description of the projects FNS expects to pursue and whether or not it
was mandated by law.

Section 737 states that FNS shall not receive any funding for new research and evaluation
projects in fiscal year 2016 until the Committees receive the fiscal year 2016 Research and
Evaluation Plan that has been developed in coordination with the Research, Education, and
Economics mission area. In submitting the fiscal year 2017 budget justification, FNS is directed
to provide its Research and Evaluation Plan simultaneously with its budget request. There is an
expectation that this process will be followed in the future.

It has been more than 300 days since the publication in the New York Times of the article
entitled ‘U.S. Research Lab Lets Livestock Suffer in Quest for Profit’ about the Agricultural
Research Service’s Meat Animal Research Center (MARC) in Clay Center, Nebraska. Despite
having nearly a year to address this matter, the Department has provided a wholly inadequate
public response to the allegations of animal mistreatment at MARC and it has been delinquent in
providing necessary information and updates to the Committees. This agreement re-affirms the
directives and requirements on this issue included in H. Rpt. 114-205 and S. Rpt. 114-82. If the
Department fails to comply fully with these directives and requirements, the Committees will
pursue further action to ensure they are met.

The following table reflects the agreement:

Office of the Secretary

(Dollars in Thousands)
Office of the Secretary $5,051
Office of Tribal Relations 502
Office of Homeland Security and Emergency Coordination 1,496
Office of Advocacy and Outreach 1,209
Office of Assistant Secretary for Administration 804
Departmental Administration 25,124
Office of Assistant Secretary for Congressional Relations 3,869
Office of Communications 7,500

Total, Office of the Secretary 45,55
EXECUTIVE OPERATIONS






AGRICULTURE BUILDINGS AND FACILITIES
(INCLUDING TRANSFERS OF FUNDS)

The agreement provides $64,189,000 for Agriculture Buildings and Facilities.

HAZARDOUS MATERIALS MANAGEMENT
(INCLUDING TRANSFERS OF FUNDS)

The agreement provides $3,618,000 for Hazardous Materials Management.

OFFICE OF INSPECTOR GENERAL
The agreement provides $95,738,000 for the Office of Inspector General.
OFFICE OF THE GENERAL COUNSEL
The agreement provides $44,383,000 for the Office of the General Counsel.
OFFICE OF ETHICS

The agreement provides $3,654,000 for the Office of Ethics.

OFFICE OF THE UNDER SECRETARY FOR RESEARCH, EDUCATION, AND ECONOMICS

The agreement provides $893,000 for the Office of the Under Secretary for Research,
Education, and Economics.

EcoNOMIC RESEARCH SERVICE
The agreement provides $85,373,000 for the Economic Research Service.
NATIONAL AGRICULTURAL STATISTICS SERVICE

The agreement provides $168,443,000 for the National Agricultural Statistics Service,
including up to $42,177,000 for the Census of Agriculture.

The agreement includes increases of $500,000 for pollinator surveys, $957,000 for the
Chemical Use Program, and $335,000 for employee health benefits as requested in the budget.
Additionally, the agreement includes funding to reinstate a vineyard production survey to gather
information essential to annual pricing and purchase agreement and long-term production
planning.

AGRICULTURAL RESEARCH SERVICE
SALARIES AND EXPENSES

The agreement provides $1,143,825,000 for the Agricultural Research Service (ARS),
Salaries and Expenses.

The agreement does not accept the President’s budget request regarding the termination
of research programs, redirections of research programs, or closure of research locations. The

agreement expects extramural research to be funded at no less than the fiscal year 2015 levels.
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The agreement provides funding increases for forest product, pollinator, aquatic animal health,
leafy green vegetables, long-term agroecosystem research, crop improvement and protection,
avian health, cranberry, wheat and sorghum, agricultural genomic, methyl bromide alternatives
research to combat macrophomina and fusarium, and horticultural research and education.

