1. FDA AJZON SILISIFSVA: Food Sefety Mbdemization Act)*Q] £ LI

201099 12€ 21¥e] oo S3d A=ZhAH(2012.1.49 2n8}m}
o] ] ‘?-M S} d% Aol 83}~
A

]_
Rt
ZA v=e) AE e

1.1 %3 FA

H2Z, FDAT AF3w Ayt 24 ZZZo|a & 7|8 5Fo=
g TAE a7 HE AT 2 HU

|
AAE HAgeA ste Aotk A 7] #dte], T HE HAFHAE
el AAte Ax BN BAHE AGLIEL

SHE AP £ A EAAY 2AE AUk IEHEE o), B

=
28 A%, odd AY ZAAE T & Y= AYS FPIES 27
a3 -
% We w3 FDAR stolgd Azhe AW wE Ao 9388 Hagsls
S Hd) Az FAFE ALH S 95 Fopo] EYE T AFL
FYHES s A
AE LA9E HASste AYS AFHAV AEF 3+ o] AEF W 7E
e AFARAAY ArgE o FuA S =Fo) YoiA W UFH o
AE7F 5 Aok



1t

3t 7

o]

T
T

a1 Ao FDA

S

AALZL

T
T

A

B

tol FDA 24 #49)

S

[AE HRo R

o3
i

4

=24 Hd

de

(e}

el 7

;o.._

<
o

mr
IH

ta A FDAS] 7e< 93] Alast== Jf

S

o 1 7Ee o% 23

sk, v% A4 2%

r

3

g 3
=

bof obele] 2

S

g 4

LIS
- T

&t S A7l

=
=

o= AU =717 FDAS ZHAL

)

olv] 3}

=
=

oj# FA
s

ks
}



SbA Z XA

3T
=3

]

A
a

|

Z239e FDAZL FBECEA F99A7 7443

N
Nd

olo

FDAS] &7

T—
T

5

of FDA&

7] W&

15 AFNBHe ¥ Ax

Bl

= 99

olgbar AAstaL ATk o

o7

7

o B

1l
un

ol
Kl

o~

ol

=M
1

Bl
K4

ol
HI

<l
Ql

G. 1 o] el 4%4 AW FA7L dep} A2

18] (Centers for Disease Control and Prevention)e] < &}

RE QT (=) 6% =

=1}
ki

1) Wl Zzjar, 128,000%¢] YHLE&

Z]
S



Sl u]_

N

[

S A= o

)
w2}, FDA

R

G. 2 9§ o] ®eo] 2ast7?

o
o

o

Up

I

A

N
o
o

T
oy

G
e

X

lg

Mo
Ho

Hin

<]
|

dE So, Hx=E, FDA

&l 7]

Ut

=

oz

1=

o F8 W& FAYY?
o] oAl 744

G. 3 ©]

To-

NI
FE
aN

oR 7

\a

o

i

™
)

"

To
N

o Hhell 7]

=

33l 9tk FDA

S

af oF

o

FDAZ} AZFJAE drly A5 AL

AN

ox

+
ol
—~
I%e)

W
o
o
X

o

Hip

| .

1, FDAE

°©

stel g 2lFe] 4EAA

S

=

=

A% AZsoRn
bl o]5

°©

ARe & A3e @A WS At



a8

—_
file)

—_
file)

ﬂﬂ

70
ol

M-
o}

B
oF

ol
Ay

Ho
Ho

—

4717re) 74

T

T

wh} A 7to]
g (o))

31717k A]

°

o]
=

T

o] ®oll FAHA A

=

A A

A

A =Hd

S

o} =

-
19k

A
a

L.

T

SER
B} #5E FROE oA E A

T
] 3] of] A

k<]
pud

=

2o AFAAZE v

gk

o

5

Q

.

