
United S t a  Fmd Safety Washington, D,C, 
Department of a d  Inspectian 20250 
Agriculeure Sewice 

Dr. Kiymn Chmg 
Chief Vetternary Officer 
Labeling and QuarantineIn~pectionDivisidn 
Minktry for Food, Agriculture, Forestry d Fisheries 
88,Gwanrhum-Ro, Gwachmn-Aty 
Gyesnggi-do, 427-739 
Republic ofKorea 

Dear Dr, Chang: 

The Food Safety and Inspeotion Service1FSB) has r e c e i d  your May 4 2011 ,  letter in which 
you submimd tEze Republic of Karva's comaen@to the Draft Find Audit Report and proposed 
mnedve =tiom that address the fmdltlgsof FSIS' initid equivdence on-site audit conducted 
November 115-29,2010,The purpose of this letter is to provide Korea with a copy of tbe Final 
Audit Rqmrt and an upd& af our review of the camctive actions. In add-ition,we want to 
respond to yaur propowl to hold a digital video conference (DVC)to &scas the mwtive 
actionsand the tirndine for BTS to detemiineKorea'$ eligibility to aport poultry products to 
the United States. I1 
FSlS hm reviewed your c6mants and W u d d  them as an anachent to the enclosed Find 
Audit Report dated June 22,28 11. Th report will be posted on tZre FSIS website: 
htt~:S/www.fsis, .~~$rda.awh~&-im& mlkidForeim Audit Rmfldinelm.&v 

In regard to the corrmtire actions submitted by Korea, FSIS haxi completed its initial revi'ew 
md will provide a thornughmpI.aa.atiw of PSIS' evaIwtion in a separate l e h ,  Orrtce R B T ~ E ~  
hais had the appoflunity to review our letter,, we .are agrmable to hold a DVC to further d i ~ u s s  
the 130mctive~ c t i  I10ns a d  my a,thwm m r  you would like to dis~uss. 

C o n m i n g  the timaline prows for obtainirig U.S. eligibility to export pouItry products b 
the United States, there m severd &in8 steps that must take plwe before dipmtmts can 
begin, First, F 8 S  must resolve any o u W g  issues and uoncems ideaflied during the audit 
and addressed in yom ~ ~ r r e c ~ i wa&im @an, rn that an equivalence determination can be made. 
As we moue forward with this &p, HISwill cmfim whether an on-site verification audit wi11 
be needed. Smmd, PSIS mu51proceed withthe. U.S.rukmaEng process to &d KO-B to the 
Iist of countries in the U.S. Code of Federal Regulations that me eligible to mport poultry 
products to the U n W  SWes. As you mayb,this i n v o l v ~FSIS publishing a prapcr~edrule 
in the Q.3.Federal Reg&#@. This proposal wiIl includea.60-day comment perirrd, at which 
h e  PSIS will revim and rmpond to all the comments t b t  are received prim to publication of 
a final rule. I/ 
Once a final mle is pubIishd in the FdwabRegister, K o a  ~nthen certify to FSIS the 
establishments tkt haye been d ~ f I l l i dto be in c~m~lirmcewith FSIS in~pectian 
requirements or equivalent inspectian requimmcnts a d ,  therefm, eiigible to export poultry 
products ta the United ,%ate$.As for atimeline when n fmd rule will be published, FSLS is 
unable to provide a specific date at this ti;. However, we want to asweyou that FSIS is 



2 I&, Kipon Chmg I 
committed to contime working clwdy with Korea toaddress my outstatding equivalence 
issues md to expedite the rutmakingprows9 to the best of ib ability. 

If ;S"O,U by telephone at 202-720-6400, by facsimile athaw any questions, pla&e contact me 
202-720-6050, or by electronic mail at internationaIquivalenc~fsis.usda.gov 

Sincerely, 


Andreas Keller, Dirtxtar 
Intemtional Equivalm~oStaff 
OEfrw af fnkmatianal Maia 
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This audit report describes the outcome ofan on-site audit of the Republic of Korea's (Korea) 
poultw inspectionsystem cmdwtedby the Food S&ty md Inspection S e r v i ~ ~@%IS) from 
Ndvmber 15 - 29,2010. 

This was an initial equivalenceverifqtion audit with emphasis on process controls exercised by 
the Cenml Competent Autharity (CCA) averKorea's'poultry inspection system and comctive 
actionsproffered and implemented by the CCA in response to the previous F$rS initial equivalence 
on-siteaudit conducted in 2,008. The audit objective was ta ensure that Korea has an inspeotion 
system for slaughteringand prbcessing poultry products equivalent to the United States' [U.S.) 
hs,pectiansystem with the resultant capacity to produce podtq products that & safe, 
uhadulterated, and proper1y labeled 

The auditors confirmed tbat dI prior systemic fmdings relatedto the 2008auditw e  appropriately 
addressed. Fuftbemua,the auditofi .somlW that the CCA was able to meet the FSIS 
requirements for the following equivutlence wmpmeats: (1) Govement Oversight, (3) Sanitation, 
and (4) HACCP. 

However, the current audit resulted inthe identification of systemic findings within tbeequivalenm 
components aE (2) Statutory Authority and Food Safety Regulations, ( 5 )  Chemical Residue 
Programs, and (6)MicsobiologicalTesting Pmgam5. 

inspection. 