The agreement reiterates concerns regarding the ongoing depletion of the regional
Alluvial Aquifer in the Lower Mississippi River Basin. Over 7 million acres in the region
represent irrigated cropland and 90 percent of those acres rely on the groundwater supply.
Increased water withdrawals and stagnant recharging jeopardize the long-term availability of the
aquifer and place irrigation agriculture in the region on an unsustainable path. The agreement
encourages ARS, in collaboration with university research and extension scientists and local
stakeholders, to identify gaps in water management research and focus efforts on the
development of conservation and irrigation techniques to reduce water usage in agriculture
production while maintaining crop quality and yield.

BUILDINGS AND FACILITIES

For ARS Buildings and Facilities, the agreement provides an appropriation of
$212,101,000 for priorities identified in the USDA ARS Capital Investment Strategy, April
2012.

NATIONAL INSTITUTE OF FOOD AND AGRICULTURE
RESEARCH AND EDUCATION ACTIVITIES

The agreement provides $819,685,000 for the National Institute of Food and
Agriculture’s research and education activities.

The agreement continues to direct that not less than 15 percent of the competitive
research grant funds be used for USDA’s agricultural research enhancement awards program,
including USDA-EPSCoR.

The following table reflects the amounts provided by the agreement:

National Institute of Food and Agriculture
Research and Education Activities
(Dollars in Thousands)

Hatch Act 7U.S.C. 361a-i $243,701
Mclntire-Stennis Cooperative Forestry Act 16 U.S.C. 582a through a-7 33,961
Research at 1890 Institutions (Evans-Allen Program) 7U.S.C. 3222 54,185
Payments to the 1994 Institutions 7 U.S.C. 301 note 3,439
Education Grants for 1890 Institutions 7 U.S.C. 3152(b) 19,336






The agreement provides an increase of $2,500,000 for the Food Safety Outreach Program

to provide education and training for farmers, producers, and processors to implement food
safety guidelines resulting from FSMA. The agreement directs the Department to coordinate

efforts with the FDA to ensure there is no duplication of efforts or resources. As stated in the

President's fiscal year 2016 budget request, the agreement expects NIFA to be the sole agency

supporting the educational needs of growers.

The following table reflects the amounts provided by the agreement:

National Institute of Food and Agriculture
Extension Activities
(Dollars in Thousands)

Smith-Lever, Section 3(b) and (c) programs and Cooperative
Extension
Extension Services at 1890 Institutions
Extension Services at 1994 Institutions
Facility Improvements at 1890 Institutions
Renewable Resources Extension Act
Rural Health and Safety Education Programs
Food Animal Residue Avoidance Database Program
Women and Minorities in STEM Fields
Food Safety Outreach Program
Smith-Lever, Section 3(d):
Food and Nutrition Education
Farm Safety and Youth Farm Safety Education Programs
New Technologies for Agricultural Extension
Children, Youth, and Families at Risk
Federally Recognized Tribes Extension Program
Total, Section 3(d)
Necessary Expenses of Extension Activities:
Agriculture in the K-12 Classroom
Federal Administration—Other Necessary Expenses for
Extension Activities
Total, Necessary Expenses
Total, Extension Activities

7 U.S.C. 343(b) and (c) and

208(c) of P.L. 93-471
7U.S.C. 3221

7 U.S.C. 343(b)(3)

7 U.S.C. 3222b

16 U.S.C. 1671 et seq.
7 U.S.C. 2662(i)
7U.S.C. 7642
7U.S.C. 5925
7U.8.C. 7625

7 U.S.C. 343(d)

INTEGRATED ACTIVITIES

$300,000

45,620
4,446
19,730
4,060
1,500
1,250
400
5,000

67,934
4,610
1,550
8,395
3,039

85,528

552
7,805

8.357

475,891

The agreement provides $30,900,000 for the National Institute of Food and Agriculture’s

integrated activities.