=

hyl|
WS ¥3ste FDAS Foist

G. 4
o]

ol A

e,

o,

b
il

o]

o] @ AP,

—

H XA = 3 8%
o] FDAY #HA} 7]
ol=, FDA7} t

el
10°

7} A}

=
T

o
3

<)

P
) BN

el

]

F

o

(¢}

=

of REe o FAY %

T

[

T2 7

=

—_—
T

3

]

122} FDAO

A} e
L
=

<)



G. 6 ol We +9 4F

o

Avh} LA L7

d

|7 A&BAe 1507) o3 =7l2HE 2= ¢ 259 dd9s T8

A&EUTH 2AZokd sy (FSMA: Food Safety Modernization Act)
< FDAC] o]t ¢ %] vl=9 7]Fd F&sta v AH| A}
Al ?l A AFo] HEE stz AME2E FHE FAAFUST. 5 Ho

FAAA A FYYAE 159 9T FFAAL HF FAS AT 3
Bala g B AAE 2EAEAS YFselol At

A miel YAE Ave AFel vl wARE A Ard
Sith. FDAE 94€ 9E 9F gatRels of Az
99 AHsD wF AARLTANE B o] BE Do)
9. o

= o x o2 v O
i o od P
2 e T_n'j
& Ho

[‘

rlo

)

-

2>

it

ol

£

it

&

mlo

A

Bl Ho

[

4

H

i

ol

ol

Kl

%9,

Ij)

L

In)

=
Ht
i,
ifi
=
¢ >
ok
=
ry
il
X
1o
n
o
i)
do
o
55
o3l
rfo
H
IN
o
rifd



~
f]le)

st gatol 7]

Aol

= %

2|7t Ad

ki3

a1, 19

2 Ays

2l A%

w7

7]

L3

o Aol YU

L.

[QFNE

Hok g7t

_g]

IS
¥
1

=]
E

ARy F=AA T 3
h}

3

3T

™

A 32 217

L 247 BolE A A7A BE HEoR AFEA QFo] R
) 4

T

T

o)
=

2.2 8+
F.1.2 FDA ZAA}e} #Eddle] 9 Fo] Xay=Eurzp?

F.1.1 FSMA°| 5% 8732 A=
FSMA ol A

FDA AALe Afd+= 850 F3HHA
FDAS]

7}?
Bl-&

W FDA= ZF A A= A& A 60

oJ o] AHlrAH (Federal Register)dl] 2131

I

T

arsfof

oS I
= ©

O L
2T



F.1.5 8F& dngdyr?

o4 BAEA FkHFUTH FDANNE sttt 8ol 23 Ao AleH
s P 2Fe TRy

2.3 A/ H EF

HN

712 4 7S o] &
IC1.1 FSMAdl+= AAF 2 Z5o] g3k 2 1A FA-o] IdH5UTh A2
TAAN= oE Aol AFY7L?

Ud?ﬁ FDAS] 74} Ado] dAddsUT WEol m=d 2As 99
464 S AE AHe AnA AW gAZRE 59 ool 7AE W
A olF 3dnid 1 ol AALE wolel FUT. md 1 vt ®
2 AF ARE A4 AY GRERE 79 oy

o]% 59rltt 1% o4 AALE wrolo} g,

ICL2 &fo) A1 FHake o9 BY7?

FDAGIAE al9] A4 AmA A gszie 1d olyd Axle
A 59 Bt wd Abalok g

ICL3 M= HE “Hs 247 A 7IRF g $A” #8(FESMA
$103/FDCA §418)° m2™ 7|5 ofF HE 7|gke dviy 54700

7155 29 o]

Sl

HE = g 23 gAsIe dsH
A B EE 3= FA(FDCA §418(g))o] WA 5 o

s Jlm
oy o

IC.2.1 FSMAYA = é‘ixﬂ FDAo A 34 H=#E AsHS dAs5Uyoh
BA 34 HEHe ofdH Ao g o] FoH Y7



IC.2.2 A& 34 Al FSMA §206/FDCA §423°] ¢ A3 FDA ZA 34
7 AE&EA ZHFY7?

