e ———— —

¥R

_E_j& REER:
AR EREEE &

A Ak 1 11561 2L AR LIG47161-23%
1% R :02-26531062
BB ARETE o 02-27877351

10452 ETFEHAHE 4 yyel205@fda.gov.tw
&3 RAE RB—ROTIRAE

XA FTERBEGAELAH S

BEXBH T TERRISFIA208

B XF 3K FDAR F $10513033443%

R

BEERRRERA SR ERR

MEAF B A B ARREEA10548H26 8 & £ F %105000089403% & % A 14y

I AHERRLIARARETOARBENEIR AR EHER
EFRREDEEET TRERAHE L F o FREMW
Bk e B FER -

WA RBEEEZAREAREEAIOSFEA2608 8 £F 5§
10500008940%% & (# A4ofi4) #HE -

PR PERBEGASIRABASE
Bl

%5 L g £

-7 (X—-F)






VEHEHE STEE 11059905621
R RECEIUED 2816/08/27 86:63

/ {

AR

"
BEAEARZRERE &

M B ¢ 4301 Connecticut Ave. NW
#420 Washington DC 20008 USA

R ABRBEEL

BT (202)68668400

P AHE & FE4 * tohsu@moea.gov.tw

BXAHMFERA 105488261 :

BXFER: s&;é:?% 105000089408 ’ Y EEE

b pores P <A
" Hﬂ% : 4o % (894, pdf) \X_/ 1059905621

CHEMARRSBHE E%{U S. Food and Drug Administration,
# FDA)E R & R AE#ET T8 %&#§J$ Fdo R
BEBEM
R - . |
—EBRA05)F 8 A 19 nERE TLEFALMER B4
weERtE( .éﬁjiﬂ:http://udn.com/news/storv/7600/ 190521 8) v
X PHRRE G124 E FDA 61 K2 Mr. David Acheson 374 +
#FOT A B A % EL2BA Rk (Food Safety Modernization Act,
FSMAYR#FO) A EH > £ TRER2HE, AHEL
i@k%&@mﬁﬁmﬁﬁ@@ﬁﬁ@%%*’&ﬁw
B EEPRBHERRES 0 B EGEER A ok %R
g
-\ B S HMATE FSMA M NE Al 8 A 1S B
Akin Gump %ﬁfgﬁﬁﬁﬂﬁfrk#—ﬁ MEW» BEHN 8 B 25
R TR

 A-1050000894-0.doc 1 KSR

GEZESAGEI-E1R/#£ IR EXILER)



SR HEE ' ' ’ 3% 1 1059905621

RECEIVED 2816/88/27 ©6:63

(—) T et E(Food Safety Plan) y RE A LT AT EN
45 FSMA A& 3 A% A58 - %A E HANRT
S TEAR (262 B HERA B REABRA
FEHEFE) 0 BATBMA L KIEHE R A (covered
facilities) 2 L FHAT — R H XL A& L2 KO HAR
2 4 #t (hazard an,lalysis)&?ﬁ By %éfg(risk—-based preveﬁtive
control) » R BRSALLBLEETHZ T4 BLREH

(Z)EHEELSE "HaRett: ) 2R EE  (DENESE
HEEHAE | BEAALAT M A ¥ (Very Small
Business) + & 4& AT ATECRAIR 2015 £ 9 B 17 B A4

| Z3ER (P2I8H9A 17 B2W) AEREHE Q)

N | # 7 ﬁ?*‘fw‘: B 3% # L4% 4] (Pasteurized Milk Ordinance)#8.8.2

R FAMEARANATE 3 55 QRAARIR

500 %28 A T2 /% & ¥ (Small Business) + A& A

224 (B 2017459 8 18 823) BARALRHE @

| A R R BEARR 1 £/ BAQOLEE 9 A 19

. BATH S - 2R R T AR v RIA A

EABELZ  (ODELBEBERFTRALALREY T £ (human

preventive control) %, B & &% % 2 (produce safety)#L# B T #%

7% (Receiving Facility) B -~ & 4 E 55 » 3% F B B A D

Atz 2 H£p3 (Bp 2017 £ 9 B 18 B2aT) AR

T QLHBERLALAHEHAREALRSARET

A-1050000854-0.doc £2F ASE

B EERAEIE - E2H/# 11 H @& 1L E)



