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Robinson; USDAFSIS F E Dr. Daniel Oestmann -~ Dr. Patrick Sisco~
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Hep A BRI ¢ o
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& 2 TR 2 RPN 0 g 7 AR R T R R T A
R F21% %2258 (21 CFR part 225)¢ § Btai7 24 24 & 44
(Current Good Manufacturing Practice CGMP)4p 32 > & 2
L SEE RS TEC IS RS TR Ol 23 S s E RN R
KA S F FeP R X 2R R mizRY R
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&% > 73k 2 P > FSIS directive 4430.3 (Revision 4)® 377
?%&%ﬁ\ﬁﬁﬁﬁﬁﬁiiiﬁﬁﬁﬁﬁﬁﬁé‘ﬁ
(Inspection Program Personnel, IPP)1 i » W3R e =B SRS
»% % ¥t (In-Plant Performance System, IPPS) * »t:=& IPP * B
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3. @;]4 P ®i b A &2 Bde

% E 2> i 2 3P >US.FDA £ 2 # 4= * 2 5@ < (Center
for Veterinary Medicine, CVM) £ 5 £ g g iF# - % 7 F S& 5 &
%ﬁ?ﬁﬁi@NmLii%Fé%iﬁ’?ﬁ%ﬁﬁﬁﬁéﬁ
i B R A T ] RE o R R e 1 g D

WAEALT S G > US.FDA W4 HERMRLEFE § » &
1%%ﬁl$mWﬂLm%#%#ﬁ?NmLm?go
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BRI > E R FL E D X PRFFF% (United
States Department of Health and Human Services, HHS)#1i¥2_ £ &
4 &% 47 ¥ 7 ¥ (United States Food and Drug Administration, U.S.
FDA) »f FaTdd* BR2 P17 % AT EHRE2 7212 D
BARM ESF 2 LF 2 & 2T R o

U.S. FDA & 5528 G 5. % $= i* 34 .72 (Federal Food, Drug,
and Cosmetic Act, FFDCA)+#] T Ap M i 2.1 > s7d 4 * & 2.2
TRBABHT - F HATEP Y F R FRT CEFFPE

FFDCA %~ B F fepr 4 & % 00 2 FADT0RT #54 F

= o%%j&é‘-‘& Yo ERY o ThA T 5% 35_‘75 EES i F&g?;/ ' 2
TR RBER G UL Y AT EEE
FRig* 352 TRPERI PR R L LSl

A0 B Bcdy 0 F1t > d US. FDA & 4 % & & 7@ < (Center for
Veterinary Medicine, CVM )} # 7 5% 5H % 2 TR 5 T 7 £
PrAF R HemsopE &g 4 p F303% pid 38 US.FDA>
TSI NEL R FUF RIFL b HE TR/ E
Yo R A it R EE o PR AR ER R Y S 542 (Drug
Experience Report, DER)v‘ H# Btk sCVM = & & Z % 4 DER>

He & g ERG Y B A e AR BT F FR-CVM ¢

1 https://www.fda.gov/regulatory-information/laws-enforced-fda/federal-food-drug-and-cosmetic-act-fdc-act
2 https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=556.570
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1% B3 F b %A 5 5o (risk scoring system) > 3% % f- i
TRGITES G ART R B RBRE O RTFFHUZ A
AL 2P EL EREHETR

() FREENBEIFERAFZ S 5L 2R EF 2R

o

% M B ¥ %(United States Department of Agriculture, USDA)
AT 2 e 4 17 & # % ¥ (Animal and Plant Health Inspection
Service, APHIS) »f & #1541 Bt & R ix 2 &4 5 T # 41
Bp AT A P PER TR E L Bk 2 A S
Tﬁ&‘%%%%%%ﬂirﬁ”Wﬁiﬁﬁﬁﬁgﬁﬂioﬂ
S Y RS TSR IR S O SR L
(International Regulation, IRegs) F#LE » 4|4l 7 f2:E T |
&R

USDA #7§f 2 8 5 % > 1 & ¥ (Food Safety Inspection
Services, FSIS) f # E L2 RBE P 280 2 ~ §f M E F
WEd 222 3 F M RRAFEREA HERA S10% R
& - % & d 11 %752 7 (District office) 3 § # 72 »FSIS % > £