FDCA §423(a)9] w2W FDAE WA 2% FEo xdH3 342 A3}
AR A A-FafoF Ut A YA}
AT AEFS FFola AEHoR

24, ] S =
e TAIIE AFE 4+ FDA= FDCA §4230] WAIE v} 2o
./_'[:

[C.3.1 FDCA §415°] 9 A3t FDA9| SE=s&joF sl= A A|AoA 3t
a 7 WY A= Aok sk A7+

FSMASIME $%o] Bad Ado] 2dnith o 244 39 108 197 H
129 319 Alolo] AESHEE FDCA §4158 AU o FHe
2012d 10¥€-12€] HE=E Aot

Fd HES Aol gt AEe 55 ERIEAN v i AF 54

R FES RS T AAECA AEFS VIS el AdHeE £

T 9ES = dFE FDAC FARU E3F HES FDACA 2] <

7 oA%E ARSEtd WA 7IEe A AU Anvr AxF Aol AF

oA FEHA RS FAT 5 A=S se Fd A= FAFYT
2.3 o



A= U ol FA7E AAE g2 o Ha A=A EYEHoF &

P.2 FSMAS] oAzl AEF& Ax, 34, T v BRIt AL 4
U oEA AYS 2] F ol o Y7L

FDAGIAE sldss =E Ao ALe 448 & 99e ¥
d EAE AW 2 olAY F BA A oFoiAE RUHPSE
= g3 deUch sAW Aduit 9ot o BA7F BEY
Webd 7 Afe N8R Mo AER BEd 9@ BA 2ol
gy

olsiwt wAE WAANA o & Abgo] A
oA  CGMP(current Good Manfacturing
T AF Ax 7ID)E AE 58l gy

ol AGel A4 o
AgEn ger A

] d
Practices: A 4 7A77)

FDAOIA 87 AleHS TFdte AT 73S 43X wj7hA] o] 87 AFs
2 AaFz FHEUdg. dAdAAE CGMPE Al =58 oF gyt w3
FDAYIM = AMEF ol B4 87 Atgto] CGMPE thAlgd A= o4
A YUY, 1 o= CGMP7E o 5419 725 4T AYYT

P4 o BA9] ZE Q7 Alge g Aldo HEHY7?

FSMAE AldelA 83k == F2& HACCP &+

FEQ B B AAE FEZF vl 242 Ay 5 Aol wE UWM 7
" 87 AME ATyt FDA= &% 73

A gl dFEAM HES o)HT

292 7
Agko] A Rolv, HE FHE AR S5

Uk AR o

P.5 F2(Juice) =E 3|42 HACCP 24 27 AMGS Z5d ok st 4
Fol A2 AA #d 4% FA7F 4882Y7



814+ HACCP o] #8¥):

9

o]
_;_’
St
o]
HA
o]
Eds
7:5;!__
el

T I o T T & X
] o B —
W o 3 w . m_.u aalt! 7 < W
x H 1o ™ o o% oy
B = o R T X o W
ﬂ \.W._ ‘Hﬁl ﬂAl o~ ‘m_wm ;O —_— ] wmwo \mﬂ
= T o R Y 0 X i
F T pale S
T Hip ) oy S = N X T OX
™ i T o 2w N R
X < o H_Ar ‘T =) O o ) ~ = Bk
< It ) o T % = T
o (5=¢]
) ) ® B 0 AT Jf = B A
o ° <A BP o ol o o
o b o o o
Nﬁ R o] o s colici) ﬂ ~ e
o TR B N o Nk X
o_e o o ‘Ul ﬂ_OI e T o = @.D XA
- ) A o o= o)) hm < —
KO = o0 = o) Mo I N
= ~ i of 7 F ¥ b o 5 M o
ol X o © il
fo i b T T T m %O BoE o
T Dy S R KA X 7 :
3 - 2 o @% W Jo T B
5 N "N mEE R M9 A
O# B KO = = o] o -
—~ E._O Lt _I_” OT._ X oX ) 1:1_ ‘”A_l nﬁ .
o 3 5 - . N
0 JM xS s I By ﬂrADn? o
™ < ) O o ~ = %_- Bl 1) = R of Ho H
o xx  p WO E e B oo
F 7 ﬂ_rﬂ _.Ex_ Lr.._ ol_ll_Aﬂ o 0 ~ O# &H X \U!
g ST = S O - ey
s 5™ 2 g S ST o w o A
AN ;O —< —
BT oF 9% ~ SPZwe 3T ¥
T et o B X AT DM T A W T oo AR

