__________"%__________‘ﬂ-______mﬁwmﬁwﬁﬁmﬁﬁkﬁgg

¥ R

_"_E_jg | - RBER
#ﬁfi#%iﬂ]%ﬁ’é}%g%%%ﬁi%_ Bg

A bE ¢ 11561 2 B E L H47161-23%
& H :02-26531062 ‘
Whas ABRERE /R 02-27877351

10478 . EFER4EE 48 yyel205@fda.gov.tw

£ IL T B LB 2123553

XXE FERABEREBERNEL&

#ExBad: FERAISFIA208

X2 T FDAR % 10513033443

A _ |

B RARERAT RARERR |

FAF B A B AR R @R 10558 A 26 B 4 % % 105000089403 % & 4 14

EFABARAARARGTARRAMEARR R B EE
EFERRBMERT TRAEEEHE, F o TR0
Bhibdopt B B Ao HER o

RARBELEARAAGCHMI0558A260B B LT 8

105000089405k & (#A4oftfF) 32 o

EACVFERABEREHERELNE
Bk - |

%5 LA X

—R (#—H)



SR | S8 ¢ 1059905621

RECEIVED 20816/88/27 86:83

i /

! f

AR

"

%é@ﬂbﬁﬁ%ﬁ%ﬂ o

- , MR I ¢ 4301 Connecticat Ave. NW
- ' #420 Washington DC 20008 USA
RO OA BT S4
s Wiz o (202)6866400

RRE TF 84 tohsu@moen.gov.tw
FXEHFHRE 1054848268 : '
BrFEHE: Sﬁ%-’%‘:ﬁ{- 105000089402%, ( - S TR
i D \\\\\\\\\\l\\\\!\k\\\\l\l
l*f__i _ “ 1059905621

Hn‘ﬁ-"“r 4 X (894, pdf)

CHAMABRER BT ﬁ%(U S. Food and Drug Administration, £
# FDA)E K& R HiReT T & 8 %%#§J$ BB o
HEBLM

&1 I o -

—~BAQ0)F 8 A 19 BHBRYE TEXERLHAN > 24
PE R g %‘ (N http://udn.comfllews/storv/’?GOO/ 1905218) -
XPREEER FDA 8 Ff 2 Mr David Acheson 3 .
£ 2B B2 RALE(Food Safety Modemization Act,
FSMAYH##F (DA E % LR Y- - P o E
EREXSHRANNRERUFARTLERE AR

I W EBAERRARMES - BHBEEER T EERR
- T B
I AR FEMAE FSMA AMAZ - AR 8 B 18 8w
Akin Gump %@gﬁﬁﬁmﬁkﬁﬁ Eﬁﬁ*ﬂ HHEH 8 B 25
ki FERLE SN

A-1050000894-0,dos : %17 #5H

BEFZANFE-S1IHE/ AN HEZIE



SRR EE ' : 3R ¢ 1059905621 .

RECEIVED 2P16/88/27 86:03

(=) TR Rz 2t E(Food Safety Plan) | %@%%W%%ﬁ}-iﬁ
B4 FSMA k3 kb A 880 ﬂ&%ﬂﬁ m
A ATHARR (% 262 H o *ﬁ%%ﬂﬁ o .«BJMﬂ?%%ﬁEA
C BEERALD  HATER R R KR g A &R (covered
L mmmmﬁiﬁ%ﬁﬂﬁ&%é%ﬁ*%%%@@ﬁﬁ%
| 2 4 # (hazard an]alysis)}i?ﬁ Ffj'%?’f (risk-based preveﬁtive
control) + th A SR 2 % sk 4B Ld% tHmz THSRYY
A
Lqm%%%%r@ %%#%Jz%m%ﬁ mﬁﬂﬁﬁﬁ
TEHE L R X mM“Fthiﬂ/‘*#?(Vew Small
Business) + JE £ AT MATH M AR 2015 £ 9 A 17 8 244
'z3$m(W2m8$9ﬁljazw>%%ﬁ%ﬁ§ (2)
w ' # 7 ij"é’: B 3% 15 HA% 7] (Pasteurized Milk Ordinance)#ﬁ,ﬁéi
| B R BREARAN AR 3 RAARS R
500 4 2% A 2 b4 4 % (Small Business) » B4 A4
22 %M (BT E9A 18 B2H) BERRNE @)
_ PR AR BAAHE 1 58 BAQRIEF 9 A 19
B BAHE - dngbiie BELREE T R EE v RIANA
| b i CDEBRBEFTRLALEYS B L (buman
preventive control) &, & & &% 4 & (produce safety)#.§ 5. F
| AR (Receiving Facility) /B B A¥E T HAEHEL S
| A 2 £ (Bp 2017 % 9 B 18 B) AR RY
£ OLHRENEAARWEHALELROARET