%?ﬁ?%$%fﬁ7%%’§fﬁﬁmﬁiii¢ 4 A1

B PFEFIRIALEFSEFEIP S8 5L 2R

FSIS { F# 8K 3K mixh o nypymp bz {F
B He % (antemortem inspection) > & * A i ek F 2 ;2 (humane

slaughter) » I & {7 & { ¥ & (post-mortem inspection) o i A& §4:&

3 https://portal.ct.2ov/DOAG/News/2015/FOOD-SAFETY-Violative-Antibiotic-Tissue-Residues-at-Slaughter-Sorting-Out-Who-
What-and-Why
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NG pshe o HERFE ARSI EES L TS

frrfl&E? 3 T ERTF SOk SR RS I R T oFSIS #

T3 EAG AT E » US FDA FALE » &5 & 4R

4+ & J.f:;:* © f ERKSET N AZE TH EPF 0 US. FDA ¢
Ah

A FRERPT L EREZART R R B HE K

a.
\

b oo B A o L A T 2 % Yi(the farms in-place drug
residue avoidance system) » & FEFE T HHFHF T E5 B 500

R4 AT §kF5 R R N IR L UEY K
B g i) o B W chte B E I BldelE B B AR s e
BRI E S ATLE R A A iR 2 p Y S B 3 B

HE - FEER RS LEBRE CBERTE MBI NTL

) FRAETFER R

2 WR 7F F $ ¥ B3 & (The U.S. National Residue Program,
NRP)* 1967 & 4% » & 3 dH ¥ BERFTUEREREY BZRTE
TRCBFEd ZBAIRERL Tl 2 FEFECERATH 2
AR B RE FIRRHR D R U R kR 2
W = F kA Lo MEA NRP 222 % -

HREHERS T BB FFEfrRZFLRS A RS ER
PARW0EAFT e 4y 0 A F AR £ £ B
RES - CBRAG S crhskIT P TEEEDLF > 12020# < § 107
oA ME (ZFRRI7R) P LEYF  RET LR
2

NRP +F &4t 2 Rp T & &

7 ARk E o R

v

A& fhtkA G = B 0~ % 5 E P R (directed sampling)
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# & B 33 T_F #& (inspector-generated sampling) ~ % (5 # f&

(targeted sampling) ° % — fAF A d R F > A B S HFR

BB EAIRE A RIRAT W ESFET T RERSR Gl

FrLa A B ARE 0 §ANTRSE P {1 Charm

Kidney Inhibition Swab Test (KIS) B3# 2 % 7 12 2 £F A F (& >

FEEFHBE LPRETHE L USDA 2P 7% 38— i
#

SRR Gl s T R R A A APIT R B L E S AR

g R T R

E

L3t T A 52 B o NRP & £ 47 -2 3 5# & > & L — 4L
#¥ %% (normal sampling) ~ 3 € 4 % (increased sampling) ' % 33 it 3&
% (intensified sampling) %34 > ;% > % N EHF v E AP 2 &
cd WREEE R RREM R BFEr 2 FRGE FA
R RUERIEIE S VETL I S-S
7 B NRP 2 44{7 » FSIS = & ¢ # % NRP & ¥+ i+ 3
Z (* fL5 Blue Book)' » 7 4M 43 B MBI 2 po3E ~ 4 0
ERESE 2T L ESLAFRTTA CREIE CFE VR R
PP E o NRP #2378 4 »FSIS o # H &% (x §£5 Red
Book) > #& k¢t i A9 % ‘,’i‘ﬁﬂ CELE S

USDA = % 7 o @4 T3 & i (Public Health Information

System, PHIS) » & - B & f& ~ > & cficdp ~ 47 % 52 17 S cf ~

4 https://www.fsis.usda.gov/search?keywords=blue+book
5 https://www.fsis.usda.gov/search?keywords=red+book
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B & fen PR g 2 E S Y S e RS ik R 8

Afc4l 8% USDAFSIS ¥ % e 4~ 34 fo g»@u;misg 928

() =&#EZ2 PN EP
FSIS # & A A k2 Wi v 2 f 3 ~ § 452 Fbe 1 F300
SFEted T BEAMAR T A P DT P e ik FSIS 9000.1
4531 (FSIS Directive 9000.1) » % % & 7 3 B FSIS 9060-6% . ;
¥4 & PHIS ko F&cipb TR (UrBl- ) ¢ HEPEP &
v g R P RERE RHErRl - ) T EE e FSIS
B 270 Bk s o v FSIS & 4¢ ’%‘ £d FSISH# 4 &
FEuA &2 0 ¢ & + & USDA ﬁigq] 21~ F L E (import & export
library)#74 % 2 5 ~ B 4p MR RS TR e Jp R X

rr'%l EANES Lﬁa%’ (drBl =)

() B2 F s
US.FDA R jeddr* Fop w2 &

LRIEE GREN SARET SR ST IE T 2 B

H-ig * > ;4 FSIS

W&

6 https://www.fsis.usda.gov/inspection/compliance-guidance/phis

" Under penalty of law, I certify that the product covered by this application for export meets the inspection requirement for
country of destination. I will provide documentation to FSIS program employees upon request.