SR | f T8 - 1059905621
" RECEIVED 2616/88/27 86:03- -

HEEENBOES  BTHEBBELFAZ 2 &R
(B 2017 %9 B 18 B2AT) St boanyd 5 Airals
RIRLERE CBAN  AAERHE O LHBEENR
RABRGEHIREER RS AE L TR e &,
IS LR RTHRBELLFAZ 18 BANAGR
FHE () EHRBHLALTGEHALE S E2R
FETREMIERRN S L S THEGALL
THBEHETARITRRNBLBRE 6 BN BEAR
it -
(Z)FDA RBA TR ZRaE, 2453 HUARARC
e FDA HPARBRARESEHREER A% - ik
5 FDA MM FFEAT I EREREIE (1)
e - R B 4 #f (hazard analysis) 5 (2) T & & ¥ (preventative
controls) ; (3)%1@&&;‘51-;% (supply-chain program) ; (4) &1 ¥ st
E(ecal plan) s G)ERHR TR T EHBZEF

(procedures for monitoring the implementation of the

preVentativé controls) ; (6)4% k478 & 42 Fr(corrective action
| g Iprocedures) y B(T)Bhig 42 J¥ (verification procedures) o A7 i
ARt E 2 50 & 5 G RH L4 2 BB (recordkeeping
obligations) * i LB AURE - KT RETFREF X
B AOEAETABRERTREEXIREANS
BB EMA KT BAREAW  SALTHESH RS L

A ERARBCRT T BREH - tosh > K

A-1050000894-0.doc BIH K5 H

B EERAYFIE - E3E/H U EG@YT I E



R EIE ' ‘ 3% ¢ 1059905621

RECEIVED 20816/88/27 B6:83

S4B 45 B A B T B2 F W (Bl 4 4% R M0AE) < A
WA B BT Z B AN « AL 2B ERARZHNE
MAMS - FDA B 8H M# FSMA 22 ¥ LESWR
HEREAE (WD |
http://www.fda.gov/food/GuidanceRegulation/FSMA /ucm247559.
htm) - % ¥4t FDA 34033 £ #A(template) 2.8 K -
| FDA £57#E& > RARFTHRABEEARTEREBE
® REGHEZAHAAHRNY ERZAATRET(@ facility‘ has
flexibility to format its food safety plan in a way that works best

for the facility, provided that the plan includes all required
information) ° N
| (w)é FDA R B3t E 278 - R FDA 2 ZATHA.
- Al AR ERAERRLEEN S EHARE
 £%% FDA ®RautE - s i T E @(written) ) 3
TTUAKARETFXH ENEHKKHE
(recordkeepting) » 44 2.3 7T Bl & & TF F S I 4F (accessible
N from an onsite location)é2éf * RAC KA RS ERELY
oy L ¥ o |
(Z)FDA Wi AR B AT RARRIE WMl BHE
A% FDA REREZHE » 2LEBRRB FDA 2455
352 B Aa MAT ik 0 % FDA #4744 (inspection) &
BARLESRMEE £ FDA TERAMAHH ERH
f7dedk - FSMA BT IDA REZRERERUIMS - &

