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36) FDA > Home > Food Guidance & Regulation > Food Safety Modernization Act (FSMA)

> Full Text of the Food Safety Modernization Act (FSMA), http://www.fda. gov/ Food

4],

&

/GuidanceRegulation/FSMA/ucm247548 htm [2015. 10. 31. # %
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Aol YJARIE, A gAE A Ao #el 71F 3 A Ao ek (regulations:
Al 382 % (guidances) S 178374 A A (Administrative Procedure Act)
of mel Algsteiol gt 2015. 9. 16, AAl 16702 Aldqt= = 15709] 7o~
7} %ﬂﬂoi Atk ol T 67He] At o] A HJ UM E AHEFE) A
T He] daiA e A dxrb 2& Folth HAAH oz JHS Tt
A= 7held s 10707 SAE AL v A AR W&ol disix HEZF 118
Folth. &8E Al FolA dHEAQ] AL AEE YA TE
(Current Good Manufacturing Practices-CGMPs)’ 3 ‘Al5-& & 8-¢-F=A| 23] 7]
39 ‘2] Al o) AbdA AL A H (Information Required in Prior Notice of Imported
Food)' 40) ‘213 = Atz o] A4 Bol 2 tFHa & 7|%(Criteria Used to
Order Administrative Detention of Food for Human or Animal Consumption) 4D
‘TA7IEY 2, BRE 97 27 A (Record Availability Requirements:
Establishment, Maintenance, and Availability of Records)42)o]t}.

37) olo] #3k Y82 FDA £¥ o)A AAAR #Z . ‘The Food Safety Law and the
Rulemaking Process: Putting FSMA to Work’, [2015. 7. 132+ ¥&44, 2015. 10. 31. #
3]

38) FDA > Home > Food Guidance & Regulation > Food Safety Modernization Act (FSMA)
> 'FSMA Final Rule for Preventive Controls for Human Food’
http://www.fda.gov/Food/GuidanceRegulation/FSMA /ucm334115.htm [2015. 10. 31. #HZF
ZAA].

39) FDA > Home > Food Guidance & Regulation > Food Safety Modernization Act (FSMA)
> 'FSMA Final Rule for Preventive Controls for Animal Food’
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm366510.htm [2015. 10. 31. HZ
AA].

40) FDA > Home > Food Guidance & Regulation > Food Safety Modernization Act (FSMA)
> Information Required in Prior Notice of Imported Food
https://www .federalregister.gov/articles/2013/05/30,/2013-12833/information-required-in—p
rior—notice-of-imported-food [2015. 10. 31. =& 4.

41) FDA > Home > Food Guidance & Regulation > Food Safety Modernization Act (FSMA)
> Criteria Used To Order Administrative Detention of Food for Human or Animal
Consumption
https://www.federalregister.gov/articles/2013/02/05/2013-02497/criteria-used-to-order-adm
inistrative-detention—of—food—for-human-or—animal-consumption [2015. 10. 31. &7 41].

42) FDA > Home > Food Guidance & Regulation > Food Safety Modernization Act (FSMA)
> Establishment, Maintenance, and Availability of Records: Amendment to Record
Availability Requirements
https://www.federalregister.gov/articles/2014/04/04/2014-07550/establishment -maintenanc
e—and-availability —of-records—amendment-to-record-availability-requirements [2015. 10. 31.

HZ7M].
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43) Ul% AA o] YA EA o] IH o)A F4+= [http//www.regulations.gov] ©]T}. o
5o AAF | “food safety modernization act”S U#H3I AEFEE  ‘proposed

ruleO]F/}"’ sty 2015, 10. 31 @Al o FH At AP Fl 14319 A PH
(regulations)¥} &% (guidances)©] 7A€},

44) id.

45) ‘The Food Safety Law and the Rulemaking Process: Putting FSMA to Work’, [2015.

7. 134 HFS4A, 2015. 10. 31. HFTHA]

Title 21 - Food and Drugs > Chapter I - FOOD AND DRUG ADMINISTRATION,

DEPARTMENT OF HEALTH AND HUMAN SERVICES > Subchapter A -

GENERAL > Part 10 - ADMINISTRATIVE PRACTICES AND PROCEDURES >

Subpart B - General Administrative Procedures > Section 10.115 - Good guidance

practices.oll 7" &S et}

47) The Food Safety Law and the Rulemaking Process: Putting FSMA to Work’, [2015. 7.
134 # &4, 2015. 10. 31. HZA4].