I! 
The CCA did not provide adequae control of egtablisbmentfadlitis for post-mortem 

The CCA d ~ dnot provide &quate ~ontrulover the iqlemmtation of Iaboratary quality 
systems with& its National Widue Program. 
The CCA did not provide adequate centrals over the implementation of laboratory 
quality systerm aswciatd with mim~bi~. lc~gi~zl~testing ofpmdwt which is intended for 
export to the U.S, 

1 
1fiorder to demmtrate that ICoxezn's poultry inspection system meets the FSIS imp& requirements, 
the CCA is to submit a comprehensive corrective actioli plan addressing the gpecific audit fuldings 
outlined in the report f ~ reach component. FSIS will evaluate the extent to which the proffered 
comctive actions sufficiently address the systemic findings identified Provided the corrective 
actions aresufitient, FSIS will make the m~menctationto move fbrward with the rulemaking 
process for system equivalence. However, FSIS m y  conclude that-anadditional on-site audit is 
necessary to verify the adequacy of the corrective actions provided. 
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The Food Safety and Iqec t im %#ice PSIS) ofthe United States Department af Agriculhm 
cmducted an initial quivaIefice on-site audit of the Rqublic ofKorea's podtry food safety symm 
from November 15 - 29,2Q10. 

The audit:began witb an entrancemeetingheld on November I S,20 1O3 in Seaul with the 
participationof representatives ernthe @entraICoqeknt  Authority (WA] - the Minisw of 
F d ,  +culture, Forestry dFisheries (MIFMF), theM a t i d  Veterinary Research and 
Quarantine Sewice (NVRQS), mpresentativesfrom the United States Embassy in Korea, and the 
FSIS audit tEm. 

2. AUDIT OBJECTW&,BCDE'E9 m,METHIODQLOGY 

This w e  an initial equivalence veiiiicatibn auditd%ernphss&on process controls exercised by 
the CCA averKorea's poultry inqectionsystem, mdcorrectivea d m s  pmffeml arid implemented 
by the CCA in respnnseto the previousmal ~ i r x a 1 ~ n -on-sfte audit conducked by FSSI in 2008. 

The adi t  objective wm to verify Korea has implementedan inSpectiun s y e m  for p,uItry daughter 
and go* promsing equivalent ta the U.S. idq~ctionsystem with the resultant c c i p  m 
produce p ~ u l wproducts that are saf%unadulterated3and properly labled. 

In pursuit afthisobjective,FgIS mduckd a comprehensive document reviewwhich included an 
ardysis ofthe inspection d~rcumatsslabmitted by Koea in response to the 2008 on-siteaudit 
fmdings, inadvane of its second initial q u i v a I m  on-site audit of Korea, 

FSIS auditcrrswere accompani&dthr'oughoutthe entire audit by representativesfrom the CCA a d  
represanmtires fmm the regi~tlal,hrm~h,and local inspectionoffices. Retmnhtians comemhg 
program effectivene~focused onperformance within the following six qivdlma eoqonmts 
upoa which systm equivalmee is b a d :  ( I )  t 3 0 m o n t  Oversight, (2) Statut61y Authority md 
Fmd S&ty Reg-ulatim, (3) $mitation, (43 Hazard Analysis and Critical Con&olPoint System 
mACCP.), ( 5 )  Chemial Raidye Program,(6)Mcrobicrlogied TestingPrograms. 

Administrative functionsware reviewedat the CCA headquartersinSeoral, three regiqml,md t w ~  
h c h  ofices, dwingwhich the auditors malate8the implemen&tion of those management 
cantral systems which enmre that the national impecti~n%stem, verification, and enforcement 
Btrategjas are implemented as intended. 

All three mblishmexltsin&nding to poult~yproducts to theUnited States were audited, 
Durhg the estddisbmentaudits, @cular attentinn was paid to the extent to which industq md 
government intwact to control hazards ,andpreventnon=cornpLiancesthat threaten foodsafety, with 
an mphasL an the CCA's ability to pr;ovideoversight through supervisory reviews conductedin 
a c c a r b  with 9 CFR 381,196. Additionally, fimredthe and fiveriiimbiology 1aberatorie;s 
were audited to verify the CCA's abiIity to provide adequate technical sup* to its inspe~4ip.n 
system. 



Ompatent& ~ h r i t y  
Central Authority 

Campetant i&gional Offices: 
Aurhorily 

AUDIT SCOPE. %uM+w 
Lmatibm 

1 SeouI 
3 JungbuRegional Ofice, 

Honam Regional O h ,  
Ywnpm RegionalOffitx 

2 Cheo~~&Branch. 
Dae$u Branch 

5 NVRQS H & q W  hbam~ry-An-, 
Institute of Lives@& and Veterinary Resenreh[ I h  Banch), 
Gyeongsq&uk-da Veterinarq. &mice Laboratory (Headquarter) 
Chun$cbmbuk-do bfimof Liu&to& and Vetmimiry R@exch 
(Nactk Bmch) 
Juollabuk-da hs%i,tureaf live$tocka dV~tefharyR%m~ch 

5 National V e t e r i n q  Research &Qamtine Servic~,ToxicCherrdwl 
D.ivEsion, Hwdquarter (HQ) 
Chungchwnbuk-doInstituteo-fLivestock and Veterinary R w m h  
(North Branch md HQ) 
Jeollabuk-do FnstitFrte of Livestad and Y e t f h a q  b e a c h  
gksm Branch andHQI 
Nor!& ~ g ~ h ~AHL HQ 
IKsm Bmcb 

3 lksaa City-Chungiu City, Kyeongsetn City 

3, LEGAL BASIS FOR THE AUDIT AND AUDIT STANDARDS 

The audit was performed under the specific provisions of the United States' laws and 
regulations, in particular: 

Poultry ProductsInspsctionAct (21 U.S.C.451 etseq.) 
Poultry Pmducts Inspectian Regulation$ (9 CFR Part 38 1et wq.) 
HACCP Regulatim (9 CER Part 4 17 et seq.) 
SanitationRegulatiun~(9CFR Part 416 et seq.) 