The following table reflects the amounts provided by the agreement:

National Institute of Food and Agriculture

Integrated Activities



(Dollars in Thousands)

Methyl Bromide Transition Program 7U.S.C. 7626 $2,000
Organic Transition Program 7U.S.C. 7626 4,000
Regional Rural Development Centers 7 U.S.C. 450i(c) 1,000
Food and Agriculture Defense Initiative 7 U.S.C. 3351 6,700
Crop Protection/Pest Management Program 7U.S.C. 7626 17,200
Total, Integrated Activities $30,900

OFFICE OF THE UNDER SECRETARY FOR MARKETING AND REGULATORY PROGRAMS

The agreement provides $893,000 for the Office of the Under Secretary for Marketing
and Regulatory Programs.

ANIMAL AND PLANT HEALTH INSPECTION SERVICE
SALARIES AND EXPENSES
(INCLUDING TRANSFERS OF FUNDS)

The agreement provides $894,415,000 for the Animal and Plant Health Inspection
Service (APHIS), Salaries and Expenses.

The agreement includes a net increase of $22,001,000 for high priority initiatives in order
to protect the plant and animal resources of the Nation from pests and diseases. The agreement
provides increases within the total funding level of: $3,000,000 for Avian Health to assist
Federal and State agencies, stakeholders and growers to implement the best surveillance and
biosecurity efforts to stop and slow the spread of highly pathogenic avian influenza; $550,000
for Swine Health to enhance emerging swine disease surveillance; $5,000,000 and a total of
$12,000,000 for APHIS to support National Animal Health Lab Network; $1,000,000 for the
Agricultural Quarantine Inspection program; $2,000,000 for Specialty Crop Pests that when
combined with a one-time increase of $5,500,000 for the Citrus Health Response Program will
total $7,500,000 to help address the damaging effects of citrus greening disease; $3,150,000 for
Wildlife Damage Management for priority initiatives such as oral rabies vaccinations, livestock
protection, predator damage management, and preventing the transport of invasive snakes and
other harmful species; $1,000,000 for Agriculture Import and Export activities to help resolve
sanitary and phytosanitary trade issues that could result in the opening of new markets and
retaining and expanding existing market access for U.S. agricultural products; and, $400,000 for
Animal Welfare in order for APHIS to provide oversight of animal research at the Agricultural

Research Service.
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FEDERAL CROP INSURANCE CORPORATION FUND
The agreement provides an appropriation of such sums as may be necessary for the
Federal Crop Insurance Corporation Fund.
CoMMODITY CREDIT CORPORATION FUND
REIMBURSEMENT FOR NET REALIZED LOSSES
(INCLUDING TRANSFERS OF FUNDS)
The agreement provides an appropriation of such sums as may be necessary for
Reimbursement for Net Realized Losses of the Commodity Credit Corporation.
HAZARDOUS WASTE MANAGEMENT
(LIMITATION ON EXPENSES)

The agreement provides a limitation of $5,000,000 for Hazardous Waste Management.

TITLE II
CONSERVATION PROGRAMS
OFFICE OF THE UNDER SECRETARY FOR NATURAL RESOURCES AND ENVIRONMENT

The agreement provides $898,000 for the Office of the Under Secretary for Natural
Resources and Environment.

NATURAL RESOURCES CONSERVATION SERVICE
CONSERVATION OPERATIONS

The agreement provides $850,856,000 for Conservation Operations.

The agreement provides $9,300,000 for the Snow Survey and Water Forecasting
Program; $9,400,000 for the Plant Materials Centers; $80,000,000 for the Soil Surveys Program;
and $752,156,000 for Conservation Technical Assistance, including an increase of $5,000,000
for the Conservation Delivery Streamlining Initiative (CDSI).

WATERSHED REHABILITATION PROGRAM
The agreement provides $12,000,000 for the Watershed Rehabilitation Program.

