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Food

Background on the FDA Food Safety Modernization Act (FSMAY

Frangais* | Espafiot” | 22307 | Jtatiano® | Portuguds® 1 € s | Pycoit” | BAE P ine® | R P eV

ut 48 million peaple {1 n 6 Americans) get sick, 128,000 are hospitalizad, and 3,000 die gach year from foodborne diseases, according to
t data from the Centers for Disease Control and Prevention. This is a signfficant public health burden thet is largely preventable.

The FDIA Food Safety Modernization Act {FSMA), signed into law by President Obarma on Jan. 4, enables FDA o better protect public health by
strengthening the food safety system. It enabiss FDA to focus more on preventing foord safety probiems rather than relying primarily on reacting to
protlems after thay ocour. The law also provides FDA with new snforcement authorities d hieve higher ratex of corapliancs with
oravantion- and risk-based food safety standards and to better respond to and condain problems when they do occur. The law also gives FDA
irporbant new teols to hold mported foods to the same standards as domastic foods and divects FDA te budld an integrated nationa! fond safety
syster in parbnership with state’ and local authorities,

Building a new fasd safety systern based on prevention will take Hme, and FDA& is creating a process for astling this work done.  Congress has
astablishad spadific inplementation  in the legisiation.  Soime authorities will go Inte effect quickly, such as FDA's new authority to order
companies alf food, and others reguire FDA to nrepare and issue regulations aad guidarce documents. The funding the Agency gets sach
vear, which affects staffing and vital operations, will alse affect how quickiy FDIA can put this legislation into effect. FDA is committed to
fmpernenting the requirements through an open procass with oppartunity for input from 3l stakeholders,

The following are among FO&'s key naw authoit

s and mandetes, Specific implementation dates spacified in the law are noted In parsntheses:

Prevention )
For the first time, FDA wili have & legisialive raandate to require comprehensive, sdsnce-based
mardate includes:

praventive controls across the food supply. This

« Mandatory preventive contrels for foud facilities: Food facilities are required to baplerment a written preventive controls plan. This
nvolves: {1} evaluating the hazards that could affect food safety, (3) specifying what preventive steps, or controls, will be put in placs to
significantly rinirdze or prevent the hazards, {3) specifying how the faciity will monitor these controls to ensurs they are working, (4)
mengaining routing records of the monitoring, and (3) specifying whet actions the facility wilf take Lo correct problems that arise.  (Final
rude due 18 months following enactment)

» Mandatory produce safety standards: FDA must establish sdience-based, minfmum standsrds for the safe production and harvesting of
fruits and vegetahles. Those standards must consider naturally ecourring hazards, as well as thoss that may be introduced sither
dsinfentionally or intertionally, and must address soil amendments (raterials added te the soil such as compost), bygiens, packaging,
tarnparature controls, animals iy the growing area and water, {Final regulation due about 2 years foflowing snactment)

« Authority to prevent intentional contamination:FDA must issue requiations to protect against the intentional adulteration of food,
including the establishment of sdience-based mitigation strategies to prepare and orotect the food supply chaln at specific vulneralble
points. (Final rule due 18 months following enactment}

Inspection and Compliance

The FSMA recognizes that preventive control standards improve food safety only to the extent that prodacers angd procassors comply with them,
Therafors, i will be necsssary for FOA To pravids oversight, snsure compliance with requivemants and respond effectively when problems emergs.
$4 provides FOA with important new tools for inspaction and cormpliancs, indluding:

s Mandated inspection frequency: The F
the fr ancy of inspection o increase inmedial
no legs than every thrge vears there Within ane yesr of
double those inspacions every vear for the pext five years,

& Records access: FDA will have access to records, including industry food safety plans and the records frms will be required to kesp
documenting rapleventation of thelr plans,

¢ Testing by accredited laboratories: The FSMA reguires cerlain fond tasting to be carried cut by accredited laborstories and directs FDA
o establish & program: for faboratory ao tion ko ensure that U5, food testing laboratories meet high- guality standarda,
{Estabiichment of gocraditation prograrm due 2 vears after enactment)

SMA estalilishes & mandated inspection fragquency, based on risk, for food facilities and requires
ities must s inspected within five years of enactment and

trnent, the law directs FDA o inspect at least £00 foreign |

Response
The FSMA recognizes that FDA must have the tools to respond ef sely when problems emerge despite proventive controls. New authorities
inchade:

e Mandatory recall: The FSMA provides FDA with authority to jssus a mandatory recall when & company falls to voluntarlly recall ursafe
fond after being asked fo by FOA
Expanded administrative detention: Th
potentially in violation of the law {adn
Suspension of registration: FDA
serfous adverse health conser
after enactiment)