8 https://www.fsis.usda.gov/inspection/import-export/import-export-library?keywords=&sort_by=title&sort_order=ASC&page=>5
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85 %3 % (U.S. Environmental Protection Agency, US EPA) B §
FTRET F2 L REAGILRRETZFEPE - US
FDA ~FSIS 22 EPA = B ¥ =5 B ¢ & (7w BiEd o

BN SR § ]

(- )p i %P % & AMS 2 NFBAP 4] &

USDA R # i7 41 ¥ (Agriculture Marketing Services, AMS) §.
HEER A& e E WBEN foRE S Sniad g4k Bk o T
FAERBE T RERY frg ket o LRI FRBEP S RAEF
oA A FIRAE I QX MEARATEZ L £ AMS 3
7 A& a e A< %34, (Never Fed Beta Agonists Program,
NFBAP) #14 - 428+ %% i 1 ¥ * &£ NFBAP » ¥ 356 | fi ff
Mt~ 2 B ¥k % %3+ % (Quality System Verification Program,
QSVP) | 4] semin i ¥ A 52 A7 1 & NFBAP ¥ £ 77 &
F o

NFBAP 2 F 8/ & » g * 02 245 ~ 2 fepp 2 55
DF o FZ A~ NFBAP 2 ¥4 5 &30 Gt g™ g v 27
it e 34 7 NBFAP 4p B & Ko ¢ 8B 3034 7 QSVP &g /o

-~

£57 1 p PVP & QSA# - T4 & F =R AR - fd #

® B R4 » 20 5F i BurE st F (Quality System Verification Program, QSVP)» % AMS i 45 1946
E PR EFHF (T USC 1621-1627) 5722 = » BT & 7 £ WP £ 380425 % - % (USDA Process
Verified Program, PVP) 2 % R R ¥ 3% & F & 537 % 3§ (USDA Quality System Assessment
program, QSA)® 3F :EH 2 F o AMS B 4 I3 (leestock and Poultry Program, L&P) ™ #£ 2.

# JedQuality Assessment Division, QAD) & 45 " ¢ * —‘k HE R R ",—“\ = B ORR e ~ QSVP Z
wE e FH R ¢ H-pF s 7 245 QAD:1000 %Lgsc.aqi U (A lm—ﬁm CIREEZFTRARS
B LQSVP $H Y TR ) S LP-109 ¢ FA 2 1 s £ R {5 0 AMS A %] 245 QAD:1001 &
QAD:1002 44 #f 1 I’J\ B AP TEPVPFE AP0 1% QSAFERPIE S 2 %) A
& 1n B QSVP -
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FRAALS 0 FELEF LF R F AT QAD 10074 - &7 T A R
AT L TR LRI AT RS RN 2 ApM S ITE
e FH P LEP AR E NBFAP 2§ 2l o

"¢ % ETEER 46 8 5-(Smithfield Foods Inc.)1 i =3¢ 4 =+ &
FAN (1 BURE S 18079% 413)5 %552 4 (1 A 45 320M) 2

1R s B0 3%ACYTR 2 Smithfield Foods & [ p 2014# 4= » T

44 AMS Jafo2 NFBAP % » ¥ 4h- % & £ 0 #2
REFL ST mbp 2o LMA TR £ 8 USDA #7

W AMS #Hh S F 2 2 H P o

—

WP F 0 Wikl e A

(C)Z2BrERrF L E
i@%#%%%i%%%%ﬁ%ﬁé?ﬁ%ﬁ%ﬁﬁ%%
J& > 4 Smithfield food # B2 78 & %k > 80%d H #r3 2. R 3
BT 20%Rd Hi g QR 2 ; Triumph Foods = # z_ 7 &
KRR 2K A B LS HY 5B AR BERESZ H e
B & TysonFoods = 7z p¢ & kihs Z100% %k p & 32 B
B o
EX %45 QSVP#E f 52 2 AR M TR AL MR R B 4
ERRKRBEFVERAAKSC AW I2Z I T2 R KA
LH o pldriz € &R B L (Ottumwa, IA) 2. JBS Swift Pork
Company » 1 Fi % 5.850 > =2 iz + 2R = £ 52552 » 4
BoPE3SBRE 2 AKX
MBS @ Gk FEG P E PVP 222 BRI
= (JBS Never Fed Beta Agonist Supplier Evaluation Assessment)
B TR ERT R B L RTREARE P L5
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BHddpd dH) L Fmac )