TITLE I1I

RURAL DEVELOPMENT PROGRAMS

OFFICE OF THE UNDER SECRETARY FOR RURAL DEVELOPMENT
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Site development loans (sec. 524) (5,000)

Credit sales of acquired property (10,000)
Self-help housing land development (sec. 523) (5,000)
Farm labor housing (23,855)
Total, Loan authorizations ($25,148,531)

Loan subsidies:

Single family direct (sec. 502) $60,750
Housing repair (sec. 504) 3,424
Rental housing (sec. 515) 8,414
Farm labor housing 6,789
Subtotal, Loan subsidies 79.377
Farm labor housing grants 8,336
Total, loan subsidies and grants 87.713
Administrative expenses (transfer to RD) 417,854
Total, Loan subsidies, grants, and administrative expenses $505,567

RENTAL ASSISTANCE PROGRAM

The agreement provides $1,389,695,000 for the Rental Assistance Program, of which up
to $75,000,000 shall be available until September 30, 2017 for renewal of rental assistance
agreements within a twelve month period. The agreement also directs the Secretary to provide
the Committees quarterly reports on the number of renewal agreements approved, the amount of
rental assistance available, and the anticipated need for rental assistance for the remainder of the
fiscal year. In addition, the agreement expects that the Rural Housing Service will continue to
take steps to use to the maximum extent possible rental assistance from expired agreements to
address shortfalls. Provisions in the Rental Assistance appropriations are meant to confirm these
actions and encourage them to continue.

MULTI-FAMILY HOUSING REVITALIZATION PROGRAM ACCOUNT

The agreement provides $37,000,000 for the Multi-Family Housing Revitalization
Program Account. This includes $15,000,000 for vouchers and $22,000,000 for a housing
preservation demonstration program.

MUTUAL AND SELF-HELP HOUSING GRANTS
The agreement provides $27,500,000 for Mutual and Self-Help Housing Grants.
RURAL HOUSING ASSISTANCE GRANTS
The agreement provides $32,239,000 for Rural Housing Assistance Grants.
The following table reflects the grant levels provided by the agreement:
(Dollars in Thousands)
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Total, l0an aUthOTIZAtIONS ........vivieeieeeieieceeieeeereeteceararecesrteeesesraeeessanas (6.940.000)

Administrative expenses (transfer to RD)......c.ccceceviiieiiniieniinnicinnenceeeeee 34,707
Total, Loan subsidies and administrative eXpenses..........c.ccecvvevveererveecneenen. $34,811

DISTANCE LEARNING, TELEMEDICINE, AND BROADBAND PROGRAM
The agreement provides $36,872,000 for the Distance Learning, Telemedicine, and
Broadband Program.
The following table indicates loan levels provided by the agreement:

(Dollars in Thousands)
Loan authorization:

Broadband telecommunications ...........c.coevveeievenreneriennesesieenenseeresennes ($20,576)
Total, loan QUthOTIZALION. .......vvveiererrieieiieieie e ee s re e e erereeeeesaeessesenees (20.576)
Subsidies and grants:
Distance leamning and telemedicine grants...........cccccecuereevuerieesenienreeerennes 22,000
Broadband telecommunications program:
Direct (treasury 1ate 10aNSY, .o wmmssmmsisssesmmmmrspmsamsmsssssis 4,500
(€ -1 11 RSO 10,372
Total, subsidies and Grants ...........cccccevveveeeeeriererieeee e ceeeaees 36,872
TITLE IV

DOMESTIC FOOD PROGRAMS
OFFICE OF THE UNDER SECRETARY FOR FOOD, NUTRITION, AND CONSUMER SERVICES

The agreement provides $811,000 for the Office of the Under Secretary for Food,
Nutrition, and Consumer Services.

An OIG report issued in September 2015 reviewed the FNS quality control process for
SNAP error rates and found vulnerabilities in the methods used to determine the error rates and
concluded FNS’ quality control process understated SNAP’s error rates. The OIG also completed
an audit report in May 2015 to evaluate how FNS has attempted to lower the error rates for the
National School Lunch Program and School Breakfast Program, which were about 15 percent
and 26 percent, respectively, in fiscal year 2014. Within 90 days from the date of enactment of
this Act, the Department is directed to provide a report on how FNS will address these two
reports.