 BEEMAYSIE-S4E/£11E@XILE



<
g
pii
i

RECEIVED 2816/88/27 86:83 SC5R © 1059905621

| FDA AEEEASBEIARERERY  AALEAE
BEAERIABBEAETREIRAEEERATH FDA 7
£ R4E &4 W AT 48 - |
(BB R ALRERHEZAR ARRARH EEHAR
% TDA RerEAmBaEATREtE o REHN
3R E 0 8] TDA %3 85 93 7T 4 %1648 B
hAe B o MABAH 1 ()F % FSMA 4 MR L4224
s EHERA S QORAT EREH BB TR OHEEE
A 3% 8 B EAT P93k & (inspection) » 45 5] F RN AR Z B
4% (access 1o records) | :
= - ¥ Akin Gump &4¥$f}‘§ﬁﬁa‘7€ﬁim*ﬁ"§‘ﬂ&ﬂ A o ﬁﬁﬁi
$ﬁ%ﬁﬁm% A ERE

EAMEBASASBNFLE - BENHET S A

A EERIRET - -SFYEREELIAHEEE é&ﬂ‘ﬁl@}%%’ LEBRINERE (B4
M) '

A-1050000894-0.doc MSE ALSH .

BEEBAFEI-ESH/Z L E@EXNE)



XHEHEE ' : ' - 305 + 1059905621—
- RECEIVED 2015/88/27 §6: 83 ' ’ :
RE: (Ref No: 1050818A03): Inquiry about "food safety plan" in the FDA. .. - R Hl/6

RE: (Ref Nb: 1050818A03): Inquiry about "food safety plan”
in the FDA's Food Safety Modernization Act (FSMA)

Liu, Cynthia <liuc@akingump.com>
I 2016/8/25 1907

e RER <tchsu@rhoeé.gov.tw>;

o Rado Wang <cywangl@moeagov.iws; 18 i E R <smyangl@mosa.gov.tw=>; smyang2816@gmail.com
F ¢smyang2816@gmail.com>; williamliu0427@gmail.com <williamliud427@gmail.com=; Kho, Stephen
<skho@akingump.coms;

O 1mKeE
FDA-2011-N-0920-1979.pdf,

Dear Ben,

We provide our responses to your guestions regarding the Food Safety Modernization Act (FSMA) below. Please
fet us know if you have any further questions.

Best,
Steve and Cynthia
B B T e b I T e T I I B o e B N e e o

(1} 1s the "food safety plan” the official term used in the FSMA?

a. “Food safety plan” is nat referenced explicitly in the Food Safety Modernization Act (FSMA),
Instead, it is mandated by the FSMA Final Rule for Preventative Controls for Human Food
{September 2015) —a rule promuligating regulations that implement the statute. The Final Rule
is attached. Asyou know, the Final Rule requiresithat covered facilities establish and fmplement
a food safety system that mcludes “an analysis. ofhazards,!and 4;k -based preventive controls, -
This food safety system must frclude a written food safe"iy plan. The reguirements for such
plans are now finalized as regulations at 21 C.E.R. section 117.126 (Food safety plan).

{2) What is the implementatian timeline for the "food safety plan”?
a. Corﬁpliance Dates
i. Compliance dates for businesses are staggered over several years afier publication of the
Final Rule (published in 2015).
1. Very small businesses (averaging less than $1 million per year {adjusted for
inflation} in both annual sales of human food plus the market value of human
food manufactured, processed, packed, or held without sale): Three years, S

 httos://exg.moca.gov.tw/owa/ , 2016/8/26
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RE: (Ref No: 1050818403 ): Inquiry about "food safety plan” in the FDA.... - 4K H2/6

except for records to support its status as a very small business {January 1,
2016).

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

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

4. All other businesses: One year :

ii. Comphance dates after publication of the final rule for the requlrements of tha supply
chain program (The rule mandates that 3 manufacturing/processing facility have a risk-
based supply chain program for those raw material and other'ingre_dients»for which it

" has identified a hazard requiring a supply-chain applied control. Separate compliance
dates have been established for the supply-chain program provisions so thata food
facility will not be required to comply with the supply-chain program provisions before

its supplier is required to comply with the preventive controls for human food tule or
the produce safety rule.) -