ok
S
B LIS A FRE Y whe AXME EA

%ﬁ@p%ﬂ%%@%?ﬁ’i@ﬁﬁﬁﬁﬂﬁm’%ﬁﬁ
SRS ER TSP S ST AR SR
£ ¥ -

(Z) BIVFE

LOFEEATA LH 2 B oSS QSVP Rz & R ¥
& i B BUAAIEP IR Mo T 5 %#*%ngﬁ”@W%ﬂ
%%’ﬂt“‘,’f"J BRER 2 BRI AR 5 Z R

Ao AR Rtz de et B Y 0L LT U R LA
PR AR 2 R d Y F A2 2205 4> Smithfield
Foods # B> - 2 ERBFAPHIA  EXF £l 2> & £ 4
HERZERE P2 A2 Jo 2 PRI > RET -
WHERZEBF ARSI EZERZRE H Y e F R
BRI FeHE AR R AR TPe X3 % & NFBAP ¢ 2
%78 & f o 33 JBS SwiftPork 2 @ » RlifiEF% = > R AL
B2z AR AR & - BRI E € AMAEFi - = o
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kYR R AEY L BT % BB FIL 4 NFBAP 2 & /%

BHELE I FAFR AR ERYTRLE 52 AR
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(z) p Lk

Ot ERERRI LB FRp R g & 20 AR

- 2 p 3 tkska84] 5 12 Smithfield Foods £ B 5 ] » V‘ A
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FRiE o umiEey SRERE LS EE D0 R %
T B AL E(FREF LS TR B A o FIRRR
EEHLR IO wARY QAL E A fE Pt d A R R
Rl BB H B ORIY(E T )R8 0 % 2 USDA ™ 7 %
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eE R P Ak Ty e AR BN I ERER]
eFEiu A w6 NFBAP & Rz 423 %R € #3280 ik ki
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IR ERFEZ S ) BEAT) BRI A4
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File Edit View Favorites Tools Help

[—] Al fields with *are required.
Exporter

Importer 9060 Application Header

Products Summary

Shipment Information

Exporting Establishment Name:

Application Number:

Exporting Establishment Number: M45325
0

Open Beef01, Inc. New

Commercial Sale

Application Type:
Shipment Type:
000151

Access Control

Submit Application

K3 Exit Menu
Company Name*:

Address Line 1
Address Line 2:

Address Line 3:
city*:

Country™*:
State/Province *:
Postal Code™;

Phone Number:

Export Establishment Number*:

Export Mark to be Used " :

10pen Beef01 Inc

(8305 Hawthome Way
!
l

]Petaluma
[UNITED STATES

|Cahforn|:|
[94954

USDA Export Mark
) Unique Identifier

Previous

PHIS Home | Build# v6.2.6

USDA FSIS PHIS | Profile | =]

File Edit View Favorites Tools Help

QSDA United States Department of Agriculture
@ Food Safety and Inspection Service
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~ ~ Smithfield Food Inc. ( Tar Heel, NC )
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Taiwan’s questions related to the recent audit of the U.S. pork inspection system.

1. Please provide information regarding FDA’s protocol on monitoring farm animal
drug (especially Ractopamine) usage, safety, and residue. We are particularly
interested in the regulations, directives and management related to the topics
described above. Finally, please describe the corrective actions when non-
compliance of drug usage is found.

All manufacturers of medicated feed are required to comply with the Current Good
Manufacturing Practice (CGMP) regulations for medicated feeds found in Title 21, Code
of Federal Regulations, section 225 (21 CFR 225). The medicated feed CGMP
requirements include the methods, facilities and equipment, or controls used for
manufacturing, processing, packing, or holding a medicated feed to ensure the medicated
feed meets the requirements for safety and has the identity, strength, quality and purity
characteristics as identified in the new animal drug approval, conditional approval, or
index listing.