The Committees expect timely and sufficient notification of proposed FNS policy actions
before such actions are implemented to allow the Committees to exercise their respective
oversight responsibilities. FNS is directed to keep the Committees promptly informed of

activities and issues that arise. FNS is reminded that the Committees reserve the right to call
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Commodity procurement 1,350,683

Food safety education 2,761
Coordinated review 10,000
Computer support and processing 11,430
CACEFP training and technical assistance 13,137
Child Nutrition Program studies and evaluations 20,400
Child Nutrition payment accuracy 10,562
Farm to school tactical team 3,297
Team Nutrition 15,504
Healthier US Schools Challenge 1,500
School meals equipment grants 25,000
Summer EBT demonstration 16,000
Total $22.149,746

SPECIAL SUPPLEMENTAL NUTRITION PROGRAM FOR WOMEN, INFANTS, AND CHILDREN (WIC)

The agreement provides $6,350,000,000 for the Special Supplemental Nutrition Program
for Women, Infants, and Children (WIC).

Based upon revised USDA estimates, the agreement fully funds all eligible WIC
participants in fiscal year 2016, and includes $60,000,000 for breastfeeding support initiatives
and $13,600,000 for infrastructure. The agreement ensures that States can continue transitioning
from paper checks and vouchers to an Electronic Benefit Transfer (EBT) system by providing
the necessary funding for EBT from within the fiscal year 2015 recovery and carryover funds.
EBT is a proven, effective tool in combatting waste, fraud, and abuse, and all WIC state agencies

are mandated to have an EBT system in place by October 1, 2020.

SUPPLEMENTAL NUTRITION ASSISTANCE PROGRAM

The agreement provides $80,849,383,000 for the Supplemental Nutrition Assistance
Program (SNAP). The agreement includes $3,000,000,000 to be made available for a
contingency reserve. The agreement provides a funding level for SNAP benefits as reflected in
OMB’s mid-session review of the budget.

The bill provides funding at the fiscal year 2015 level for Nutrition Education and
Program Information and does not provide funding for new or existing Centers of Excellence,
which have not been authorized by Congress.

The agreement provides the following for SNAP:

Total Obligational Authority
(Dollars in Thousands)
Benelits i v mtiscoisiatsismmbiimm o s s B S S st $70,124,319



CONLNGEENEY RESOIVE . .usumsus sxsumsasn wsiniosmisansssssessisansses s sasssbasan 3,000,000

State AdmINISIrative COStS.....couvvvivriereeieiireceiireeeeeciaeeeecnreeesans 4,221,946
Nutrition Education and Obesity Prevention Grant Program... 408,000
Employment and Traliing o s s o 455,320
Mandatory Other Program Costs.........ccoeveeriiiierininsienienscenenns 182,457
Discretionary Other Program Costs .........c.cccvvevvecencenncrscenenn. 998
Administrative Subtotal..............cooiiiiiiiiiii e, 5,268.721
Nutrition Assistance for Puerto Rico (NAP)................eeei. 1,959,136
Nutrition Assistance for American Samoa........................ 7,868
Food Distribution Program on Indian Reservations................ 145,191
TEFAP CommOditi€s .........ccueervervveereereeeireeerenreenreecveeseesssens 318,000
Commonwealth of the Northern Mariana Islands.................... 12,148
Community Food Projects.........ccccoevevrnnieninniniinineninnsreneenes 9,000
Program ACCESS.......cueeerurrierreriierienerriereaeeesestenseeseessesseseenees 5,000
SUBTOAL .05 5 s s sssmmsnnss § Lasmsmming | CEURHIGE § FEREaRT 2.456,343
TOAL ..ottt ert e et e et e ern e e e seseabeeabeennaeneenns $80,849,383

COMMODITY ASSISTANCE PROGRAM
The agreement provides $296,217,000 for the Commodity Assistance Program. The
agreement includes $222,198,000 for the Commodity Supplemental Food Program; $18,548,000
for the Farmers’ Market Nutrition Program; and $54,401,000 for the Emergency Food Assistance
Program.
NUTRITION PROGRAMS ADMINISTRATION

The agreement includes $150,824,000 for Nutrition Programs Administration.