48) id.

49) id.
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4. FSMA A5 gl Has AEtAe] F2 e

enpbrl A= 2009. 3. 14, thEE A E kA A F-2d Wk President’s Food Safety
Working Group: FSWG)S ZAsta PgH 2pdolA] A EkAHA e F34
olal ERAA MHEE s IS FHet7] ATt FSWGE 37HA 9] 3

A AESE QMGG =Y, A9 A (prioritizing prevention), ZFH=3 H3jeol 7

N
=

it

o

3}(strengthening surveillance and enforcement), t-$3 E- 7§41 (improving

response and recovery)©| L7l o]t} 50)

<H 2> FSMA HIES Sdff Bate ASH =2 WE

g 24 ‘UHEUA g2
FSMA a5 23t FUAS0 e SH 23 BHa+=3E
Us Hd HI3AH A MRASHE

D) el 54 1 g ellA e s

FSMA®] Fa3 ®slt & shvbes 29d 250 Al EA1H o dArjs A
= W, i ARAR7E ol& Qe valE AU Aol dele T At H
Ak o] Fof o5 Igtstr] 9lgk whAg WA o] o) g2 %] o A (reaction) A A
2l d¥(prevention)d]l A& Fv HIWHOE HIS AEsdtte Aol
o5 add 7|4 Fod AL FSMAE ‘o (prevention) o] 8t ZTHAL A}
Al e FHWHAAN =dHe AR

o= Holth AR A2 fFHedA
=95 7] /\]X—}ﬁ}i’iﬁuﬂ, FHAFHAA AP e A2 gRlHAY T
Y(le champ des risques suspectes)el] %
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50) President’s Food Safety Working Group (FSWG) > About FSWG
http://www .foodsafety workinggroup.gov/Content AboutFSWG/HomeAbout.htm [2015. 10.
3L HAFHA.

51) Chris Waldrop, “Protecting Comsumers through new regulations, inspection, and
verification under the U.S. Food Modernization Act”, in Sam F. Halabi (ed.) Food and
Drug Regulation in an Era of Globalized Markets, Elsvier, 2015, p.164 3.
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S} Bk AdE A oiRF st F gle AFNE A Aol
Ag5E A MR 19 FPe M st 29 A3 RE GG
EAFE Aotk eln ARAPA 2L o AAE A4S 20T b
HE duta 2ok #3e] Aol Al A4d] HolE AAew AEH ¢
Holup FRARATY dHe 54 B FHAE Su 54 9
AT GRAIIE Bk S Bo] FAANEG FF AAHA IR A
b gl o Frkskel AuFel w Aol o A TR F dvke
g 2 $Ut oY@ wANA AT = U WP St @A
£ BAIE wRE golth $H Foke AGEA W FARES A9 F 9l
52) Francois Collart-Dutilleul, La responsabilité de lindustriel : a propos de la mise en

oeuvre du principe de précaution dans le secteur agro-alimentaire, Revue générale de
droit, vol. 32, n° 3, 2002, p.747-757. & 53| p.748. AFAd ¥l 2= (Le principe de
précaution)2] 7id Ao #sjA= V. O. GODARD (dir.), Le principe de précaution,
Paris, éd. MSH et INRA, 1997, Ph. KOURILSKY et G. VINEY, Le principe de
précaution (Rapport au Premier ministre), ed. O. JACOB, 2000; M. BOUTONNET et A.
GUERAN, <«Historique du principe de précaution>, in Le principe de précaution (Ph.
KOURILSKY et G. VINEY), prec., annexe 1, p.253; L. BOY, «La nature juridique du
principe de précaution>, in (1999) 7 Nature, Science, Société, no 3; G-]J. MARTINA,
& Apparition et définition du principe de précaution>, Pet. Aff. 30 novembre 2000, no
239, p.12. =,

$8le] eAlel #3F A2 Francois Collart-Dutilleul, (2002), p.750 3. A A, L& XX
22 9)3l(risques inconnaissables)”} o™, olo] thaj A= WA (Fkr) e Q= (principe
d’exoneration)©] A-gHt} E41, A== $dl(risques suspectes)”t o™, o]o] thal =
oA W32 9 (principe de précaution)©] H-EHTh AlA EQl® $8f(risques averes)7}
e, ofo] s = WX (P12 Y3 (principe de prevention)e] A-&Hrtl A @A
st® Y3l (risques realisés)7F o™, olo dEAE 3 E(EE)S DA (principe de
reparation)©] #-& %},