The audit standards applied during the review af Korea's poultry inspection system included a11 
applicable legidationan,dprocedures submitted to FSIS and determined to be equivalentas part of 
the initial review process. Korea has adopted both HACCP and Sanitation StandardOperating 
Procedures (SSOP) requirements in acmrdance with the FSIS regulations. 

d BACKGROUND 

InDecember 22005, Korea submitted an initial equivalence determinabon and requested that FSIS 
canduct a review ofKorea's poultry slaughter and processing system, to establish eligibility to 
export ginseng chicken soup CSmgyetang [pm~z~m'ati~n:34%mdgae-tihg])and, possibly, frozen 
ready-to-eat (RTE) poultry products. 

Following the document review process, FSIS conducted the first initial equivaienceon-site audit of 
Korea's p u l t r ~ rinspection system in October 2008, This audit identified fmdings in the following 
equivdence components: 

6 



4 Gownmerib Owsigkt: TbeCCA did hot haw .adequategov~mmntovgsi&t wnd 
administrative controls over the inspeotion system. Inspection aotivities were being 
conducted by non-govemmt employees who were paid by thewtablishmeni. The CCA 
didnot provide evidence tohorrsttate direct and rontinuous officialsupervision of 
processing activities for poultry productsby the assiped inspectots to assure that 
adu1ierated or misbranded poultry products are not prepared for export ta the U.S. 
Sa~kaation:Failure to implement and verify sanitationprugrw witbin the system.

* HACCB: Failure to implement and verify HACCP requirementswitbin the system. 
ME"crobidag2~IT@@g a ~ dCk-icd Ressue PP'ogram: FSZS aditoh were unable to 
visit my of NVRQS" labmatorim conducting chemical sr microbiologicalanalyses of 
p~llltfypxoduC1~. 

5- GOVERNMENT OVElWGHT 

FSIS import eligibility requirements oblige that the foreign inspaction system be organized and 
edmini&eredby the national gmmment and prmide stmhrch i v a l e n t  to those ofthe US, 
system. The audit focused on the CCA's perfomace witbin six equivdmce mqnents upon 
which system equivdeme is based. The firs%af the six equivalencecomponents that the eudibrs 
reviewed was Govmm~ntOms@t. 

II 

Korea's in~patiorlsystem is divided ink, two program areas, one oveweehg domestic production, 
and themother fur export. The impmtion of poultry products pwpo$ed for export to the U.S. ismder 
the authority of the Ministry sf Food, Agriculture, Forestry andFisheries [MIFAFF) and the 
National Vetdnargr Rwareh and Quarantine Semie (NVRQS). W R Q S  works inmnjunct'ion 
with the Korean Food and Drug Adminetimi and provincial authorities tg emure products 
eligible for export mew the requirementsof the importing country. 

The primmy IWS for regdatingpuulhy impeetim in Korea are the Liwtock Sm2aly C ~ m iAct 
and the Pmvendiotz o ; f b # ~ ~ g i ~ u sAnimnI Disease Act, theLivce~mckProducts baarp Contrd 6% 
and the LivmfodiPrsdwts P r m ~ s QACL These Acts provide the operational and regulatory 
auth~rityta carry d-tEtKorm's pauI'trqr inqection system. FSIS' review of sptxfic regulations based 
on these Acts concerning the registrationaf slaughter and psw~singestablishtnmts,inspecxion 
activitia, and irnport/ex.partrequiremedts,indicated that the CCA has a clear legal aythity md 
~sptmsibilityto enforce inspection laws and to ensure that adulteratedw misbrded products we 
not exported, 

The auditon confirmedthat MVRQS maintains ultimate contml a d  supewid~nfor mtablishmentza 
eligible taexportpoultry and pbultry prsduuts: mfttrcement strategieswere in place which are 
similarto those outlined i33 I)CFR 500 (Rul& of Practice), internal audits were oosrducted md 
documented on a form sirnilastnRTlS 'Fore@ fitabkhrneat A d i r  Cheeklist (FSTSFern 5000-61, 
a d corrtrols were inplace to prevent fraud ormisuse:of expart &fic~te$. Export documents are 
maintained elmtronidly md are password protwtd The NmQS Quarantine Veterinary 
(QVO) at the Regional Officeare in charge ofthe export certifimles,aamps, and the sealing of 
poultry trucks, thereby maintaining the security and integrity ofpoultry during
tramportation between establishmentsmclport fkeilities. 



