
PEf'~TMEIH OF HEAt TH A ll tlUMAN e!ERVICES 
~O(XH,NU LlllU<i /IIJM."'lt:. 11; "TI0N 

,~~Duer (JFf~F AOOR'Eli6 ANO PHOhF NIIMEIER DA 11::(:,1 0 ~ IN. C-C:fl 

1242U P.1rk lpwn 1)r,\'~, RN1111 211J'2 ~1-1~. 211-.,1 ,\ui;u:il .!O~, &. (II S1:1-< 202.l
ltn1,:k,,,i1Jc, Mr> WR 57 
ORAPI 11\RI\ I l111ternnfam~ IRe~rM'l~~~!'a1fd11.tl.hr.,11w 111 NIIMlll·H 

opr,,1•'\ m i\lmpcctit11~S tR<-'l(IIK>,ei.:t1lfrla.hhs.~ 

lr,dm lf"'.l l11fonm:i1i1111 \1 W\\ lihJ:nv,'or1ind1n1n
111iv11 ~...u 11 ii'nit fiii:wJibu.\l to"'''°...,.~"'"'w......."Ol""<....,.,,.,~,.~..,..,..11.,..,1_1____________......_______________, 

10· K.ci1h ,\ , ~-Ills, \li(:l" Pr('•iiknl (J,i\ [lqlornnr1u 
Flll:M I-W;IE &TPEEI l•t'CREBS 

S:a111~1lla.!! Ill, ,lul!,li:~ t'u.• Li.J. JOO. !Mlri!,OO b,u-iL.cto. Y l"'m-·u-i;u 
IYl'I (Ji 1 ~li>lJl ; .. y ...-,-IN:- •-;v-t ,;;--r-,c.o,-------------t , (;Jr._., ~1,1, I ,,,Ni) Ill' I.Xll~ 

rm:heoo, :H'>'.117, Ki~ (Che ll.cpul;.Jico1) Onie. t,f 11uf.._'111rer 

T»!!i DOCI.A'AENT LISTS O~ERVHI0~S. IW,DE BY THE FQII ~EPRESENrl\11\IEtJi,) DLAII.G THE SPECTION OF Y'OUR f.l,Cll.lTY. »!EY .-.RE IN!r'ECT10t4"L 
DBS'ER\'ATIOl-,S.. ANO DO NOT~ A ANA.L AOS,C't CETERlillW.TION REG.AK'OL\Cl YO.JR COw>l.l.\NC..E. IF ~OU Hi\'.IE J.14 O&JECTION REG.4!!0100 At. 
011:;,·11-.,;,r~"l'i , Oil 1,;,11r ,......, "1rNTHJ, OH~ Ml 10 '"'iUfffo!J CQfolJ<rc11vL M;IIO,I,' ~ H(~ 0 /IN ~VAT~~ y<:,; •~Y f)!!SlCU<:!, 1H 
OB~TION OR ...CTION "ml 'l)fE fl);. 1'11:J'ftESUIT.,,Tf\l[(SI OUIIING 'lllE IN~TIOII O'I &U!WT TMS FOfUIAl'-'N TO F~ AT ne NJOIIES:. MIOVE. F 
YOU HA._'E 1'tl'f OliEBTIONS PLJEIISE OOf\lTflCT Fllil AT THE FHONE NJMBER ANO AOD;iESS MIO\'E.. 

OOflTolG i'IN INSPEC.i'lON Of VOUff rt!lt.~ fll ~'El OD~IIVUI 

OUSHtV,•'\ rmN I 
The Ma11ulae111ring Si.:k:nciftc Ana lytical T4.-chnology (MS/\T) lnbor:11011 llS\.:i.1in upputt or~ppli(.~Ciun 
:sub1111s:siou Leslin~ Llalu hat.I irmLli:quille conlruh. ovc-r Ll;.i.Lu inlcgrily. pcxifirnlly, 