@

SMA provides FDA with 3 mare flexible standard for administratively detedning pr
niion st neadure FOA uses 1o b ot fond § b
£ if it determines that the food pi
t is under suspension is prohibired from distributing food, (Effective & months

end reg
fio A facifity the

®

@

WGE

?

for fagl
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after enactment).

imports

The FSMA

auth

Enh

The FSMA huilds a formal system of collaboration with ather poversmant agendies
FRLOYHY

sives FOA unprecedenied authority to better susure that mport S, standards and are ¢ o LS. Cons Ny

nclude:

products rest

oritic

o Importer accountability: For the first tirne, imnporters have an explicit responsihility to verify that their foreign suppliers have sdequate
areventive controls in place to ensure that the food they produce is safe. ‘Einal ragulation and guidance due 1 year following enactment}

o Third Party Certification: The FSMA establishes a program through which qualified third parties can cartify that fareign food facilitles
comply with 1.5, food safety standards. This certification mey be used o facilitate the entry of imports. (Fstablishiment of a system for FDA
& recognize accraditation bodies s due 2 years after anactment)

» Certification for high risk foods: FDA has the authority to require that high
cortifination or other assurance of complisnee as a condition of entry into the LS,

&« Voluntary qualified importer program: FOA ¢ Hish a volurtary progeam for importses
artry of foods from participating oporters. £ s fimitad to, among oty things, inporters
Grplementation due 18 months after enactm

s Authority to deny entry: FDA can refuse entry inte the 1.S. of food from a foreign faciity It FDA s denied acosss by the Tacility or the
cotntry in which the facifity is located,

& mported foods be accompanied by & aredible third party

at provides for expedited review and
Tering food from et Faclities,

anced Partnerships

. In didng so, the stabuts sxpli
ssalth goals, The following are sxamples

both domestic and §
e way to achieve our public

s that all food safety agencies need Lo work togather in an ins

of enhanced collaboration:

Ardditional pactnsrshi
cormsortium of laboratory netwrks, and ta im

o State and local capacity building: FDA must develop and implement strategies to leverage and enhance the food safety and defenes
capacities of State and local agencies. The FSMA provides FDA with a new multi-year grant rechanisr to fadlitate investment in State
capacity ta more efficiently achisve national food safely goals.

s Foreign capacity building: The law directs FDA o develop & comprehensive plan to expand the capacity of forsign governments and thelr
industries. One component of the plan is to address training of foraign governments and food producers an U8, food safety requirementa.

» Reliance on inspections by other agencies: FDA s explicitly authorized to rely on inspactions of other Federal, State and local agendies
to meet e increased inspection mandate for domestic faclities. The FOSMA alee allows FDA to enter into Interagency agreements o leverage
rescurces with respact to the inspestion of seafood faciliies, both domestic and foreign, as weil as seafood mports.

are raquired twd

ture and food defense strategy, o establish an irdsgrated

For more infoymation aboul the new law, theck put thees resources:

Food Bill Aims to Improve Safety {Consumer Update) 12

Questions and Answers on the Food Safety Modernization Act

Food Safety Legislation Key Facls 18

Message Fram the Commissioner of Food and Drugs:

Food Safety Modernization Act - Putting the Foous on Prevention (from foodsafety.gov} 15
» What Does the New Food Safety Law Mean for You? (blog from foodsafety.gov) 16

# & # @9

Links on this page:

1. fFapdiFoodSalety/FSMA/GCmMR24Z855 hm

2. fFoodiFoodSalely/FSMA/LOM242858. hn

3. fFood/FoodSafeby/ FSMAAUCITZ42976.bim

4. jFood/FoodSafety/FAMAJUCmZ42962 ibm

5. fFood/FoodSafely/FEMALOM2Z4296%.him

6. fFood/FoodSafety/FSMASUomI43004.htm

7. fFood/FoordSafeby/ FSMA/UCMIAZ08E hm

&, fFood/FoorSafely/FSMAZUCZ436358 itm

o, fFoodfFuodSalaly/ FSMAULM243704 . him
10, fFand/FoodSalety/FSMA/ucm243806.htrn
11, /FoodiFoodSefety/TSMA/UoM24567 Lhtm
12, htip/{www fda.gov/ForConsumers/Consumeriipdalas/ucm2ay 758, htm
13, fFood/FoodSafety/FSMA/uCm233506. htm
14, fFocdiFoodSafeby/FSMAAOMAETE3L Hm
15, b fewew foodsafely. govinews/sma. by
16, hin/fwww. fondsafety gov/blog/fema. himl
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