The CGMPs in 21 CFR part 225 set forth the criteria for determining whether the
manufacture of a medicated feed is in compliance with current good manufacturing
practice for all types of facilities and equipment used in the production of medicated
feeds (21 CFR §225.1(b)(1)). These CGMPs are divided into two sections and 21 CFR
8225.1(b)(2) explains which section applies based on whether the facility is required to
obtain a medicated feed mill license and register as a drug establishment.

Facilities required to obtain a medicated feed mill license and register as a drug
establishment must follow 21 CFR 8225.10 through §225.115. Facilities that are not
required to obtain a medicated feed mill license and register as a drug establishment must
follow 21 CFR §225.120 through §225.202.

The CGMPs in 21 CFR part 225 were implemented prior to the Current Good
Manufacturing Practice, Hazard Analysis, And Risk-Based Preventive Controls for Food
for Animals found in Title 21 CFR part 507. As a result, there is overlap between these
CGMPs, especially with respect to building, grounds, employees, supervisors,
management, equipment, and utensils requirements. However, the medicated feed
CGMPs include requirements specific to the proper inclusion of drugs into the medicated
feed and controls to ensure that drugs are not inadvertently included into other batches of
animal food.

All facilities subject to FDA regulations are included in the Agencies Official
Establishment Inventory (OEI) and subsequently inspected. FDA and state feed
regulatory agencies inspect all commercial feed manufacturing facilities, including those
on-farm manufacturing facilities subject to FDA regulations. These agencies use the
Comprehensive Animal Food Inspection Compliance Program (C.P. 7371.000) Guidance
Manual to inspect facilities subject to FDA regulations. A “comprehensive inspection”
covers the applicable regulations determined by the facilities activities which may



https://www.fda.gov/animal-veterinary/compliance-enforcement/cvm-compliance-programs
https://www.fda.gov/animal-veterinary/compliance-enforcement/cvm-compliance-programs
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include Current Good Manufacturing Practice, Hazard Analysis, and Risk Based
Preventive Controls for Food for Animals (PCAF) requirements (21 CFR part 507),
Current Good Manufacturing Practice for Medicated Feeds requirements (21 CFR part
225), Veterinary Feed Directive (VFD) requirements (21 CFR 8558.6), Prohibited
Materials in Ruminant Animal Food (BSE) requirements (21 CFR §8589.2000-2001),
and other regulations that may apply, depending specifically on how the feed
manufacturer operates.

Please provide post-market reports on the Ractopamine usage and safety
information (Ex. periodic drug experience report, DER).

Drug experience reports can be requested via the Freedom of Information Act (FOIA)
process. Instructions on how to electronically submit a FOIA request can be found here:
https://www.fda.gov/regulatory-information/freedom-information/now-make-foia-request

. Please explain USDA AMS’s mechanism to ensure the exported meat products meet

the requirements of the importing country. Furthermore, what are the corrective
measures when violations are found on products not meeting the importing
country’s requirements.

Please see the response to question five, below.

Please explain the corrective measures at the farm level in the case that when
exported meat products were reported back containing Ractopamine at a higher
level than the MRL set by the importing country.

FDA'’s Center for Veterinary Medicine (CVM) has regulatory jurisdiction to follow up on
violations where animal drug residues exceed U.S. MRLs, including verifying a
producer’s corrective actions. Corrective actions that are taken by the producer are
various and depend on the nature of the violation. The FDA has no involvement in the
regulation of animal drug residue MRLs that are developed by other economies.

. Please explain USDA AMS’s auditing process to ensure Never Ever Beta Agonist
program (NFBAP) participating farms are in compliance with the NABAP’s
requirements.

The focus of questions three and five appear to be centered around USDA’s Never Fed
Beta Agonists Export Verification Program, and therefore we provide the following
response. The United States does not consider USDA’s Never Fed Beta Agonists Export
Verification Program to be applicable, as Taiwan has completed its risk assessment and
established MRLs for ractopamine in imported pork products. With the establishment of
MRLs, Taiwan’s regulations no longer have a zero tolerance for ractopamine residue and
therefore the Program is not relevant.


https://www.fda.gov/regulatory-information/freedom-information/how-make-foia-request
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6. Since the export library has not listed the Ractopamine MRL for pork set by the
Taiwan government, how can USDA FSIS ensure the exported pork products are in
compliance with our regulations?

The FSIS certifying officials do not attest to chemical residue levels on export
certificates.