The audit indicated that inspection permme1assigned to export facilitia were,competent and 
qualified to perfom their duties. The NWRQS is responsibb for hiring and assigningQVOs who 
perform inspection oversight and enforcement activities at the expait estabIishments, All QVOs are 
veterinarians gadrrated earn a college ofveterinary mdcine  with a h t o r  of Y&&my Medicine 
degree. QVOs must pass the Natioilal VetbrinafyBoard E m  and o b a license of Doctor of 
VeterinaryMedicine ina c c m h c e  with the Article 4 of the Yeieriuary Law. The QVOs have 
attendedv d u s  training p r g p m  t.a gain an under-ding of FSIS' inspectim requirements: (1) 
FSIS International Meat a dPoultry Inspection Seminar, (2) NVRQS headqutrtm trainingcourse 
on USDA regulatory requjlremnta (once a month), and (3) Introduction Df the Livestock Product 
SafetyManagemat and the Equivaledce A s w m n t  with Pmfkal Case Analysis of the U.S., 
provided by a consultQ firm. 

The audit included m mswsment of the wersight provided by the CGA to ensure that prwdures 
for laboratorieswwe mtahIished and followed intended. The micsablologiml st& at NVRQS 
h a d q u m  a= w ~ n s & l efar f&muIating microbioIogicaI teat plans, condwtingthe test, 
evaluating microbiolo$icd hazards, training mdytt, andresoIving myrni~mbio~ogica~issues. The 
laboratory ,testingmethods employed by NVRQS Emits microbiologicaItesting program me the 
sane as the FSIS Microbiological Guidebook. The MIFAFP and NVRQS are responsib1e for 
developingand implementingthe Nahanzil Residue Program (NW) to msure s~5e tyand 
whule~menessof poultry p fodu~t~Porn podw farm to poultry skaughterhouse. The W 
consists of imining of analysb, monitoring residues, sampling, l w a t o ~analysis, and an 
enforwmmt strategy. NVRQS has the authority to approvemd accredit priwte labmtories. The 
private labomtari6~must maet the ~piremmtsspe~ifiedby NVRQS befare they me permitted to 
conduct any analyses for oficial establishments. 

B a d  on review of official i q d n  and lahomory d0cummt3maintained at headqw-ters;, 
regi-1, branch, and locz1in@e&on offices, the auditorsc~nc1udedthat Korea's Iegislation, 
M d m ~documen$,and hstmctions wae  propdy disseminatedBorn the CdX headquarterstoall 
inspection and laboratory personnel by e-mail, In,-, ar SharePohP. 

II 
This audit indicated that the CGA has well developed aQmiflistmlivecontrah in place to support the 
inspection system; ther~fme,F S I S  m ~ l u d e dt ha~Korea's inspection system mee@the 
requirements for this component. 

6. STATUTORYAZFTWORITYAND FOOD SAFETY REGULATIONS 

The second of the six equivalencecomponentsiW the FSIS team reviewed was Statutory Authority 
and Fwd Safety Regulations+ I1 
The imwktion system musf he organized and administered by the national gwmment of the 
foreigo country. The system must provide fm ante-moderninspection of birds, pst-mortetn 
inspection sf ass^ and parts, c~ntrolsover condemned maidds, controls over establishment 
cowtmcti~n,facilities, equipment, daily impection, and periodic supervisory vkib to bficial 
wtabliahments. 



The headquarters in Seoul, three:regianal, md two branch o%ces were audikd in orderto review 
the Iegklation asmiaidwith this component, as we11as assess the C W s ability to &%ctively 
communicate these requirementsA. h u g h a u t  the insge~tionsystem, 

Krrreatsrequiremenis hr me-mo~emand past-maem inspection are outlined in the d m m t  
entitld Inspctioa Stan&& md D&aiI& bspciiurr Galiddirtes Usedfop Saugkter Livesgmk and 
its Mat .  A revievtc of-thisdocument indicatd that it provides detailed insmcw on how 
inspeclion offrcials are toperform p o ~ ~ - i n o ~inspection ofpouItq carcasses*Km~a'sInqwctio~a 
and Qwmkfine Gu~~hdfnesferthe Psuldq Prod- b be &poM t~ $he UaiM 24te3, Jmuary 
2M9, Section 6 (S1mghti In~ptxt?an)sfipllates the requhemqts for establishment ~anstrwtioa, 
facilities,and equipment. Inqection pesajmel are r v i r e d  tocondemn livesbck ox Iivestock 
products that .fail to me& inspection standardsaccordingto Korea's Elsfwc~mmtDmrw ofdk 
LivestockProduct Prwesizg Act, Am'cEe 19. Korea" Liwtock Products Preeeming Act, Artick 
I I  and 12, and Korea" official letter, January 30,20054 kto the U.S. Ambassador indicated that the 
CcA wouldprovide &ly hsped6dto establishmats that intend to toqort poultryproducts to the 
U.S, 

In keeping with FSIS importrequirements, Korea 3 I m p t i o n  rand Qumanfi~Guidelinesfor the 
Poattly Prahcfsto beE x p w t d  do the Unit! St@@,J m m y  2009,S e d h  2 requires &e GCA 
pdom periodic supentimy visi~s.These reviews sme as a fmdarnw~llayer of oversight to 
erasure that standads we being rneton a muhe  basis. The auditorsobserved&it supervisory 
revikws were being conductedbi-mmthly by the d m veterinary officer as intended. 