A-1050000894-0.doc : B2E HSA

G FERATIIE - S HE/ X N EGEIE




SURFE | | ] S ¢ 1059905621
RECEIVED 2016/08/27 B6:02 »

WRHE N LCEH  RTHRNBALFRZL 2 5N
(Wzmv$9ﬁ1831%)&%1%&%@%$ﬁﬂ
RIBLIE 6 MA N > ARARHE  OLLBREYR
RARBGBHREERTEME L T s Bl &
iﬁﬁ%vﬁT%&Eﬁ&ﬂﬁﬁzlsﬁﬂmﬁ%ﬁ
FitE (4) LHABTLAARGEHAALHRLHA
EETHEM AR EAEE ST RRAGALL
T LoAREETRAGHRARRNRAL 6 BAN  BERE
| EEX - |
(Z)FDA RARREA T4 2 LA E ) 2353 L M AR B
ais FDA HRRERAREHERBUBHLE L &
Sh o TDA e An sk AL ¥ N AT @ & N R L5 ()
B B & # (hazard analysis) ; (2) # & % ¥ (preventative
controls) (B}ﬁ;ﬁﬁﬁi(supply-chain program) s (=t
CE(ecall plan)  G)EBRTRL T HEBNZES
| (procedures for monitoring the implementation of the
preventativé controls) ;\(6)#%&%‘1‘4?;3 2z #2 Fr(corrective action
e | procedures) ; A (7)8R3% 2 7 (verification pr_oée‘dures) o B
At 2 508 G 8T .45 37 2.4k 2 R % (recordkeeping
%@mmﬁrE%Q%%ﬁmﬁ%<ﬁ%ﬁ%%%%ﬁﬁ
FH o e AOBEEFARERT RREIKLANE
oo B EFE - AT BRE AW RARTHEER R B
B dh e B R B EMA T BREM - Hoh 0 M

- A—l&SOOOOESM—U.dm' H3H BRI H

@ EEEATSIE] - S E /£ L E @)




S A |

%

RECEIVED 281E6/88/27 85:83

Rkt R B4 R BT R TR £ R ML)
Wil B2 g AR - REFXELRERZE T
AR - FDA H&AW® FSMA %%zﬁ*mﬁmﬂﬁ
15 5 G- (4 uk B
hitp://www. fda, ,t;:ov/foodeLudanceReg:ulatwn/F SMA/ucm24755 9.
bhtm) = K ¥ 4F#E FDA $#4 fﬁ*%%+%$&$(tﬂmplate)~i%$r

FDA #574E48 » ¥ 2 AL T B #7485 A % o1 S4RH L

R B E AGFHAAF B L2 5K FME T(a facility has
flexibility to format its food safety plam in a way that works best
for the facility, prowded that the plan 1ncludes all required
mformatmn) |
(w)f FDA ®RXEHTE2F 8 RHE FDA M‘M
Al o l#’&?&iwﬁﬁiﬁ'fﬁfjﬁiﬁﬁ/&%%‘é%%@ g iﬁjﬁﬁk»’nﬂi%
KB FDA It E - sbsh - #3812 @(written) ) 3
TTUARALEF M ENEKRE
(recordkeepting) 5 3.5 7T B4 48 o T+ £ R4 (accessible
from an onsite location) &k ¢ A2 €. 4T T A7 ek
(£)FDA wATg AR R FRF R & ol BHE
ity FDA B4R E ) EoERB FDA 2R 45E
RZst 3 A A A Rtk % FDA €479 & (nspection)