7. Please indicate approximately how many pig producers (farms) still use
Ractopamine in feed. When these animals (fed ractopamine) are sent to slaughter,
are they separated from the groups of pigs from the Never Ever Fed Beta Agonist
program?

FSIS does not maintain data indicating the number of producers that use veterinary drugs
in feed. Additionally, as explained above in response to question 5, we do not consider
the Never Fed Beta Agonists program to be applicable, as Taiwan has completed its risk
assessment and established MRLs for Ractopamine in imported pork products.

8. Please describe how the National Residue Program’s Ractopamine testing results
from the carcasses and offal are shared with the packing plants, farms and the
consumers?

FSIS enters information about residue violations into the Residue Violator Tracking
(RVT) system, an FSIS-FDA interagency database. FSIS provides the establishment and
the designated FSIS inspector with the analysis results and notifies the producer via
certified letter. The establishment also notifies the producer that an animal from that
business has been identified as having a residue violation.

In addition, FSIS produces several comprehensive reports related to the Agency's
sampling programs. These reports allow FSIS to publicly share information about the
Agency's' sampling programs, discuss the statistical and policy basis for these programs
and future changes to develop new programs and modify existing programs. FSIS
publishes this information online at Sampling Program | Food Safety and Inspection
Service (usda.gov).

9. Please describe how USDA FSIS conduct internal audit regarding the performance
of their own Public Health Veterinarians (PHV), Consumer Safety Inspectors (CSI)
and Food Inspector (FI).

FSIS directive 4430.3 Revision 4 describes steps taken to evaluate the performance of In
Plant Personnel (IPP). This includes PHVs, Fls and CSls.

In-Plant Performance System (IPPS) - Revision 4 | Food Safety and Inspection Service

(usda.gov)



https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fsis.usda.gov%2Fscience-data%2Fsampling-program&data=05%7C01%7C%7C8f2e01cb32d94e94c93808da9cb1d08b%7Ced5b36e701ee4ebc867ee03cfa0d4697%7C0%7C0%7C637994584763503908%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=wJwnskNysVCi5%2FcyJrU%2FNBeoS%2FN6qgoXISP5sLhGeHo%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fsis.usda.gov%2Fscience-data%2Fsampling-program&data=05%7C01%7C%7C8f2e01cb32d94e94c93808da9cb1d08b%7Ced5b36e701ee4ebc867ee03cfa0d4697%7C0%7C0%7C637994584763503908%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=wJwnskNysVCi5%2FcyJrU%2FNBeoS%2FN6qgoXISP5sLhGeHo%3D&reserved=0
https://www.fsis.usda.gov/policy/fsis-directives/4430.3
https://www.fsis.usda.gov/policy/fsis-directives/4430.3
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The In-Plant Performance System (IPPS) assesses IPP’s knowledge of job requirements,
appropriate regulatory decision-making, and ability to execute inspection and verification
procedures. This system allows supervisory personnel to identify and address the need to
improve the IPP’s performance as needed. During reviews of IPP the employee’s
performing verification tasks are observed; and reviews of documentation, reports, and
correspondence in the government files are conducted. The establishment conditions are
observed and compared to inspection results and noncompliance records on file. IPP are
asked questions about inspection methods, regulatory decision making, documentation,
and enforcement procedures (e.g., types of regulatory control actions that can be taken
and when). Hypothetical situations are provided to get them to describe what they would
do in response to the situation.

The rating official must: provide regular, recurring, and timely performance feedback to
employees, including monitoring progress; maintain documentation and records relevant
to each IPP’s performance, including feedback from customers and other stakeholders;
review progress toward goals with each employee no less than once each quarter; identify
and document potential issues with any employee meeting their performance
expectations, and address concerns with the employee as needed; and take appropriate
action to address performance not meeting expectations.

Rating officials must have a specific conversation with each IPP to discuss performance
no less than once each quarter. The purpose of the conversations is to facilitate regular
and ongoing communication between the rating official and the employee that supports
the attainment of organizational and individual goals, and promptly identifies and
addresses any performance concerns. Quarterly conversations will be scheduled within
each quarter of the performance year (e.g., for the second fiscal year quarter, between
January 1 and March 31). Topics to be covered will include clarifying existing
expectations, as necessary; discussing potential concerns about meeting expectations or
any obstacles hindering their capacity to meet the expectations, and how they’ll be
handled; documenting new assignments, potentially reprioritizing or eliminating other
assignments; identifying the need for training and/or development, if necessary; and
providing feedback on the quality of performance in that quarter.



