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(3) Evaluation 

The Secretary, in coordination with the Sec-
retary of Agriculture and the Secretary of 
Homeland Security, shall—

(A) develop metrics to measure progress 
for the evaluation process described in para-
graph (1)(B); and 

(B) report on the progress measured in sub-
paragraph (A) as part of the National Agri-
culture and Food Defense strategy described 
in subsection (a)(1). 

(c) Limited distribution 

In the interest of national security, the Sec-
retary of Health and Human Services and the 
Secretary of Agriculture, in coordination with 
the Secretary of Homeland Security, may deter-
mine the manner and format in which the Na-
tional Agriculture and Food Defense strategy 
established under this section is made publicly 
available on the Internet Web sites of the De-
partment of Health and Human Services, the De-
partment of Homeland Security, and the Depart-
ment of Agriculture, as described in subsection 
(a)(1). 

(Pub. L. 111–353, title I, § 108, Jan. 4, 2011, 124 
Stat. 3910.)

Editorial Notes 

REFERENCES IN TEXT 

The Secretary, referred to in subsec. (b)(3), probably 

means the Secretary of Health and Human Services. 

§ 2203. Food and Agriculture Coordinating Coun-
cils 

The Secretary of Homeland Security, in co-
ordination with the Secretary of Health and 
Human Services and the Secretary of Agri-
culture, shall within 180 days of January 4, 2011, 
and annually thereafter, submit to the relevant 
committees of Congress, and make publicly 
available on the Internet Web site of the Depart-
ment of Homeland Security, a report on the ac-
tivities of the Food and Agriculture Government 
Coordinating Council and the Food and Agri-
culture Sector Coordinating Council, including 
the progress of such Councils on—

(1) facilitating partnerships between public 
and private entities to help coordinate and en-
hance the protection of the agriculture and 
food system of the United States; 

(2) providing for the regular and timely 
interchange of information between each 
council relating to the security of the agri-
culture and food system (including intel-
ligence information); 

(3) identifying best practices and methods 
for improving the coordination among Fed-
eral, State, local, and private sector prepared-
ness and response plans for agriculture and 
food defense; and 

(4) recommending methods by which to pro-
tect the economy and the public health of the 
United States from the effects of—

(A) animal or plant disease outbreaks; 
(B) food contamination; and 
(C) natural disasters affecting agriculture 

and food. 

(Pub. L. 111–353, title I, § 109, Jan. 4, 2011, 124 
Stat. 3912.) 

§ 2204. Building domestic capacity 

(a) In general 

(1) Initial report 

The Secretary, in coordination with the Sec-
retary of Agriculture and the Secretary of 
Homeland Security, shall, not later than 2 
years after January 4, 2011, submit to Congress 
a comprehensive report that identifies pro-
grams and practices that are intended to pro-
mote the safety and supply chain security of 
food and to prevent outbreaks of foodborne ill-
ness and other food-related hazards that can 
be addressed through preventive activities. 
Such report shall include a description of the 
following: 

(A) Analysis of the need for further regula-
tions or guidance to industry. 

(B) Outreach to food industry sectors, in-
cluding through the Food and Agriculture 
Coordinating Councils referred to in section 
2203 of this title, to identify potential 
sources of emerging threats to the safety 
and security of the food supply and preven-
tive strategies to address those threats. 

(C) Systems to ensure the prompt distribu-
tion to the food industry of information and 
technical assistance concerning preventive 
strategies. 

(D) Communication systems to ensure that 
information about specific threats to the 
safety and security of the food supply are 
rapidly and effectively disseminated. 

(E) Surveillance systems and laboratory 
networks to rapidly detect and respond to 
foodborne illness outbreaks and other food-
related hazards, including how such systems 
and networks are integrated. 

(F) Outreach, education, and training pro-
vided to States and local governments to 
build State and local food safety and food 
defense capabilities, including progress im-
plementing strategies developed under sec-
tions 2202 and 2224 of this title. 

(G) The estimated resources needed to ef-
fectively implement the programs and prac-
tices identified in the report developed in 
this section over a 5-year period. 

(H) The impact of requirements under this 
Act (including amendments made by this 
Act) on certified organic farms and facilities 
(as defined in section 350d of this title.1 

(I) Specific efforts taken pursuant to the 
agreements authorized under section 350j(c) 
of this title (as added by section 201),2 to-
gether with, as necessary, a description of 
any additional authorities necessary to im-
prove seafood safety. 

(2) Biennial reports 

On a biennial basis following the submission 
of the report under paragraph (1), the Sec-
retary shall submit to Congress a report 
that—

(A) reviews previous food safety programs 
and practices; 

(B) outlines the success of those programs 
and practices; 
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(C) identifies future programs and prac-
tices; and 

(D) includes information related to any 
matter described in subparagraphs (A) 
through (H) of paragraph (1), as necessary. 