BARSELWME S FDA TERERTMH AR

iTousk - FSMA BT FDA RS @B RAMBLMA &

A-1050000894-0,doc ' _ BAE #5 K

AT SAE /1 @ E)

ST

1059905621




- MRET . - RECEIVED 2016/P9/27 B6: 03 S ¢ 1059905621

| | FDA AmEfA BB R ECREAS A5 SRARE
BREALSEE AR TRERREMERE S » FDA 7
RREA M eV

()E%ﬁ%*ﬁm%%#%a&% éﬁ%%%%%%ﬁ

» FDA F 4 2B B 5B B il A B0t %+ iy

%2%§ﬁ§=ﬂFmaﬁﬁ%%%ﬁﬁﬁ%%%ﬁ%%

L kB e MW (%R FSMA FHRALAZE R

*  BHERT ORASBRRFEL TG OB RE
A&l%ﬁﬁm%&%mmmmm 50 E AR LB
1% (access 1o records) «

« i Akin Gump %¢$ﬁﬁﬁ&4&im$ﬁ B 4 ‘ﬁ%?ﬁ—‘?—

é&af_ %i@#ﬂa R AR g S i

A EMARHRALARYEE  BESABYLA
A EBNIRRE  GANERTLAHEE BRFARTAARUARE (44
HH‘F )

%%@ﬁ%ﬁ@%ﬁ

A-1050000894-0.dos WSW AIH ..

BEERATFH-E5H/L I HEYILE




THEEE | : | L rBE 1059905621—
- , RECEIYED 2015/88/27 BG:83 : ‘ ’
RE: (Ref No: 105081.8A03): Inquity about "food safety plan” in the FDA... - B Rl/s

* RE: (Ref No 1050818A03) Inquiry about "food safety plan”
in the FDA's Food Safety Modermzatlon Act (FSMA)

Liu, Cynthia <liuc@akingump.com>.
S 2016/8/28 1907

wr% %mﬁk <tchsu@roea. gov.Iws;

% Rado Wang <cywangl@moeagov.iws 1 & IR <smyangl @moea.gov.tws; smyangzsm@gmall oM
x® csmyang2816@gmail.coms; williamliu0427 @gmail.com ~:w1ll=amhuﬂ42?@gmail came>; Kho, Stephen
<skho@aklngump coms;

O 1w
FDA-2011-N-0820-1979.pdf;

Dear Ben,

We provida our responses to your guestions regarcimg the Food Safety Modernlzation Act (FSMA] below. Please
{at us know i you have any further questions.

Best, . 4
Steve and Cynthig
+++-4"-++++-H-+++++++++++++++++++++~H+++++++++++—H-++++++++++~H-++++-H-++++++

{1} Is tha "food safety plan" the official term used in the FSMA?

a. "Food safety plan” is not referenced explicitly in the Food Safety Modernization Act {FSMA).
Instead, it is mandated by the FSMA Final Rule for Preventative Controls for Human Food
{Septernber 2015) ~a rule promuigating regulations that implement the statute. The Final Rule
is attached. Asyou know, the Fmai Rule requiresthat covered fecilities establish and Impiement
a food safety systam that mcludes an anafysis. cfihazards,nnd lisk-based praventive coptrols, . ..
This food safety system must fnciude a written fdod safe% plan, The requirements for such
plans are now finalized as regulations at 21 C.E.R. section 117.126 (Food safety plan).