A) ·1 lie MSA'! lahoratory was rusci.l in support or:Lpplic::11.ion s~rhmi!iSion data tor {b) (4) nd ..,lb_)_(4_)___ 
wi,ll lhu ktbor.dOI'}' ii Jc-.,.oloptlli:Ot labor.riot')' l,a.,,•111g i11i.11J"'flll1te w,ur-ub i11 a!l:>un111r..·c uf ll,H.r intcgtit}' sioci: 201,:1, 

lAiiliou~h you condut:h.:J 1:m it1ld111:1J datt int1:grity us~~l>...'imt.'IH fiH t._".l..ldr 1:1p11liC1tliur\, \'♦'ilh r:lNnpldio11 uf che 
oi;~•11!lmcnts. crmduct~-d during. the inspection pcriocl, there is no means of determining ,,.,ith :ibs.<'lutc ccrtaint) Lhc 
U1.,~ re Iinbifimy of' {111 test d;)I..I, "•ith a thirLl-pa1ly 111<lepe1 uJ,,mt a:sst.:!i:,mc:rll of the test dalu nut p~rforinl:J 

D) An ussc-s;srn..:nL to detenrri11.e flow tht=- w;c oft.he MSAT J1:1b m support <>f submission data Lo !.he Agency nffocts 
all'Cfld)• com111cn;:irilly markclr:-d pmducls h::i~ no1 he-en comple1cd. O~Ut rntcgrit} dcflcicncics v.crc 1dcntilicd m 
DEV-OWl6R, ,i,h,ich inclnded, hut js not limiteJ tu. sh~red admini truLio.i1 pa~\\.Otds. lack ofdat'1 J\ackup. and 
liK:k uraud iLLroiis. TI,is. taboratory was idemHied ab being u5ldl to 1?erter.1k d<11.d which \\ i.i.S lillbm itwd tu the 
Aqcnc in su ~rt of cum,ntl 11 mvcd dnrs producls. 1mt6Jl4)(b ) (4) .___________________, 

C) 'Untler Dc1,:i111ti1.m R~po.t 010.6.8, r,'1.dlun! la com:t:t integrity 1;1nps an<l im.1J>proprla1e GMP omrtrces ih the 
MSAT l.aboro1tory, you indicate ihe first inlernnl auditafthe MSA1 l.nboratory \Yt1S(b)(

4
) su.n ad­

l•oc audit l!SC l~5), aJ1d '"-bile no cfata inte:grtl~• issues were identified. a recc,mmcndation to implcmc.nt sood 
doi;.a.1111Jet1t.iCion r ,-attice nnu datil wrilii.:ririofl proct:dur~ wiis icli:ntilioo. AL Lh \!' requesl of Senior Ou~lit) 
Mun:,gem~nl, ;;uJl.lbM,qt.tffita.u<lif was perlormc:tl (6) (4) 

1
:SIR-~~) -05). based oa labcmdol) ar'\:tls 1.>f 

,,·ed. •hat im:; luded GM() requ iremcntr; (e.g., support of regu lwnry subm i~!1ions;), i,_~·ith a criticaJ obscrvntion 

pcr1~ining •o ~hftrcd aclminis.crntim1 accoun ts and lack of data oockup. Coffl?(tivc action 1<'r sh:u'1:-d accounL-., 
included the introduct ior, orcquipmenil logbooks to guarru1t~ th~ nri1limum uoeument.i.tion .requit'\imeots, with 
irnpru~r implt'tl'l4:r1iatiun. An autlit (Sl~06) ofth( laburatory ..-..u. conductc:<l again <m..<b_l _<4_l _____. 
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DEPAFHM HT or HEALTH At.ID HU ... SBMCES 
FOOD AHO DRIJCl AOMINl!ITRATD'-.1 

D~ rRK: r Of I l!:I:'. ,',OOHl:53M'O l"tt0N£ NU\lllE.A D\TEIS) Of" lt/.SlllcC~ 

I ';MW I' ,rl,;1llw11 1)1, i,,:, koro1 i 1) •2 : I. :!5, 211-:1 I Auall:.'>l 20!.l & 01 ~cpl :0:!l 
fh.,_•~¥1lk, 111 ► ioa.57 
j )IM 1'11 .\kMh1h;rnulio111al Kc..,p, ,m,,;Jl'II ton Ill 4,!0\ FEIN'-"'llE:11' 
Ul1MAULAS11spi.:ctlu111I IB lki.pn11~-.@f'J,d1h,,},u\' 