5757} FDAS)

Aol

=

3}

)=

]

3} AHIFF FAHE B A E(Good

I 7+ ®A o] Fofxof

U*FUT FDAdA = F4HE

I<

Argicultural Practices: GAP)" A
o] o] 7] <

Z
LN



PS.3 #&F< o] AEE €A dsU7

A7 e = AR HH HEFEE ol8steE H =0 HEE TH
3o Be =8E& JeYd AYYY. FDAE &4HE A AR (Produce
Safety Alliance)d}= ©o]E2.2 USDAY &4 vlAEY AMH|~(Agricultural

Marketing Service) @ F49 &t (Cornell University)9} &5 2 Z

FAoZ TH dFs BEH AoEE FAFE FF ¥ 9 ¢t g2 A
Al = SHAl, 4A 2 A8A 5 BRE #AR

o ¥ oHE o] #oket FHH T8 S AHJAY FAH

T 2 olEoUr] HAg ¢ 8

o>, ox
> i

(=<

[P

Tl ek At AW

[.L1.1 FSMA 7t NA FAGA7 & dojor & F8 WA FiEd 74
AY7H?

HA FAPAE o] FrhE FYse AF ATl FHFL HIee =
2a9s 5WH3] AAor It FAROE FAAAE IEHATE
FSMACIA 738l A $4F FEL2 o5 HYUS Host= A3

1.1.2 m]=ol] o] 524 32 A7t ASsZs) o Tz
FSMA®] w2 S E3of 3= BE A= A|HLe oA 1do] F HA 7
A TS AZdor YT A ojm) S2E A A 55 Fr}
HAEHA ke oA 55 A4S o]&d F dFHH



sloF syt

9

31x] ¢om FDAS o}

FAU7A?

o

<)
H

2ol Fololv] o B AFPHI?

BUGCHA 279
3} o] A9

(¢}
o

=

A
S

o}

=

=

i<l

o

G

el &5dA A
2E FAAA

[.2.1 FSVP(

T
T

9

)

—
o

B

Aol iz

It

Al
Njo

¢

X

oy

Ho

[——y
o

i

= wgjle] FDAS

A AFU7?

-

T

7} BH ol J)el

(€]

3

hy:
WA R (Federal Register)oll & alslar A

[.2.4 ©o] Q7 AlgOoZ2HE WA
of wz} FSVPe| t

7 %



AEHY 7

=K

Al

%

= o w7

29 Atold

= 3z
[e) a—

1 A

Z

7h AU

3 <

"

ZZaHe

n=zygn
<%

To
No

FDAol A

)

~
o

SERIREEISEE

KeN
T

[.4.1 A3A 7ARAF 18 Z=

ggoll =W FDAE A3A A7}

307 %=

AN 7)1&H o

T
T

5

g

0

qr

T
2

_
"o

1

o

T
| .

HEo| = FDA

AR o

.

3l oF

PN
TH

ol
G

54
A a7 A

=)
~L

=K

0] WAE 79 FDAJ

o 8 =

SIEE

= XA
o

[4.2 89 TAA

712

S
H

3l oF

TH

wAbAke] At o

Ho

ol
o

=) FHajoF BTk

FDAJ]



[.4.3 ZAAbE A R E FDAC Al=sloF gy7t?

VI A DA L DAL B Geide AAEE g DA
Z 0 |=] }‘_:_

o 3t

el @Y 718 2 AE= A3A A AFe 2 syt

N

ol

[.4.5 VQIP(Voluntary Qualified Importer Program: A A4 YA
z2ad)olgt ol o] =23 uwjifo FDAoA 3L FF <
AAR ZA &= AL oldy 7y

o] & 302 £&ol| WEW FDA- ApIZolal AHEA 8v55 7RIS E
gt VQIP(Voluntary Qualified Importer Program' AQ AA FA[A =
2ae)e s 7 SAQARE +UT AFo] 0 W A3
4 BRHES Aok PUL. FYAAAAE VI FAT - A A
Ag dodd A E ASAERFYH FHAME YIFWS ALY HFS T
d BAc gk DAE Y 29 49 4 43 F9AA