{2) What is the Implementation timeline for the "faod safety plan”?
"a. Complianhce Dates
i. Compilance dates for businesses are staggered over several years after publication of the
Final Rule {published in 2615). '
1. Verysmall businesses (avetaging less than $1 million per year (adjusted for
inflation} in both annual sales of human faod plus the market value of hurman
food manufactured, processed, packed, or held without sale): Thres years,

_ https://exe.moea.gov.tw/owa/ ‘ : ' 2016/8/26
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except for records to support its gfatus asa very small business (January L,

2016). :

2. Businesses subject to the Pasteunmd Milk Ordinance {compliance dates
extended to allow time for chanpes to the PMO safety standards that
incorporate the requiraments of this preventive controls rule): Three years

'3, Small businesses (a business with fewer than 500 full-time equivalent
emplovess): Two years

4. Al other businesses: Oe year :

i, Compl:ance dates after publication of the final rule for the requnrements of the supply
chain program (The rule mandates that & manufacturing/processing facility have a risk-
based supply chain program for those raw material and other ingredlentsfor wh?ch it

~ has identified a hazard raquiting a supply-chain applied control. Separate compliance ‘
dates have been established for the supply-chain program provisions so that a food
facility will not he required to comply with the supply-¢hain program provisions before

its suppliar Is required to comply with the preventive controls for human food rule or
the produce safety rule,) --

1. Recalving facility s a small busmess and its suppher will not be subject to the
human préventive controls rule or the produce safety rule: Two years

2, Receiving facility is a smali business and its supplier will be subjact 10 the Buman

' preventive controls rule or the produce safety rule: Two years or six months

after the supplier is required to comply with the apphca ble rufe, whichever is
later - :

3. Receiving facility is not a small or very small business and its supplier will hot he
subject to the human preventwe controls rule or tha prnduce safety rule: 18
months

4. Receiving faciltty s not a stnall or very simall busmess and tts supplier will be
subject to the human preventive contrals rule or the produce safety rule: Six
months after the supplier is required to comply with the applicable rule

(3] 1s there m guideline ar puidance provided by the FDA for food producers/faciities tu create a plan?
a. The Final Rule, attached, provides context regardmg FOu's thmkmg for facilities required to
create 3 food safety plan,
b. Add:tmnaﬂy, FDA regulations at 21 C.F.R. 117,125 require that tha food safety p|an contain the
following elemants, detailed further in specifically referenced regulations:
i. The written hazard analysis, as required by 21 C.F.R. 117.130{a}{2);
if. The written preventative controls as required by 21 C.F.R, 117.135(b);
fii. -The written supply-chain program as required hy 21, C.F.R. 507.105;
iv. The written recall plan as required by 21 C.F.R. 117.139(a);
v, The written procedures for mo mtonng the :mp!ementatmn of the preventative controls
as required by 21 CF.R. 117.145(a)[1}; :
vi. The written corrective action procedures as required by 21 C.F.R. 117.150{a}{1}; and
vii, The written verification procedures as required by 21 C.F.R. 117.165(bj. '
t. Each element of the food safety plan has additional recordkasping obligations, outlined belaw,
Please refer 1o FDA regulations for detailed recordkeeping reguiraments.
L. Impiementgtion Records Required for Food Safaty Plam:

REBEASOE-ETR/ZINHEGELIUR




OEEE o | | | SCHR ¢ 1059905621
' RECEIVED 2015/88/27 86:63 L '
RE: (Ref No: 1050818A03): Inquiry ebout "food safety plan” in the FDA... - k5 H3/6