As indicated previously, three mtahlhments intending to export to the U.S. were audited. During 
the audit FSIS reviewedI-&-t procedures and records maintained by the local inspection offices, 
and obsecved how impectionp m e l  carried out t&ebrespmibilitiea related to verifiwti~aand 
enfdrcernent. This review resulted in the identihatian of the following systemic findings affecting 
this component: 

Qne slaughter facility did not we convenientiy locaatd controls (e.g., &art-stapswitc-hes) 
which would pertnit governmentingpeetors to regu~ateline-speeds in order to ~condwta 
pratracted post-mortem &peetian of carcasseswhm neeessay, or preclude Mu1tertited 
product h m  entw'hgthe chill tank. Furthermore, a reviewofKorea's requirements for 
caastmction,facilities, and equipment &Y slaughter operations, conhind ia the Imp~ctiorz 
artd @.mantins t % d ~ & ~fo'$ tho P o d Q  Prodwc5s to be Exported to the U~i t edSlates, 
Jowav  2W9,k f w r s  6fSIwghde~Inp~cfiole),did not address control mechanismsaf this 
type, The absence ofthis requiremeat poses a dirnculty far the CCA to uniformly 
implCll~entthe enfopcment strategies outlined in Korea's E ~ @ r m m a tDecree ofLivestmk 
Pdt lc t s  PmcasifigAct, which $casrtsatharity for inspection p w m l  to slow line speed 
as appropriate, and ultimatelydamnstrate consistent control overnan-w&nrdng product. 

K m ' s  legislation and widelines do not have a provision requiring inspection stations to 
have online hand *sing fwiliti~swith a cantinuous flow of water within easy access.to 
prevent incidental ~ross-cwtamiaatianof carcasses associated with postmartern inspection 
prmdures. 



Korea legislation reqths 52-f"aotcmd1e(540Lux) lighting at post-mortem inspection 
stations, while U.S. requirementsfora similar system configuration(Streamlined Inspection 
System [$IS]) arrd line speed calls fora mihimum of200-fowtcandles ofshadow h e  
lighting, with aminimum color rendering index value of85.  Inadequate lighting atpost-
mortem inspection %~&(IQscould result in the failure to perform wurate disposition.;. At 
the time of the audit, Korean aEEials were unable t~ provide additionaldbcmmtatian fe.g., 
perEormanmzstudies) to d m n r n t e  that a thorough post-mortem inspectionof poultq 
masses  could be accomplished baged on the current lightingrequirements. 

Inaddition,whiIe Korean 1egi~latir)nallows up to 8?4retained water in poult^^ carmssw andparts, 
one establishmentaudi~eddid not maintain documentatian indicating that this standardwas being 
met The lack of establishment remrds isan indidon that inspection O ~ I ~ G ~ Z ~ Swere not routinely 
wnduciing the appropriateverification activities associated with this requirrcrnwt, 

This audit identified systemic findingsmgading; controls over facilitiesfar pog-mwtem inspection. 
The lack af suficimt controls over p~st-mourtminspection biIities poses a significant concern, as 
this could Imd to inadequatepost-mortem inspectionand product contaminatim. Therefore, FSIS 
~oncludedthat Korea's inspection system does not mmt therequimnents forthis component 

7,SANITATION 

TJie third of the six equivalence components that the-FSISaudi- reviewed WBS Sanitation. The 
inspeutim system must provide requirements farsnitation, for smitq bandliag of products, and 
developmmt~aadirry?lemmt&ionof sanitationsbarrdwd operatingprocsdws. 

The CCA has adopted FSJS r~gula.toryrequirements for sanitation (9 ClX Part 4 I6 et seq,). The 
headquartersin Seoul, three regional,and two b d officeswere audited in order to assess the 
CCA's abiliw to efleMively commtmi~ateand enforce these require men^ throughout the impwtion 
sptem. The auditorreviewed Korea's ~&ategiesiucluding wrific&wi p c d u r s  to implement 
sanitationrequirements. The Eoll-swingducwhmt~were reviewed: K O ~ ~ C I's I r e e ' m  a d  
@&ma#ipaeGuide~iwsforthe Psul#y F P ~ U L T Sto be Expo&d to fhe Uai&d S#a&s,J d n m y  2001), 
Secrio~4 PmifagCoWoI ofE$ td l iShmbsfor E x ~ Q ~ ) ,Sanikafion Manutdfir Export 
fitublizhmmts, Korea's Livestock P r h t s  P m m i n gAct, LTkup~e%3, a d  Standardsfor Hazard 
Analpis Cri thl  Con6rd Point Systm of Liv~stmkProducts, Not@cafiofiNO.2003-2,This revIew 
concluded hat the CCA's strategies in place to disseminate FSTS saniMion requirements were 
eflective. 

Three es%abli&mentsintending to expart poultry products ta the U.S. were audited to assess the 
C a y sability to implement the inspd0.n  system's requirements for sanitafi ~ n .The auditor 
reviewed the CCA's inspection i-tiorrs and inspection recurds maintained by local inspectiam 
officesoverseeing these est&li$hments. In adbitim, fbe FSIS auditur observed how inspectian 
personnel verified establishment cmpliance, and assessedthe ability to take e~forcementaction 
when apprprrkte. This review resulted in the foI1~wkgFmding: 

* At one establishment, inspection pm5omel did not demomtmte tkabdm to &ctiveIy 
enfo~esmhtian perfommole stand& requirements for employee hygiene, The auditor 
observed establishmentemployees miting the restroom and ~etumhgto the production line 



without first sanitizing their plagtic slmves. A p d l e l  review ofthe est&lisbeni's 
production practices indicated t h t  t h m  sleeve$routinely came inta contact withproduct. 
Additionally, production line empl~yees%ereobservedwearing product contact dothing in 
the establishment's mfeterik In b o ~ hcases, the: CCA failed to a d d ~ s sthese ddeficiacies in 
s m m e r  which m d d indicate that approp&t enforcement controls would be applied an a 
routine basis. II 

The CCA has demonstrated process m t m l  furthe Sanitationequivalence component with the 
mctqtionof bne halated employee hygime non-eumpIi41tloe. PSIS apncludcd that Korea's 
inwetion system meeh the requirementsfor this component. 