27} AAe Relgnh A=e WEd d2w FDAE VQIP A7)

QIP
5-4 ol WE AR Bl FuTh

o] 91U FDASIME Q17

=
Frate 7 A% 99



A A E=

S

o] 9l

o AA o]

~d
- N W AR
% T L2 TETR
w T (e o T T F ujn S
" i o ﬁ P X
Jo- = ol W o fat W o T
z 23 rEad TEEE
= T a0 <R o 2K
Z T ol oy O T Bl I
. = =Y TS & mo mo_ B e O] . ol
T T NG 5 ¥ 5
ay _ o ™N ol < o_e‘ur o] o ml/.l JZILIUIJH
o o P 2 a o R R N J
S m T . = O ST S )
N ol X « ol I T o | o ~ EU ok 2
o mm_ =K s I = B % % ok Eﬂ_e mo mm m X
> 73 W b5 0 R g
- N X T : op y 4 e % 2
o H_AI E._ ﬁA " Wﬁ o ~o ﬂ_ma \UI k] ﬂ_l 1
do oz P = o T e RO = 3 .
ol I [ A Cl dl I ° - { N - A e TH
o e — ;. w b o B Een =
ﬂk_._ ™ I,ﬁ O ‘UI \m..ﬁ < On“ 1_|1_ ~~ == X ﬁa
—_ AT o I ‘m./l o %#H —_— ~ X ;O,._ [=1 1va ‘.:_._ :.L —
) & % h T o dE 5o oo
7o = = = o No oR 0 __ﬂ ™ <r Wu o H
N Mo A m% & W © T . N
o T EE G oW E o T opE T
x o P X S -3 =7 U2 s XTI i
2 p T T I W= A E R .
o mﬂ ~ A ﬂ a) ;o.._ =5 X —_ 0 — oy
= — % < m, aj 1o . < o° <
= H A o o ol ) 3 N 4 <
. < ° ™ =N TR i nr = . _ K —
M ~ R - N (- Sy 5 g o He T
— ., e < e :.LO LO TH .MA_I nmE OL — — XH o ‘Iv_Al
o — _ = N o = oR A Iy oF X o)) 75 Bm
T B oF — K = W g <I 2
g R T oo R
B WY R -
I



26 dH%E, A, HE B A W3 FF AR A2E AR

M.1 HE, 74 9 A& EAe o494 gdSY7p?

FDAT= W&ol 93 #elEy 73 2 XH FAE A71Ho=z wagdynh
FD&C Act(oﬂ‘j A1, 9ok 2 FAEH)L Sl AAE Aur HE
AU o] HEF 2 ¥reo] oW HE(Family Smoking Prevention and

Tobacco Control Act: 7F 549 2 &) FAH)E FDAY &9 #
st WY R E SFEYEYOL

FDAE FDAS] 9 #E3tE FD&C Act(dW 2%, oJF
H) e 7lE HEd WAE HES VIV E 4

Y A %} (Administrative Procedure Act)ollA] &
Ae SEIUT A7l dudoz AF FHL
TR g HFY ogAS Wwgstr] g %
(notice and comment rulemaking)" 7 9] A

WMol A, FDA 748 FD&C Act(2E, SJoFE 2 sg%w)e] L3
A gEyHh

FDAE "$4 A3 A*(Good Guidance Practice)" T#AolA L dl+=
ZAxte] wEl FDA RS w3ttt FDA A H e A dgo] s
718 A AHE AW Ao=m, AL FHloly FDAC WA= +
£5o] A FFU



O
ol
i9
s
o3
lo

O

05

i g
=

Gy
(@)
(@R
@
=
=R
=
(@)
0w,
w0
28
@
=

_{
X
=

e
o

ld

A

o] gt ’i‘/ﬂ"ﬂ 53] #FxE A=

T35 oA

AMAHA, LA e FE A4

AALA A A} 93] AME-EH = 71EF T4

M.3 ¥SxE = oA 27

http://www.regulations.gov29] Z1A3}4 A L.