(b) Risk-based activities 

The report developed under subsection (a)(1) 
shall describe methods that seek to ensure that 
resources available to the Secretary for food 
safety-related activities are directed at those 
actions most likely to reduce risks from food, 
including the use of preventive strategies and 
allocation of inspection resources. The Sec-
retary shall promptly undertake those risk-
based actions that are identified during the de-
velopment of the report as likely to contribute 
to the safety and security of the food supply. 

(c) Capability for laboratory analyses; research 

The report developed under subsection (a)(1) 
shall provide a description of methods to in-
crease capacity to undertake analyses of food 
samples promptly after collection, to identify 
new and rapid analytical techniques, including 
commercially-available techniques that can be 
employed at ports of entry and by Food Emer-
gency Response Network laboratories, and to 
provide for well-equipped and staffed laboratory 
facilities and progress toward laboratory accred-
itation under section 350k of this title (as added 
by section 202).2

(d) Information technology 

The report developed under subsection (a)(1) 
shall include a description of such information 
technology systems as may be needed to iden-
tify risks and receive data from multiple 
sources, including foreign governments, State, 
local, and tribal governments, other Federal 
agencies, the food industry, laboratories, labora-
tory networks, and consumers. The information 
technology systems that the Secretary describes 
shall also provide for the integration of the fa-
cility registration system under section 350d of 
this title, and the prior notice system under sec-
tion 381(m) of this title with other information 
technology systems that are used by the Federal 
Government for the processing of food offered 
for import into the United States. 

(e) Automated risk assessment 

The report developed under subsection (a)(1) 
shall include a description of progress toward 
developing and improving an automated risk as-
sessment system for food safety surveillance and 
allocation of resources. 

(f) Traceback and surveillance report 

The Secretary shall include in the report de-
veloped under subsection (a)(1) an analysis of 
the Food and Drug Administration’s perform-
ance in foodborne illness outbreaks during the 5-
year period preceding January 4, 2011, involving 
fruits and vegetables that are raw agricultural 
commodities (as defined in section 321(r) of this 
title) and recommendations for enhanced sur-
veillance, outbreak response, and traceability. 
Such findings and recommendations shall ad-
dress communication and coordination with the 
public, industry, and State and local govern-
ments, as such communication and coordination 
relates to outbreak identification and 
traceback. 

(g) Biennial food safety and food defense re-
search plan 

The Secretary, the Secretary of Agriculture, 
and the Secretary of Homeland Security shall, 
on a biennial basis, submit to Congress a joint 
food safety and food defense research plan which 
may include studying the long-term health ef-
fects of foodborne illness. Such biennial plan 
shall include a list and description of projects 
conducted during the previous 2-year period and 
the plan for projects to be conducted during the 
subsequent 2-year period. 

(h) Effectiveness of programs administered by 
the Department of Health and Human Serv-
ices 

(1) In general 

To determine whether existing Federal pro-
grams administered by the Department of 
Health and Human Services are effective in 
achieving the stated goals of such programs, 
the Secretary shall, beginning not later than 1 
year after January 4, 2011—

(A) conduct an annual evaluation of each 
program of such Department to determine 
the effectiveness of each such program in 
achieving legislated intent, purposes, and 
objectives; and 

(B) submit to Congress a report concerning 
such evaluation. 

(2) Content 

The report described under paragraph (1)(B) 
shall—

(A) include conclusions concerning the 
reasons that such existing programs have 
proven successful or not successful and what 
factors contributed to such conclusions; 

(B) include recommendations for consoli-
dation and elimination to reduce duplication 
and inefficiencies in such programs at such 
Department as identified during the evalua-
tion conduct 3 under this subsection; and 

(C) be made publicly available in a publi-
cation entitled ‘‘Guide to the U.S. Depart-
ment of Health and Human Services Pro-
grams’’. 

(i) Unique identification numbers 

(1) In general 

Not later than 1 year after January 4, 2011, 
the Secretary, acting through the Commis-
sioner of Food and Drugs, shall conduct a 
study regarding the need for, and challenges 
associated with, development and implementa-
tion of a program that requires a unique iden-
tification number for each food facility reg-
istered with the Secretary and, as appropriate, 
each broker that imports food into the United 
States. Such study shall include an evaluation 
of the costs associated with development and 
implementation of such a system, and make 
recommendations about what new authorities, 
if any, would be necessary to develop and im-
plement such a system. 

(2) Report 

Not later than 15 months after January 4, 
2011, the Secretary shall submit to Congress a 
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report that describes the findings of the study 
conducted under paragraph (1) and that in-
cludes any recommendations determined ap-
propriate by the Secretary. 

(Pub. L. 111–353, title I, § 110, Jan. 4, 2011, 124 
Stat. 3913.)