8, ~ Z A K DANALYEW AND CRIllCAL CONTROL POINT SYSTEMS 

The forth of the six equivalence curnpbnents the FSIS auditors reviewed was HACCP. The 
inspectian system must require that all ofieid establishmtsdevelop, implement, axid maintain 
HACCP plans, 

The CCA has adopted F S B  regulatory requirementsfar HACCP (9 CFR Fart 417 eet sq.). The 
headquarters in Seoul, thrm regional, and two b h offices were auditedinwdw to review the 
legislatianassodated with this ~o~npmmt,as well rn assessing the CCA's ability t6 effectiveIy 
mmunicate  these rquirmcri~st h u g h ~ u tthe inspeatian system. The auditor reviewed Korea's 
smtegies iticluding verification procedm to implmedtHACCP quirernents. The auditor 
reviewed the fo1lmingdcreumwt: S&nda~&forHmwd h ( ~ L y s i sCritical CofiwoIPaint ,!$amof 
fiwdock &ducts, No%@mtbrnNo.2005-2 and Lilpest~ckPm&cts Act. This review concluded 
that the CCA has adequate strategi~sto implementFSfS HACCP requiremen%. 

Three estiib1ishent.sintending to export poultry pfodwcts to the U.S. were audited to assas the 
CCA's abilily to toimplemmlt the inspection system's EitACCP requirementshThe auditorreviewed 
Korea's inspectian insmcfions:and i-mpedionrecords maintained by local inspeetion offices having 
reguldmy oversight ofthe audited cstablisbmt$. The auditor alsooberved how inspection 
persomel applied9 417 and o b oficial instructions 'to verify establishment ctlmplimce with 
the HACCP equivalence coqmnmt I! 
This review resulted in the identification of one fmding for &is component: I1

1Inm e  etablishm&'a HACCP p!m, the E Fmanitwing frequency w a s  once per hour. 
However, the auditors obiewedthat the actual monitoring frquen~ywas every two 
hours. Mditimaly,tbFLACCF plm requited hily verification, yet the auditurs 
ahserved that the actual uwifi~otimfrequency wls o n a  per -week, The failure af 
inspectionpmmiwl to identiwthis non-csmplianceismost likely =lated to the 
frequency which BKCP verifi~ationactivitieswere wnducted, rather than a lack of 
h~wledge.Intemitw with inspectionpermme1 idicated that they were h i l i a r  with 
WCCP mpirments, but verifimtio~activitia had only been eodwted bi-monthly, as 
the establishmentwas not yet exp~rtingto the U.S. 



The CCA has demonmated procws control for the HACCP e9zJivalehck compment with fhe 

exception of one i~latedHACCP finding. FSIS concluded that Korea's immtivn sptem meets 

the requirments far thiswmponent. 


9. CHEMICALRE$lDUE P R U G W S  

The fifth of the six equivalence components the FSIS auditors reviewed was ~ ~ e m i c a lResidues. 
Tb inspection systemmust have a chemical residue control program, organized md administered 
by the national government, which includes randam smplhg of internal organs and fat of kmasses 
for chemical residues idmtifIed by eitherthe =porting country's poultry inspectionauthoritiesor 
by FSIS as potential contaminants. 

The CCA hadquwt~min %od, three mgio-nal,and two branah ~+fEiceswere audited to detemhe if 
Korea has regulatmy authority to enforce requirements of the Chemical Residue Control Program 
equivalencecomponent. 

The auditors interviewedthe CCA and w viewed the N W ,labomtory testing mthods, enforcement 
strategies, and communicationtools. The auditor wncLuded that Korea's r'esidk plan was properly 
designed to include all m q u n d s  of mncem to bath Karea and the U.S. 

Two slaughter establishmentswere audited to determineKorea's regulatory authority to implement 
and enfmce the requimnents of the Chemiml Residue Control P r o m  equidence componentixt 
the establhhent leml+The mtor reviewed Urea's Iegislatian, inspection insiru~tinna,and 
inspectionrecords maintained by l o ~ dinspectha ofiiees, whkb had regulatory oversight over these 
~ b l i s h m e ~ .  how inqection personnel applied Korea's legislationAbo, the aditor o b s ~ e d  
and off~cialinstructionstgverify estsrb1Wnentcompliancewith the requirements of h e  Chemical 
Residue Control Program. Tk auditor observed inspectionpersonnel were following Korea's NRP 
samplingpmtocol. This iduded sampling l a d o n ,  saq1ing size and site, and the de1ivery of 
residue smp1w to 1ah~r;etories.&ma1 Health Laboratories report test mulh to m Q 5 .  Incase 
of a vi~lativesample r e d ,  NlrRQS implements an enforcement strategy, which ulc1ude.s 
investigating tbe causeof the violation md eoUecting additional samples, The hv-estigation will 
deternine the type of enhrcment ation taken against the violator in ~ c ~ withcArticle 32e 
(fio~edurafbr Tmpsitim md Cdkri;onof Fines for Weglipcee) of Korea's Enfoipcme~ztDecree 
of Live~tmkProducts ProcessingAct. 