Regulations.gov <& #H o] XA A %01%7 dAT A dAGof] Y=
"Open for comment(&]7d )" SIS AESHAIL. T8H A&
2= 2ol vl AMELUT, A 75347} FAET U 3w ul 9o
N ZHE AEele A Ay HAE £ 4 AFUH AFHE AE
T2 IR 29 AsstHE ald g o A= TS HdHsHHAIL



ol oelnedt J dEHES AEZL TEEF FHoR 3 Ago ok
s}eats AWtttk o] AW AF ok Al &8 (Bureau of
Chemistry)®] AlZte] STt 7|8 8 o]+ vh=3 2o

1880

n] FERo i 3}8tx} Peter Colliere 2% WX Aldd t3gk =44l
AL o] %o, =7 AFYFH S FHAE As 5 ]
AERQov, 1 % 2593 10010 d= AFYeF Wete] 93l 4A

At

1883

Harvey W. Wiley7} ASHA &2 33 EAS AFHEAZ ALETH

W B 2ol el FEHE Selo] AAste] WE SR 9
BE A} Dr. Wileye 283 BEA71 2%l AleE = =X, 28

ol £Z Axr} ¢hkAFA ] Ik FA o] F=EATh 190290 o 39

AE Ages e 5}@%4 4E Wz ATE FUsgor, 2naE

1 ofokF2 7} FIb Alolg *}7JEH7} Lz
T35 Upton Sinclaire] A&4< A=

H ] B
oF MAE 229 AFESIET=E 440 2= %Hl%o} ZukE] Qi)

é <
lﬁ
kd
>~
—‘_l
(i,
:‘o
oi
1>
o O

1907
AZGAG 2ulde] aFEH Aike FANE FAYo)
Me AFol A8 4 doka LA TR Ax



et F e Zaew EdHe =, AFol &5 FAAHGHAD
3} sstEFZ(AT)o] 2A0Th 19309, = Ao 9 A
= dAHY stoll A AFYGH(FDASE Fo44 FE2A HIUT

=] ©
qe

At 2F oo sPEF(FDCO)Hol o3lo|A FH= AT (1906d% Hel tiA).
EntE Exd ErE HY, EvtE 9= 93 2o AFE J)Fo| F

1949
A%, FDAZL A8 A% ARA, 5 “4Fol WA 33t Bho #%
H W AR RS Ao FRAA BE WSS

1952
FDA Z&H|2F AEds A998 = st

1954
H22, WAbs 290l o
WAFs A Adssich @E G A9 A% AY

1958
FDAE ¢k 2007}A|d] E3l= dultr oz obAsitty 1A E EA(GRAS:

‘_" T
Generally Recognized as Safe)?] E22& Hx=g 27tssich

1969
FDAE -, /AR 2 AF Anzs 208 Sdste ARG did 9
A Z2aY Ade fAskAH.



=

=

FDA EX|

FAtt.

1973
1980
1990

o T

<
2=

7A
B Hin

Aulzs, 7

3T

1993
3
1994

Al
a

—
file)

o o

3r

a4
=3

ghoto] Add o7 A

-
X

SFA T

[e)
A 2l HACCP (Hazard Analysis Critical Control Point:

1995

A~
T
=z
<

o]

Ho
—_

0

"
F
k

110
X

F2257°] HACCP (913l
AR 7 A2l ek

1998



2000
FDAE 7FE8HA 2o 27 23 o
8.

[-40

AAF 2P dBES 7

2006
Az A7) A BRFE 9 262 B ASEe 871A] 4dHE71A
2 Fo FfFole BE AES FF BAE gFHo=Z AANESE

2009
TEEH @A (HAF) AL 279 LA AMEH FEEAd ol=
717vA Ardel dE et~ (Salmonella Enteritidis) S EA8t ==

A 3} 3} AT

2010



4. FSMA #83 FDA9 £ 4+ & S (Information available related to
Fees under the FDA Food Safety Modernization Act (FSMA).
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Guidance, Rules, and Notices

A AA BE $£4F  Food Safety Modernization Act Domestic and
Foreign Facility Reinspection, Recall, and Importer Reinspection Fee
Rates for Fiscal Year 2013