Editorial Notes 

REFERENCES IN TEXT 

The Secretary, referred to in subsecs. (a), (b), (d), (f), 

(g), (h)(1), and (i), probably means the Secretary of 

Health and Human Services. 

This Act, referred to in subsec. (a)(1)(H), is Pub. L. 

111–353, Jan. 4, 2011, 124 Stat. 3885, known as the FDA 

Food Safety Modernization Act, which enacted this 

chapter and sections 350g to 350l–1, 379j–31, 384a to 384d, 

399c, and 399d of this title, section 7625 of Title 7, Agri-

culture, and section 280g–16 of Title 42, The Public 

Health and Welfare, amended sections 331, 333, 334, 350b 

to 350d, 350f, 374, 381, 393, and 399 of this title and sec-

tion 247b–20 of Title 42, and enacted provisions set out 

as notes under sections 331, 334, 342, 350b, 350d, 350e, 350g 

to 350j, 350l, and 381 of this title. For complete classi-

fication of this Act to the Code, see Short Title note 

set out under section 2201 of this title and Tables. 

Section 350d of this title, referred to in subsec. 

(a)(1)(H), and section 321(r) of this title, referred to in 

subsec. (f), were in the original ‘‘section 415 (21 U.S.C. 

350d)’’ and ‘‘section 201(r) (21 U.S.C. 321(r))’’, respec-

tively, and were translated as meaning sections 415 and 

201(r) of the Federal Food, Drug, and Cosmetic Act, act 

June 25, 1938, ch. 675, to reflect the probable intent of 

Congress. 

Section 201, referred to in subsec. (a)(1)(I), and sec-

tion 202, referred to in subsec. (c), mean sections 201 

and 202, respectively, of Pub. L. 111–353. 

§ 2205. Food allergy and anaphylaxis manage-
ment 

(a) Definitions 

In this section: 

(1) Early childhood education program 

The term ‘‘early childhood education pro-
gram’’ means—

(A) a Head Start program or an Early Head 
Start program carried out under the Head 
Start Act (42 U.S.C. 9831 et seq.); 

(B) a State licensed or regulated child care 
program or school; or 

(C) a State prekindergarten program that 
serves children from birth through kinder-
garten. 

(2) ESEA definitions 

The terms ‘‘local educational agency’’, ‘‘sec-
ondary school’’, ‘‘elementary school’’, and 
‘‘parent’’ have the meanings given the terms 
in section 7801 of title 20. 

(3) School 

The term ‘‘school’’ includes public—
(A) kindergartens; 
(B) elementary schools; and 
(C) secondary schools. 

(4) Secretary 

The term ‘‘Secretary’’ means the Secretary 
of Health and Human Services. 

(b) Establishment of voluntary food allergy and 
anaphylaxis management guidelines 

(1) Establishment 

(A) In general 

Not later than 1 year after January 4, 2011, 
the Secretary, in consultation with the Sec-
retary of Education, shall—

(i) develop guidelines to be used on a vol-
untary basis to develop plans for individ-
uals to manage the risk of food allergy and 
anaphylaxis in schools and early childhood 
education programs; and 

(ii) make such guidelines available to 
local educational agencies, schools, early 
childhood education programs, and other 
interested entities and individuals to be 
implemented on a voluntary basis only. 

(B) Applicability of FERPA 

Each plan described in subparagraph (A) 
that is developed for an individual shall be 
considered an education record for the pur-
pose of section 1232g of title 20 (commonly 
referred to as the ‘‘Family Educational 
Rights and Privacy Act of 1974’’). 

(2) Contents 

The voluntary guidelines developed by the 
Secretary under paragraph (1) shall address 
each of the following and may be updated as 
the Secretary determines necessary: 

(A) Parental obligation to provide the 
school or early childhood education pro-
gram, prior to the start of every school year, 
with—

(i) documentation from their child’s phy-
sician or nurse—

(I) supporting a diagnosis of food al-
lergy, and any risk of anaphylaxis, if ap-
plicable; 

(II) identifying any food to which the 
child is allergic; 

(III) describing, if appropriate, any 
prior history of anaphylaxis; 

(IV) listing any medication prescribed 
for the child for the treatment of ana-
phylaxis; 

(V) detailing emergency treatment 
procedures in the event of a reaction; 

(VI) listing the signs and symptoms of 
a reaction; and 

(VII) assessing the child’s readiness for 
self-administration of prescription medi-
cation; and

(ii) a list of substitute meals that may be 
offered to the child by school or early 
childhood education program food service 
personnel.

(B) The creation and maintenance of an in-
dividual plan for food allergy management, 
in consultation with the parent, tailored to 
the needs of each child with a documented 
risk for anaphylaxis, including any proce-
dures for the self-administration of medica-
tion by such children in instances where—

(i) the children are capable of self-ad-
ministering medication; and 

(ii) such administration is not prohibited 
by State law.

(C) Communication strategies between in-
dividual schools or early childhood edu-
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