30 10-17'1~%
I11i.kis..f) lnli•mi..111111 11, ,, w,l,J.i,i?•'l'l'lo,,;lin, '"I} 

hW-'E A.Ni) tm.E OF INOf\llOUM. TO ,,.MllM IIEf'O!I J IS. ISSIJED 

TO: Kc1d1 A.1!.lli~. Vkc l'rci.ido,L OA llt!p.;i.rtn,~111 

"HMN.V-41 

811m,11n.!! niul!'l,gic,; ('I). , I.Id ___ 100, Snngd11 hu~J;ien, 'I c"n,;u •1., 

1cm•·, 8TA1E ANO ZIP OOOE l'Yl'E Of ES'iAIILISH!JENT ir•SPEC--ED 

[;1111.-00, ,HWJ7, 1-..0WI {tile H:cp11tllte c,f'l f)~ Mm~1octurcr 

wilh ljb:s,.:ll'\1il4io11~ fi.ntml i11 2021 ll-imiliJrl~• fouml .igain, c.-.~luding lugbol>ks Alllnn,~h )'OUu,,i:t,cd CAPA, i11 
rcspnns..: 1i0 lhc (b) <4> .1u.d1L, lh~ s.cop..: ot'Lhi: n:mc-diation phm Jid ool full)· :JS~!'i..<i data mk~rity g.aps. focusing 
sokly Ol!I lraocahihly ol ..:quirmcnl uc;C'n.. with no ~clmn 1skcn lor shared ndmmistrnti\lc pao;s\\'r>Tds. 

You r~i:d vli'tl i,l:x,,;:n,llions und n!ntJt1111c-11Jcuiu11~ lrunl a ti ii.:rll 11udit 06 Ju I}' 2022 and O l t:p1~inber 2()22 !i>p1,;c1fic 
to lhr MS.A r l.abomtory dalu m1111ugemt:nl practices., ,...,.ith Sarn~ung l>Cniur executi.,•e Lour uf Lite \.1 ~AT 
I ~Llmratory 14 Se:ptt'mbcr 2fJ22 idcnLifyinJ; ~ick) notes with syMcm p:Lo;sword wrillcn on PCs, use ofshare<l 
.J<lrnioismttton accvtmL. nu rab..:I un dtemic..il sulutivns, uncooL,olled ~rcaJsheets u:ie-d to track s.implt", use of 
111ni::onLtulh:d sh1Xtli Lu du..:uroenl tl'St resull:s. pou:r loou~ekccpini; uf U1l~ labunuurir.::... and !>ilf,:ly issu~ Thi! ~1111: 

simifot' findin~ wt:rc ruporh:tl lhmu:P;h the- MSA T inle-rm1I 11uJils comluck:d (b) <4> lS[J1 (b) (4) -0.5l am.I~~~ 
Cb> <4> ( sm<b> <4> t16}. 

You fi.LI lr.:LI. to iltluress t.abundot}' Ur.: fici~nci~ In ~ Limcl}' ltrilllnl't' in J~r-u11et uf data qualit}. duta iJuegtify usctl in 
rcg:ulaiory su bmi ssmn,;. 

You runJt(lr failed to nulil}• elii.mts. inn Limely m,mn~r. whe1'C the MSAT la_boratory ddidcncy was identified in 
Scpl~mber 2022, wilh Jule.-:. ofclien1 noli(k..1(lc.m runging from 17 Ot:Lobt:'r 2022 Lu 16 Jw1ut1r) ~023. 

OBSE.RVi\TEON 2 
\VrilleJ'I prodt1~lio11 ilft<I pruc~s:s. 1,;IJiltrul ~rcu;t!dun:s an: m•t fullow~iJ, ~rnbli:sh~, 01' are Jdki-.:nL SP'acifreall)·, 