Notice; Request for Comments

Docket Number: FDA-2012-N-07991

AA A= AF : Guidance for Industry: Implementation of the Fee
Provisions of Section 107 of the FDA Food Safety Modernization
Act2

Docket Number: FDA-2011-D-07213, comments can be submitted

anytime

AR AEQL B B#E 0 Burden of Food and Drug Administration
Food Safety Modernization Act Fee Amounts on Small Business
Notice; Request For Comments

Docket Number: FDA-2011-N-05294, Comment Period Extended to
November 30, 2015

Food Safety Modernization Act Domestic and Foreign Facility
Reinspections, Recall, and Importer Reinspection User Fee Rates for
Fiscal Year 2012

Notice; Request For Comments

Docket Number: FDA-2011-N-05286, Comment Period Extended to
November 30, 20117

Correction Notice&



Frequently Asked Questions

General Questions on Fees

F.1.1 Is there a registration fee required under FSMA?
FSMA does not require a registration fee to be paid by registered

facilities.

F.1.2 Will there be a fee associated with FDA inspections?

There is no fee for an initial FDA inspection. FSMA authorizes FDA
to assess and collect fees related to certain domestic food facility,
foreign food facility, and importer reinspections. The fee for
reinspection 1S to cover reinspection-related costs when an initial
inspection has identified certain food safety problems. See the
Assessment of Reinspection and Recall Fees by the FDA9 for more

information.

F.1.3 Will there be any fees connected to the new recall authority
FDA now has?

FDA has authority to assess and collect fees for food recall
activities associated with a recall order when a domestic food

facility or importer does not comply with such order.

F.1.4 What other fees are outlined in the new law?

There are also fees that can be collected for administrative costs
of the voluntary qualified importer program, for costs associated
with i1ssuing food export certifications, and for costs to establish

and administer the third-party accreditation program.

F.1.5 What fees have been established?

For each fiscal year since FY2012, a fee schedule has been
established for domestic and foreign facility reinspections, failure to
comply with recall orders, and certain importer reinspections

(please see section below). FDA publishes the fee schedule 60 days



before the start of each fiscal year along with the methodology
used to formulate those fees. The other fees (see F.1.4) will be

established as the programs develop.

Domestic and Foreign Facility Reinspections, Failure to Comply with
Recall Orders, and Certain Importer Reinspections User Fee Rates
for Fiscal Year 2013

F.2.1 What 1s FDA announcing?

On July 31, 2012, FDA announced in a Federal Register noticelO
the fiscal year FY 2013 fee schedule for certain domestic and
foreign facility reinspections, importer reinspections, and failure to

comply with recall orders.

F.2.2 Will importer reinspection fees be assessed and collected in
FY 2013?

FDA is in the process of considering various 1ssues associated with
the assessment and collection of importer reinspection fees as
stated in the Guidance for Industry: Implementation of the Fee
Provisions of Section 107 of the FDA Food Safety Modernization
Actll. Recognizing the particular complexities involved in these
issues, FDA is not in a position to assess importer reinspection
fees until the agency has resolved these issues and will not assess
importer reinspection fees until the agency notifies the public.
However, the fee rates set forth in the notice for FY 2013 will be
used to determine any importer reinspection fees assessed in FY

2013 once the Agency begins to assess such fees.



F.2.3 What are the FY 2013 fees?

The rates are as follows: $221 an hour if no foreign travel is

required and $289 an hour if foreign travel is required.

F.2.4 When do the FY 2013 fees go into effect?

The fees are effective October 1, 2012 through September 30,
2013. As stated in FDA’s September 2011 Guidance for Industry:
Implementation of the Fee Provisions of Section 107 of the FDA
Food Safety Modernization Act, because FDA recognizes that for
some small businesses the full cost recovery of FDA reinspection
or recall oversight could impose severe economic hardship, FDA
intends to consider reducing certain fees for those firms. FDA is
currently developing a guidance document to outline the process
through which firms may request such a reduction of fees. FDA
does not intend to issue invoices for reinspection or recall order

fees until this guidance document has been published.