In addition, five government laboratories were audited. The auditor reviewed the fa110wing: sample 
handling, sampling h q m c y ,  timely analysis, &te reporting, maIyticd mthodologie~tissue 
matrim, equipmentupmation and grhtouts, detection levels, percent recovmiw, inn-laboratories 
check samples, and quality aBsur;.lnceprograms, in~lu&gstandartlsboob and corrective actions. 
This review identified s e v d  systemic de&cieflciesin Iaborato~practices. 

me laboratory did not consiste~~tly (datesmaintain fhe proper identification of analytical mgat~ 
opened, expiration date, and inventory control numbers), and standard mluiio& did not 
consistently identify the prepa~r'sname, date of pepatation, s t a n W  identity, corr-cenmtiaand 
expirationdate. Additionally, they did mt document Upper Control Limib, Upper Warning Limits, 
Lower Cmtrol Limits, and Lower Warning Limnits on control cbm, and labfatory supmisws 
failed to include routine ~wveriesand irrtra-labmatmy checks;Eor each analyst in the mntrol charts. 
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Other findings included the fact that they did not have a consistent procedure among establishments 
on the type of samples collected for the NRP, such as one government inspector would send the 
whole bird as a sample, while another would send the tissue. They also did not demonstrate 
consistent policies and procedures for temperatures and calibration records; did not consistently 
conduct intra-laboratory sample checks for analysts; and did not consistentIy implement the Limit 
of Detection and Limit of Quantification methods among laboratories conducting the same analyses. 

The NVRQS headquarters laboratory is ISQ 17025 accredited, however this laboratory did not have 
an effective quality control system and it did not require standardized testing procedures amongst its 
laboratories. Other laboratories performing NVRQS chemical residue testing were not I S 0  17025 
accredited. 

This audit detected significant systemic findings in laboratory practices for this equivalence 
component. The CCA did not have consistent controls over the implementation of laboratory 
quality systems. Lack of controls in NVRQS' laboratory oversight could lead to inadequate 
detection of chemical residues, potentially resulting in adulterated products being exported to the 
U.S. Therefore, FSIS concluded that Korea's inspection system does not meet the requirements for 
this component. 

10, MICROBIOLOGICAL TESTING PROGRAMS 

The last of the six equivalence components the FSIS auditors reviewed was the CCA 
Microbiological Testing Program. The system must implement sampling and testing programs to 
ensure that poultry products produced for export to the U.S. are safe, wholesome and unadulterated. 

The CCA headquarters in Seoul, three regional, and two branch offices were audited to determine if 
Korea has regulatory authority to maintain and enforce adequate government oversight for the 
implementation of the CCA's rnicrobiological program. 

The auditor's interviewed the CCA and reviewed relevant records including analyst qualifications, 
samplingprotocols, testing methods, test re-porting, enforcement strategies, and communication 
tools. This review concluded that the CCA's microbiological program was properly designed. 

Three e$tablishmentsw m  audited todetermine Korea's regulatory authority ta enforcethe 
requirements of the MicrobioIugical Testing Program equivalea~emmpowt. The auditor 
revicwd Korea's legiskttion, inspection in&uctions, and inspection recordsmhtained at 1 0 4  
inspection oficts, which had regpIatoq wersight averthe audited establishments. MSO,the 
auditor obsemedhow inspectian plez'some1applied Korea3s legislationan$afflcid instructions to 
verify esaabIishment cmnplimce with the requirements -Ear Microbido@d TestingProgram, 

The cCA has reguI.atoryroquir-k includingmtnpling and enfwxmentst~ategiesfortesting 
programs related to Sai~uneEiusp-ech,which miTp~rFSIS testing rqukments. The inspection 
permme1 fallowedF91S' samplingpr~b&l,which includestmting fkquensy, Sample colIection, 
and the delivery af samples to labbatoriw. The Animal Health laboratories repst the test results to 
the NVRQS. 



The CCA conducts verificationactivities monitoring es&blishment's genericBsckerichiu cobs' 
mpiremeats for podtry pf~ducts.The CCA has implemented generic E$cherickfacoIi 
requirements in accordance with FSIS qpla t ims~The audibr doneluded that the =A's testing 
program is compliant with FSIS requirements. 

Rora requires that establishments intendingto expart to the US.meet FSIS requirementsfor 
L&&rf# mePlocytagewd a d  Szlmo~dhq p - for bath post-lethalityand nan post-lethalityexposed 
ready-to-eat QRTE) poultry gxodwts, and haw verification feting pmgrams. The RTE propmu 
inelude qecific pmwisians for govemmnt sampling ofproduct, pvmment overnight of 
establishment sanpling?md the verihitionofmrttml measures in every establishment omtified fwr 
export to the United SWa. Korea's RTEprogram meeb FSrS ~quirmerrts. 

Five government lqboratori~ewere audtd. This review muIkd in the identifitationof systemic 
fidingb in laboratowpractices. 