I A) On 2S A1111gus4 202:5, obse,rv<.-d for Plant~~~ l(AHS Fill Lmc}~~ liaLcti #16>14 
> wa.51he transition 

orthe (b) (4) '{lnppc-r btnvl fr--o111 Grade B S(mC:C into Lite f.irode A R/\R~. Furthc:rmorc, oh!-trvcd wn.<i the 
LronsiHo,t of a (b) <4> ystern from Gmi.lt 8 spa.:e 10 thi.: Crade A RABS. \\here the (b) <4> bag 
mL,; upi:nt!d in Grade B s~u;C?, with d,e lb)l4) bug lnlr~iticmin_!; incl) tlL<:: Grudt:' A RABS. rn bulh CiJJ line ~tup 
tu::fio,i1 ia,:, l:)Ortinn ofthe (b) (4) bag entered the l(ABS Cirndc A space, On 30 Augu~t 1023, a similar obstTVation 
'!11,faS ma~ durins !!. 11cvi~ o(thc fill Linc ~15 R.ABS smoke p11ttcm vidw under GE'JP-02057. Ohscm:d was the 

l 

opiening of the tb) <4> iJiigoo stopper bowl iit Grade B spare. "im Lhe (b) <4> r.g tronsitiooing to 
the RABS Grmck A .spac:c lhru. included ;a majority of the tb) (4) ba,s. SOP-MFE-00293. ~opc:rnlion unJ 
Maintenance o l1~ Drug Product Via.I Fi ll Machine~', v40.0, Effective date 29 Augus.t 202.3 fujls to provide 
adcquare instruction for rransj1ion of b) <4> ooggixl stcrili:ioo ciquipment rrom Grade B space to the firadc A 

SEE 
l!E"l.1:RSE' 
OF ffliS 

PACI" 
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Ott>AtU-Ml,;NfOF Hl!ALIH AND HUMMil l>EJMCE.S 
F000 At-I[} Dffi ,Ir, ,lll)W'ilST"R!\OON 

Ol&TRICT OFFK:E l'tOOliESS Ai.> Pl,Q,IE KUWBER O.l1TEtS1 OF 11\!iPFCT~ 
I 1212'0 Jltu l.1111~11 IJ1h·c, Kul~ll .!032 ~ l-l5, it-·;i \11~1t$1 2'1?.1 & ti I 'icpl 211~ \ 

lhtt.:k,..illc, MU ~UIIS1 
ORt\ Pl I•\RMl1lkm11JJunol Rc~~11~·~u,•ldaJ,h,._gi •~ FElNUHBER 
OPMAIU '\m11L~p«l1111'1 HU lk'.'1()(111.:,e,lr.i.•t'da hh'1..,!!L1\ 

l0l0,(79S9lt
Jndu!>11y lnlu, 111u1l1•11: w,1 w,IJu.~1\•/lio.:/l1iJu, ,y 
~1,FJD TJn.'E OF OMOU.f,L TO ~0•,1 AEPOltTl! l!SUE 

TO: Kr;ifh A l~fl il-l, Vice l~i1ll'nl f)/t, Pi:J'lo\rtmC11l 

FIFIMNMII~ 'ST'lEET '1DO'IESS 

SJin)<;UI • Bir•l~ic,; n, , I 1rl .MIO Sun>,,;Jo I 11--Ja,·11 •. \ i·l•O'tl-1!U 

CIIY. $JA1 i' At£!~ ..-:OOE 
r,11r C. rs,~1 IStt\lfNl lr4 S,>t~ C.,..,1[-:-c-ll___________ 

lm:l...,c,i,, 2L~&7. k..u,i.:u (1J1c ll~publii: ur'l Dru~ Maautui:Lmi.:1 

g should ri:main in (,r~t.de B space. You indicated that the smole pallcrn ,·id1:1, is 
r,.:,vkv..cd :ind 111,pmvcd by q~1ali1y, with lhe vidoo used for ffaining of till fin-.: opi.:m1or,, for p11.)f1i.:r RJ\BS s-.:n,p, 
,1Sll.;Hic 1,.xbnh11h.!. 