1. Receiving facility is a small business and its supplier will not be subject to the
~human preventive controls rutle or the produce safety rule: Two years
2. Receiving facility is a small business and its supplier will be subject tothe human
' preventive controls rule or the produce safety rule: Two years or six months

after the supplier is required to comply with the applicable rule, whichever is
later <

3. Receiving facility is not a small or very small bustness and its supplier will not be
subject to the human preventive controls rule or tha produce safety rule: 18
months ‘ '

4. Receiving facility is not a small or very small business and its supplier will be
subject 0 the human preventive contrals rule or the produce safety rule: Six
raonths after the supplier is required to comply with the applicable rule

(3} s there a guideline ar guidance provided by the FDA for food producers/facilities to create a plan?
a. The Final Rule, attached, provides context regarding FDA s thinking for facilities required to
create a food safety plan,
b. Addmona!ly, FDA regulations at 21 C.F.R. 117.126 require that the food safety plan contain the
following elements, detailed further in spacifically referenced regulations:
i. The written hazard analysis, 35 required by 21 C.F.R. 117.130(a}{2);
ii. The written preventative controls as required by 21 C.F.R. 117.135(b);
iii. The written supply-chain program as required by 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 monitoring the implementation 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({b). A
c. Each element of the food safety plan has additional recordkesping obligations, outlined below.
Please refer 1o FDA regulations for detailed recordkeeping requirements.
i. Implementation Records Required for Food Safety Plam:

BLEEEASGE-FTR/Z LR EXILR
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1. Documentation of the basis for not establishing a preventive cantrol (21 C.F.R.
117.136(a)); ' _

2. Records that document the monitoring of preventive controls;

Records that document correctlve actions; '

4. Records that document verification, including, as apphcab!e
a. Validation;
b. Verification of monitoring;
c. Verification of corrective actions;
d. Calibration of process monitoring and verification instruments;
e. Product testing;
f.  Environmental monitoring;
g. Records review; and
h. Reanalysis;
5. Records that document the supply chain program; and
6. Recardsthat document applicable training for the preventive controls qﬁaliﬁed
individual and the qualified auditor. .
ii. Reguirements that Apply ta Records (Subpart F, 21 C.F.R. 117.301-.335)
1. Records must: : '
a. Bekeptas original records, true copies or electronic records
b. Contain the actual values and observations obtained during monitoring
and, if appropriate, during verification activities
c. Beaccurate, indelible and legible
d. Be created concurrently with performance of the activity documented
e. Be as detailed as necessary to provide history of work performed
2. Records mustinclude: A
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 fime of the activity documented;
¢. Thesignature orinitials of the person performing the activity; and
d. Where appropriate, the identity of the product and the lat code, if any.

d. FDA’s website has an FAQ page, “Frequently Asked Questions on FSMA,” which addresses food

safety plans (albeit Briefly). Pursuant to that guidance, a fatility 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 under certain circurnstances, such as when a preventive control is found to be
ineffective.

e. Although some comments to the Final Rule asked FDA to prowde templates that facilities can
use as models to develop their food sgfety 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 flexibility to format its food safety plan in a way that works best for the facility,
provided that the plan includes all required information.” 80 Fed. Reg. 56022,

w

(4) what are the steps to submit the plan to the FDA?
a. Cavered facilities must “prepare, or have prepared, and implement a written food safety plan.”
21 C.F.R. 117.126, Notably, the regulations do not require that the plan be submitted to FDA.

Yatbwnrs flaxece evmaa cervr tvolacsral . : 20 1 6/8/26
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b. Although FDA contemplated requiring facilities to submit a “facility profile” to FDA, which would
cover a subset of the information in a food safety plan, the agency ultimately dedlined to require
this submission for a number of reasons. See B0 Fed. Reg. 56025. ' A

c. According to the Final Rule, a “written’” food safety plan can be either a paper document or an
electronic document, as provided by 21 C.F.R, 117.305(a). As provided in the recordkeeping
provisions of appli@bse FDA regulations, electronic records are considered to be onsite if they
are accessible 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 considered “records” that are subject to FSMA recordkeeping reqdirerﬁents, and would be
reviewed by FDA during an inspection ar when a potential foad safety issue arises.

b. FSMA mandates increased inspections of food facilities, and FDA will have increased access to
records during routing inspections.

i. FDA can now access records in 2 ways:
1. M FDA reasonably believes the food is adulterated and presents a serious
adverse health consequence or death, or
2. If there is a reasonable probability that use of, or exposure to, food would cause
a serious adverse health consequence or death.