1. Documentation of the basis for not establishing a preventive contrel {21 C.F.R.
117.136(a)); ' '
2. Records that document the monitoring of preventive contmls
3. Records that document correcilve actions;
4. Records that document verification, including, as apphcable
a. Validation;
h. Verification of monitoring;
c. Verification of corrective actions;
d. Calibration of pracess monitaring and verification, mstwments
e, Product testing;
f.  Environmental monitoring:
g. Raecords revisw; and - '
h. Reanalysis;
5. Records that document the supply chain program; and _
& Hecordsthat documant applicable training for the preventive controls qﬁaliﬁed
individual and the qualified auditor. '
ii. Requirernents that Apply to Records {5ubpart F, 21 CFR.117. 301~ 335)
1. Records must: .
a. Be kept as original records, true copies or electronic records
b. Contain the actual values and observations obtained during monitoring
and, if appropriate, during verification activities
C. 'Be accurate, indelible and legible
d. Be created concurrently with parformance of the activity documented
e, Be as detailed as necessary to provide history of work performed
2. Records must includs:
a.  Information adequate to identify the plant or facility (e.g., the name,
and when necessary, the location of the plant or facility);
b, The date and, when appropriate, the time of the activity documented;
¢. The signature or initials of the persan performing the activity; and
d. Where appropriatg, the identity of the product and the lat code, if any.

d. FDA's website has ¥n FAQ page, "Erequentiy Asked Questions on FSMA,” which addresses food

safety plans (albeit Briefly). Pursuant to that guidance, a facility must reanalyze the food safety

plan as a whole at least once every three years. The facility must also review portions of the
food safety plan undar cartain circumstances, such as when a preventive control is found to be
inaffective,

2. Although some comments to the Final Rulg asked FDA to prowde templates that facilities can
use as models to develop their food s:lsfjety plans, FDA declined to do so. The Final Rule and FDA
regulations do not specify the format of a food safety plan, and FDA In the Final Rule notes that
“a facility has flexihility to format its food safety plan in a way that works bast for the facility,
provided that the plan includes all required information.” 80 Fed. Reg. 56022,

{4} What are the stepsto submit the plan to the FDA? _ :
~a. Covered facllities must “prepare, or have prepared, and implement a written food safety plan.”
21 CF.R. 117.126. Notably, the regulations do not require that the plan be submitted to FDA,

Yo r flaanerr rrvats svetr Ford/nsrall i . . : ’ 20 1 6/8!26

W EAYIIE - B E /5 11 G 1D




SR BT

RECEIVED 2B16/88/27 8E:83

RE: (Ref No: 1050818A03): Inquiry about “foud safety plan” in the FDA.... - SR H4/6

b. Although FDA contemplated requiring facilities to subimita “facility profile” to FDA, which would
cover a subset of the information in a food safety pian, the agency ultimately declined to require
 this submission for a number of reasoris. See 20 Fed, Reg. 56025. ,
c. According to the Final Rule, s “writtan” food safety plan tan be either a paper docurment or an
electronic document, as provided by 21 C.F.R, 117. 305(a). As provided in the recordkesping
provisions of applicab!e FDA regulations, electromc records are considerad to be cnsite if they
are accaessible from an onsite location,

{5} Will there be check-ups on food producers/facilities after the submission of their plan?

a. Asnoted above, plans do not need to be formally submitted to FDA. That said, food safety plans
are considerad “records” that are subject to FSMA recordkeeping requirements, and would be
reviewed by FDA during an inspection or when a potential food safety lssue arises.

B. FSMA mandates increased inspections of food facilities, and FDA will have mcreased atr:ess to
recards during routing inspections,

i, FDAcan now access records in 2 ways: :
1. - i FDA reasonably believes the food is adutterated and presents a serious
adverse health consequence or death, or
2. ifthere is a reasonable probability that use of, or exposurs to, food would cause
a serious adverse health consatuence or death.'

(6) What cunsequences, if any, are there if producersifacalmes miss the deadline? -
a. Because the food safety pian is not raguired to be submitted 1o FDA, the agency woulci not he
aware of fallure to comply immaediately. That said, FDA would become awars upon inspection
. of the facility, and the potential enforcement actions against the facility would be tnuch greater
if the facility facked a comprehansive plar.
b. The best practices for a food safety system, in short, follow: _
i.” Keep in mind FSMA's recordkeeping requitements, and manage them continuously,
ii. Have a wtitten foad safety policy, and fallow it.
fii. Desugnate & response parson or tearm for lnspectrcns, with an aye toward accessto
records.