W I e  testing methods forW m ~ s t l l ui y p .  and Lisfwiornonecy@pm were s u c c ~ f i l y  
implemented, the CCA did nbt dm-te adequate aversight for quality con@.oIa dassurance 
p r o w s  for the Maratories in their system Wile the hwdquwtersJabmatmy in hymg was 
IS0 17025 accredited, other labmtories in the program were not accredited, and recordkeeping for 
quality systems were inconsistent and incaq1ete r ~ d l e s sof accreditatiun status. As an example, 
the frequency and the documntation of equipment veificsatim, ealihtion and minienme~ . e I a t ~ !  
to relevant testing methods was variable mng Iabomturies and not entireIy cmsistmt with 
internationalstandards (ALACC and E 4  O4iEJ10 &dmce far microbiologica1tmtinglaboratories). 
Vdficatiori records related to culture me& preparation, testing procedures and use of controls 
were ncrt csnsisteht or complete fiam one laboratory to the next. Sample reports did not include 
infamation an testing m&a& used f a  the analysis, 

This audit detwted significant:~metrGcfindings in laboratorypractices for this equivaIence 
camponem. The CCA did not have adequatecontrols o v a  the ixipl~mntationof l&watory quality 
s ~ t m g ,The lack ofproper implementation oflaboratory quality ~ys tem~could compromise 
effective detection and identification of pathgens, potmtidlymulling hdu1temtedproducts 
beiag exported to the U.S. Therefore,FSIS c~ncIudedthat K m ' s  inspection system does not meet 
the requirements for thisc~mponent. 

An exit meeting was held on November 29,2010,in Seoul with the CCA,NVRQS, and 
r~prwntdvcisofthe Foreign AgriculturalService. At this meeting the pre lh imy finding from 
the wdit were pse:nkd by the FSIS team leader. 

The CCA understood and aacepted t h ~adit findings* 



12. CONCLUSIONS AND NEED FUR FURTHEW ACTIONS 

The auditors confirmed that dl prior systemic findings were appropriatelyaddtessed. Furthemore, 
the auditor8 concluded that the CCA was able to meet theFSIS requirements for the foIIowing 
equivalencecomponents: (1) Government Oversight, (3) Sanitation, an$(4) HACCP. 

However, the current audit resulted in the identification of systemic findings within the equivaknce 
components o f  (2) Stabtory Authority and Food Safety Regulations, ( 5 )  Chemical Residue 
Pmgrams, and (6)Microbiological Testing Programs, 

The CCA did not provide adequate control of establishment facilities for post-mortem 
inspwtim, 
The CCA did not provide adequate controI over the implementation of laboratory qudity 
systems withm its National Residue Progtm. 
The CCA did not provide adequate mntruls over the implementationoflaboratory 
quality systems associatedwith microbiological testing of product, which is intended for 
export to the US. 

In order todemonstrate that Korea" poultry inspectian system meets tbe FSIS iaspm-l requirements, 
the CCA is to submit a comprehensive cor~wtiveaction plan d h s i n g  the specific audit findings 
outlined in the report far each component. FSIS will evaluate the extent to which the proffered 
correctiveactions suficiently addregs the systemi~findings identified. Provided the corrective 
actions are sufftcien FSIS will make the recammendation to move forward with the ruleding 
process for system equivalence, HoweverIFSI%may conclude that an additional an-site audit is 
necessarytoverify the adequacy of the corrective actions provided. 

'J 
13. ATTACHMENTS TO lTH3 AUDIT REPORT 

Foreign Country Response to Audit Repm 



MINISTRY FUR POIQD,AGRLCULTURE, FORESTRY & FEtHERIES 

To: 	 S e e  recipients listedbelow. 

Subject: 	 Notification ofComments an U.S. Draft Audit Report for Equivalence 
Rdated to the Export of Ginseng Chicken Soup (Samgyefang) 

I1 
1. 	 Thisis related to the document from the U,?.Embassy, dated m h  7,201 1. 

2.  	The U.S. Gavmmmt, in the above,&eren.ced document, provided the audit report 
(draft) based on the msite d it povember 15-29,20 10) ~onductedin relation to the 
export of ginseng cbickm soup to the United Shiesa The U.S. Gavmment asked the 
KO- govenunenf to provide corninem if we had any comments remirig the audit 
report (draft). 

I/
3. 	 In relation to this, wi: hereby provide you with the attachedKorean government's 

cmtments or?the audit q o r t  (draft). We ask the U.S. Embassy in Korea pro~ide 
assistance in aIlowingfor these comments to be conveyedba&,to fhe U.S. 
gomment. I1 

4. 	 Ia addition, we propose that we hold a DVC mong the experts frnm both muntries, 
as we judge that we need to provide youwith a thoroughexplanationabout the 
commentsbeing sent to your govecnment. We would like to .receive your thoughts 
abut such proposal. We would also appreciate it if you d d  provide us with your 
gavemment'z opinion wd the futuretime schedule within the US.government 
mgrding the export of chicken gins* s a p  to the United States. 

Attachment: Copy of Korea's comment$(sent septely) /End/ 

MINISTER FOR FOOD, AGRICULTURE, PORESTRY & FISHE-S /Sealed 

Recipients: U.S. Ambassadur to Karea (Agricultural Attachk), Ministry of Foreign 
Affairs & Trade (Director ofNarth America and EU Trade Division), Director of 
International Coopemtian Coordinatiori Division, Director of Safety & Sanitation 
Division, Director General of National Veterinary Research & Quaranthe.Semi= 
(Director of Livestock Products Safety Division) 11 

Vet, Officer: J. M. Lee I/ Deputy Diredur: J. H.Jang /I Diremr: K.Y, Ch&g 

IIDocument: Quarantine Policy Division-1998 (May 3,20 11) 
8, wanm moon-ro, Gwachun-sbi, Gyunggi-do (Joogang-ro 1)427-7 19 

Tel: 02-500-2120 Fax: 02-50144427 / leejae@mifaff.go.kr / Not far public release 
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