F.2.5 Who is affected by these fees?
Only those parties in the food and feed industry whose

non—-compliance results in the following activities:

Facility reinspections ? follow—up inspections conducted by FDA
subsequent to a previous facility inspection that identified
noncompliance materially related to a food safety requirement of
the Federal Food, Drug, and Cosmetic Act (the Act). The
reinspection must be conducted specifically to determine that

compliance has been achieved.

Recalls ? food recall activities performed by FDA that are
associated with a recall order with which a responsible party has

not complied.



Importer reinspections —— follow—up inspections of a food offered
for import conducted by FDA subsequent to a previous inspection
that 1dentified noncompliance materially related to a food safety
requirement of the Act. The reinspection must be conducted
specifically to determine that compliance has been achieved. As
discussed in F.2.2., these fees will not be assessed until the agency
has resolved issues associated with these fees and the public has

been notified by the agency.

F.2.6 Why are these fees important?

FSMA represents a critical step in strengthening the U.S. food
safety system. However, there are challenges and costs associated
with achieving the full implementation of FSMA. The fees allow
FDA to recover costs associated with certain domestic and foreign
facility reinspections, failure to comply with a recall order, and
certain importer reinspections. Prior to FSMA, FDA bore the entire

burden of these costs.

F.2.7 How does FDA plan to charge these fees?

For facility reinspection fees, FDA will invoice theresponsible party
for each domestic facility and the United States Agent for each
foreign facility for the direct hours, including travel, spent to
perform the reinspection at the appropriate hourly rate. For recall
order fees, FDA will invoice the responsible party for each
domestic facility or an importer who does not comply with a recall
order under sections 423 or 412 of the Act for the hours spent to
cover food recall activities associated with such order. For importer
reinspection fees, FDA will invoice the importer for the direct
hours spent to perform the reinspection including travel. Detailed

payment information will be included in the invoice.

F.2.8 Why is there only one foreign travel fee rate? Shouldn’t it be

a different rate for each country depending on the distance from



the U.S? For example, traveling to Canada or Mexico from the U.S.

should cost less than traveling to China.

Fees are charged on an hourly basis, thus the cost of traveling to
a country closer to the U.S. will take less travel time, and
therefore, will account for the distance variations and costs
associated. Please see the FY 2013 Fee Rate Federal Register
notice (see link above)for explanation of the methodology used to

determine the fee rate for foreign travel.

F.2.9 Which fiscal year rate will be charged if a reinspection occurs
during one fiscal year and the invoice 1s sent out in the next fiscal
year?

The fiscal year in which the reinspection occurs dictates the fee
rate to be applied. For example, if a reinspection was conducted in
September, 2012 and the invoice was issued in October, 2012, the
fee rate to be applied would be the FY 2012 rate. The invoice
clearly itemizes the fiscal year, hours and rate used to calculate

the total invoice amount.

F.2.10 Can small businesses have their fees waived?

The FY 2013 fee schedule does not contain any reduced fee rate
for small business. However, as stated in F.2.4, FDA does not
intend to issue invoices for reinspection or recall order fees until a
guidance document to outline the process through which firms may
request a reduction of fees has been published. Once published,
invoices will be issued and firms can apply for reductions as

outlined in the guidance.

F.2.11 How 1s FDA addressing the impact of these fees in future
years on small businesses?
A Federal Register noticel2 was issued on August 1, 2011, that

requested comments on the burden of the fees on small business.



The notice requested public input to help the agency understand
what factors i1t should consider i1n developing guidelines 1n
consideration of the burden of fees on such businesses in future

years.

F.2.12 Will States conduct FSMA-related reinspections?
Generally, FDA intends to conduct all reinspections that could result
in the assessment of fees under FSMA, even in the case where an

initial inspection was conducted under state contract.

F.2.13 How long does the responsible party have to pay the fees?

Payment must be made within 90 days of the invoice date.

F.2.14 What happens if the responsible party or U.S. Agent does
not pay?

Any fee that is not paid within 30 days after it is due shall be
treated as a claim of the United States government subject to
provisions of subchapter II of Chapter 37 of Title 31, United States
Code.
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