SCHE 1059905621

* From: #3341 [mallto:tchau@moea.gov.tw]
Sent: Thursday, August 18, 2016 14:35
~Tos Ly, Cynthia
Cer Rado Wang; # L5 HUR; srnyang:!&lé@gma:l com; williamliud42 7 @gmail.com
Subdject: (Ref No: 1050818A03) Inquiry about “food safety plan® in tha FDA's Food Safely Modernization Act
(FSMA) E

Ref Number of this case: 1050818A03

ﬁff#%: /r \?—k%"-? 5 . .
2% H E: 201688 18 14:33
U R lug@akingump.com
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Bl Rado Wang; 185 458 HiE; smvanézalti@gmai!.ccm; williamiiuf427 @email.com
% B Inquiry about "food safety plan” in the FDA's Food Safety Modernization Act {FEMA)

" Dear Cynthia,

Recently a fermer FDA official Mr. David Acheson visited Taiwan. There, he mentioned that the FDA
has plans to implement the Food Safety Madernization Act (FSMA) in September 2016, Among the
new regulations in FSMA, one important new efement I the requirement of the “foud saféty plan" for
all incumbent and foreign food producers wha sell food in the U.S, market.

From the FDA website, we have found the following information: | |
{1) 'h’;tg:([ww.fda.gov[Féod(GuidanceRegulation[FSMA(ugmsafulg.htm
| | “Key Re,-quirerhents
1. Covered facilities must establish and im_p'lemer;t a food safety syster that includas an .

analysis of hazards and risk-based preventive controls, The rule sets requirements for a written
food safety plan that includes:,.."

{2) http:/ fwww fda.gov/Food/GuidanceRepulation/FSMA/ucm256876.htm

"For the first time, FDA will have \a legislative mandate to require comprehensive, seience-based
praventive controls acrass all foodl supplies. This mandate includes:

» Mandatory preventive controls for food facilities: Em_.mmhngs.mumijmmlgmﬁnm
written preventive controls nlap. This involves: (1) evaluating the hazards that could affect food
safety, (2) specifying what preventive steps, or controls, will be put in place to significantly minjmize
' or prevent the hazards, (3) specifying how the facility will monitor these controls to ensure they are
_ working, (4) maintaining routine records of the monitoring, and (5Y specifying what actions the 4
facility will take to correct problems that arise. (Final rule due 18 moenths following enattment)”

we would like 10 seek your help with the following inguiries:
(1] ts the "food safaty plan” the official term used in the FSMA?
"{2) what'is the implementation timeline for the "food safety plan"?
{3} 1s there a guideline or guidance provided by the FDA for food producers/facmt:es to create 8 plan?
{4) What are the steps to submit the plan to the FDA?
(5) Wili there be check-ups on food producers/facilities after the subrmssuon of their plan?

{6} What consequences, If any, are there if producers/facilities miss the deadling?

We look forward to your reply by Aug 25. [fthere is any difficulty, please -Iet us khaw,

Tt o f favere mﬂn; on faddearal | . ‘ l 2016/8/26
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Best regards,
Ben

Benjamin T.C. Hsu

Senior Exacutive Officar

Econgmic Division, Taipel Ecanomic and Cuftural Representative Office in the Um‘ced States {TECRO]
4301 Connacticut Ave, NW, Suite 420

Washington, 2C 20008

Office tel: (202)686-6400 ext. 106

Fax: (202)363-5294
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The informatiop contajined in this email is intended for use by the addresses(s) only

Any information in this email, which doas not relate to the official business of the
shatl be deemed as neither given nor endorsed by MOBA,

The informatian contained in this ¢-mail message isintended only for the parsonal and confidential use of the recipient
{s) named abwove. If you have received this communication in error, please notify us immediately by e~mail, and delete
the original massage
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