TITLE V
FOREIGN ASSISTANCE AND RELATED PROGRAMS
FOREIGN AGRICULTURAL SERVICE
SALARIES AND EXPENSES
(INCLUDING TRANSFERS OF FUNDS)
The agreement provides $191,566,000 for the Foreign Agricultural Service, Salaries and
Expenses and transfers of $6,394,000.
FOOD FOR PEACE TITLE I DIRECT CREDIT AND FOOD FOR PROGRESS PROGRAM

ACCOUNT

(INCLUDING TRANSFER OF FUNDS)
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TITLE VI
RELATED AGENCIES AND FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

SALARIES AND EXPENSES

The agreement provides $2,720,808,000 in new discretionary budget authority and
$1,960,584,000 in definite user fees for a total of $4,681,392,000 for Food and Drug
Administration, Salaries and Expenses. This total does not include permanent, indefinite user
fees for the Mammography Quality Standards Act; Color Certification; Export Certification;
Priority Review Vouchers (PRV) Pediatric Disease; Food and Feed Recall; Food Reinspection;
Voluntary Qualified Importer Program; the Third Party Auditor Program; and Outsourcing
Facility. The agreement provides specific amounts by FDA activity as reflected in the following
table:

Food and Drug Administration
Salaries & Expenses

(Dollars in Thousands)

Budget Authority:
Foods $987,328
Center for Food Safety and Applied Nutrition 303,994
Field Activities 683,334
Human Drugs 491,503
Center for Drug Evaluation and Research 355,296
Field Activities 136,207
Biologics 215,443
Center for Biologics Evaluation and Research 174,052
Field Activities 41,391
Animal Drugs and Feeds 158,652
Center for Veterinary Medicine 94,005
Field Activities 64,647
Devices and Radiological Products 323,253
Center for Devices and Radiological Health 240,808
Field Activities 82,445
National Center for Toxicological Research 63,331
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There continue to be shortages of critical drugs following the enactment of the Food and
Drug Safety and Innovation Act, including national shortages of drugs to test for and treat
tuberculosis (TB). The Commissioner is directed to continue to prioritize the public reporting of
manufacturing shortages, and to work with industry to prevent conditions that might lead to drug
shortages. Additionally, the Commissioner is directed to report on the work of the FDA’s intra-
agency Drug Shortages Task Force, including how it works with other government agencies and
outside stakeholders to address drug shortages. The report should specify what activities the
Task Force has undertaken to prevent drug shortages affecting pediatric patients, including
working with outside experts on this issue. The Commissioner is further directed to report on
steps the FDA can take to prevent TB drug shortages and help maintain an adequate supply.

The agreement provides bill language pertaining to the use of partially hydrogenated oils
(PHO) in food products. The language declares that foods with PHOs are neither unsafe nor
adulterated during FDA'’s three year compliance period and provides businesses legal protection
while they phase out the use of PHOs. Simultaneously, FDA is encouraged to provide a timely
review of the Food Additive Petition which addresses minor uses of PHOs for certain baking and
processing needs.

The agreement provides $1,000,000 for the Center for Tobacco Products to enter into a
contract with the Institute of Medicine to conduct an in-depth evaluation of available evidence of
health effects from e-cigarettes and recommendations for future federally funded research.

The agreement directs that the FDA ensure that pregnant women receive final guidance
on nutrition advice for what seafood is safe and healthy to consume that is consistent,
understandable, and based on the FDA’s latest scientific review of the net effects of seafood
consumption.

The agreement is concerned about the safety issues raised at the Obstetrics and
Gynecology Devices Panel of the Medical Devices Advisory Committee meeting on September
24,2015, and directs the FDA to issue recommendations on how to address these concerns by
March 1, 2016.

The agreement remains concerned about the FDA’s reliance on the use of draft guidance
to make substantive policy decisions. The agreement requests a report documenting the agency’s
review and solicitation of scientific data impacting bioequivalence standards and patients

suffering from ophthalmologic conditions.
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