54) Cass R. Sunstein, “Throwing Precaution to the Wind: Why the ‘Safe’ Choice Can Be

Dangerous,” Boston Globe, July 13, 2008.
55) Cass R. Sunstein, “Beyond the precautionary principle”, University of Pennsylvania
Law Review, 2003, pp.1003-1058.
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56) A& 50 2014. 2. 4. AR FE 197 AEFTY AR e 2 EAHRE 9% A xete]

895 %%, Federal Register, Designation of High-Risk Foods for Tracing; Request

for Comments and for Scientific Data and Information, http://www.fda.gov/Food/
GuidanceRegulation/FSMA/ucm380210.htm [2015. 10. 31. HZEHA].

57) Neal Fortin, “US Food Safety Modernization Act: Implications in Transnational
Governance of Food Safety, Food System Sustainability, and the Tension with Free
Trade”, Duke Environmental Law & Policy Forum, Vol. XXV, 2015, p.316,
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& BAHAE Astsly] Aste] AdAE A AL AR S NEE e
Ak 2l AFAIAEA A AERd Aba v RS A9 TAlE AES
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59) Neal Fortin, Food Regulation: Law, Science, Policy, and Practice, Wiley, 2009. p.457.
60) ©] WELS ‘Public Health Security and Bioterrorism Preparedness Response Act of
2002’] ¢},
http://www.gpo.gov/fdsys/pkg/PLAW-107publ188/html/PLAW-107publ188.htm [2015. 10.
31, HEA M.
61) W= E A H(FDA), Home > Regulatory Information > Legislation > Bioterrorism
Act of 2002, SEC. 305. REGISTRATION OF FOOD FACILITIES.
http://www .fda.gov/RegulatoryInformation/Legislation/ucm155769.htm.
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62) Chris Waldrop (2015), p.164 &=
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64) 21 US.C. 334h)(A) F=.

65) 21 U.S.C.: Food and Drugs. § 1.377 #%.

66) TRl FA e Goh-E2A 4 (infant formula)el thel AT AFH o7 91 ¥ o]
¢t} Renée Johnson, Food Safety Issues for the 114th Congress, Congressional
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[Abstract]

Changing food regulative system and perspective

by enacting US Food Safety Modernization Act

Wang, Seung-Hye"

Foods that are traded as a commodity move across the border. And the
food safety problems are spread across the border. However, the food regulation
to solve this problem is restricted in the national border. To tackle food safety
problems, the US FDA’s Food Safety Modernization Act (FSMA) was signed
into law by President Obama on January 4, 2011. FSMA is regarded as the
most sweeping reform of US food safety laws. It aims to ensure the U.S.
food supply is safe by changing the regulative focus from responding to
contamination to preventing it. FSMA focuses on the following tools.
Preventive controls, risk-based inspection, qualified third party accredition,
imported food safety, mandatory recall. For the first time, FDA has a legislative
mandate to require comprehensive, prevention—-based controls across the food
supply to prevent or significantly minimize the likelihood of problem occurring.
FDA has new tools to ensure that imported foods should meet U.S. safety
standards to ensure the health of food consumers. Importers must verify that
their foreign suppliers have adopted adequate preventive controls in place to
ensure safety, and FDA will be able to accredit qualified third party auditors
to certify that foreign food facilities are complying with U.S. food safety
standards. Furthermore, FDA has mandatory recall authority for all food
products. The agency has other new authorities that are also in effect:
expanded administrative detention of products that are potentially in violation
of the law, and suspension of a food facility’s registration. FSMA provides a
framework in which FDA can make up transnational regulatory system through

mutual recognition and cooperation.

* Research Fellow, Office of Global Legal Research Korea Legislation Research Institute.
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However, the FSMA regulations and guidelines for enforcement do not
equipped with. The relevant rulemaking process is underway. Despite the
change through the FSMA, the individual food components standard are not
changed. Because of these reasons, the US Congress continue to discuss the
matters about the use of growth hormones, nanotechnology applications for
food item, novel food materials standard and consumer information. While
watching these changes, European Union has raised the same issue with the
issues raised in the US Congress. Korea also need to apply a preventive
regulatory measures for imported food safety management. Korean food safety
authority can reinforce the surveillance capacity by taking the advantage of

the third-party certification and by utilizing a mutual recognition scheme.

Key words : import food, food safety regulation, Food Safety Modernization Act,
Mutural recognition of hygiene verification, Local inspection, third
party certification