{8} What consequences, if any, are there if producers/facahtms miss the deadling?
a. Berause the food safety plan is not required to be submitted to FDA, the agency would not be
aware of failure to comply immediately. That said, FDA would become aware upon inspection
. of the facility, and the potential enforcement actions against the facility would be much greater
if the facility lacked a comprehensive plan.
b. The best practices for a food safety system, in short, follow: _
i’ Keep in mind FSMA's recordkeeping requirements, and manage them continuously.
ii. Have a written food safety policy, and follow it. .
iit. Designate a response person or team for inspections, with an eye toward access to
records.

* From: #:354K [mailto:tchsu@moea gov.tw]
Sent: Thursday, August 18, 2016 14:36
To: Liy, Cynthia
Cc: Rada Wang; % 4HE #U8; smyang2816@gmail.com; williamliud427@gmail.com
Subject: (Ref No: 1050818A03) Inquiry about “food safety plan” in the FDA's Food Safety Modernization Act
{FSMA)

Ref Number of this case: 1050818A03

%ﬁ‘% HmE _
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Ui &3 liue@akingurp.com
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El&: Rada Wang; 15 408 A, smyang2816@pgmail.cam; williarliu0427 @gmail.com
¥ B+ Inquiry about "food safety plan” in the FDA's Food Safety Modernization Act (FSMA)

- Dear Cynthia,

Recently a former FDA official Mr. David Acheson visited Taiwan. There, he mentioned that the FDA
has plans to implement the Food Safety Modernization Act (FSMA) in September 2016, Among the
new regulations in FSMA, one important new element is the requirement of the "food safety plan” for
all incumbent and foreign food praducers who sell food in the U.S. market.

From the FDA website, we have found the following infou_'mation:

{1) htep://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm334115.htm
"Key Requirefnents
1. Covered facilities must establish and implement a food safety system that includes an .

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

(2) http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm256826.htm

"Eor the first time, FDA will have a legislative mandate to require comprehensive, science-based
preventive controls across all food supplies. This mandate includes:

« Mandatory preventive controls for food facilities: Em_mﬂmmmmmmm_a
written preventive controls plan. 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 minimize
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 (5) specifying what actions the
facility will take to correct problems that arise. (Final rule due 18 months following enactment)”

We would like 10 seek your help with the following inguiries:
(1} 1s the "food safety plan” the official term used in the FSMA?
“(2) What is the implementation timeline for the "food safety plan"?
{3) Is there a guideline or guidance provided by the FDA for food producers/facmties to create a plan?
{4) What are the steps to submit the plan to the FDA?
{5} Will there be check-ups on food producers/facilities after the submlssxon of their plan?

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

We look forward to your reply by Aug 25. if there is any difficuity, please let us know.

Wt faver rmman v fulmoea/ | .  2016/8/26
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Bast regards,
Ben

Benjamin T.C. Hsu

Senior Executive Qfficer

Economic Division, Taipei Economic and Cultural Representative Office in the United States (TECRO)

4301 Connecticut Ave, NW, Suite 420

Washington, DC 20008

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

Fax: (202)363-6294 . ‘
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The information contained 1n this epail is intended for use by the addressee(s) only

Any information in this email, which does not relate to the official business of the
shall be deemed as neither given nor endorsed by MCEA. '

Theinformatian contained in this e-mail message is intended only for the personal and confidential use of the recipient
{s) named above. If you have received this communication in error, please notify us iramediately by e-mail, and delete
the original message.
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