HJ Vid<.·o rccon:Ji1ip:i ofml.-dia IHI runs are m,t alwoys retained. Procc-durc: SOP-Mrl'-()(J IM, '•Pmccs~ ~ 1mul.:it1on 
for Drug Prnd uc-1•• vcr<1ro111: 31, 1-':ffcctivc D.1re: 2-K-July-111211 -.L~tcs all personnel iovnl,•ccl in ac;cptk or,cmci01h 
wi'IJ r~wicw ex~crpts ormc(lia lill vidco .,.~•ilh Quality and Ope.rmions managan.,;nt rutd th.nt ilrl)' pour as-..ptk 
li.:chntLJut' id1:11• i fil"I.I are uiSt:~s~t.l und prn.,,·1ued remedial lrai11ing lu n.~Lif)' poor asepllc- technique. The \01deos for 
mcdi111 fJJls rJ.utt:,d 22-Junt"-2021 (batch :{6) (4) and 23-June-2(r2 I ~batc-h (b) (4) arc no long.er kept by lhe fom 
and sre not a\lni lubtc l(l'f ,.,fowing, 

(;) Your pr,uccdure, MC l'-OUO I~. 1'Qu11ntiw.lron of Viabf-c: \tkrno11c1anio;_m~ b) Cont.act Plates·•. FffectJve llatc 
01/ll812(t:23, ,•t•~ion 43.0 S<.-ction K..2, 1.9 state!>- ....,or pcsrso:nncl glo,•cs monitoring. using finger Dab Method -
Aseptk:111)1 open Che cooLac-1 pl:ic-.: and pli.li..:u his/h1:r fins-.:n- with lhi; gluv~ ~r.!utly 011 &he uu:di,1 isurf. 1:e of um: l I} 
co,,toc, pl@: (dobbin.I:!, four (4) fl11gi:r pudh un lb) (4) frncl rhcn rull i11g rnoLion of thumb Cfl_suring rhc t:nLin: p.aJ of the 
thllrrtb tu1.1chci. lhe sul'fui:e ofLhc mcdiu}".. On 21-A ug-2023, wtc: obse:rvcJ Lwo ofyour n.sc-plJe oper-cllors feil Lo 

follow yom rracc<:lurc for lingcrtip pc-r"5<mncl moniLClfing. Opcrato!"l w-crc observed testing the. lips of their fingers 
in..<!ti:,.~I()f their ,1ngc-r p:ids. during the- nseptic filling of~erilc lnj~ct,,bl~ dn1_g ptoduct. t b) (4) Lot (b) (4) 

D} Un 24 AutusL 2023, ol:lseirvcd w.ti. the b) (4) drug substance till process, batchl6)l 4) nu,;~~~ liter 
bottles b-y closed lilli ng ">)'~m. According to .SOl'-Mf!J'...(JOON, ''lnsp:-ction of Procc.-.s ~quipmcnt and 

I Mrucrials"', ~·n, t::11cclh,.i.:: dace 08 August 2023, ectfon :S. l i1~ludes visttall) in~pect iuaieria.ls. probes, parts. and 
ass~1r1bllt.:is, boefon: Ll~li! ur in::.lallutiOti um.I verify LhJi il i_s iuh:grul 11m.l fu-~ of debris, surface unom.ili~. foreign 
residue, or tk:focl?i. Ob~rYcd WIIS no visual i nspcction of the drup substance container clo~re S)'~1ems for 
nbsan<.--e nfdefect or d cbri <: ,vith in c-.:tcll bottle that could huvc an impact on product qua.Ht)'. with Lhc stn_ndard 
operming ,proi.:ei.lt1N not followett. The-h: iS- t10 doi..:ut11enlatio-,, :n:quin:ttlenc fur lht> drug bubsc;.ma: 1-;unLaitn: r 
closure system Ybuo I im,pec:L i o□• 

FORM FDA 48) twrlt PflE't100!1 EDITION OOSOLETE f_NSPECTIOH.ALCBSERVATIONS ?.,qe 3 or 7 

https://bubsc;.ma
https://iuaieria.ls
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DEl"AR1Mflf'T OF H'EAl WAND Hi.A,AI'( SfR'\lfCfS 
FOOD MD DRUG "O'JJf<\Sffl/,TION 

(U,rRK: I Q'f II AOOl<t!~ ,t,Nt.l l'Hllt,, NIJ'.11I1.K tl;>ltl~lOfl -r.-:.•tC IOtl 

1741(1 ~~1~ h1w11 IJri">'(' RnMn 2'1H., :! 1-:!5. ';!g.31 .\111:,usl2U:!.> & 01 'Scf:" 202•
Km:ki.•i lk, Mr> ?Olt'I? 
(tll.1\f'IMRMl'fllcrn,11io11,-IRc:,;prn~ i1 r<1n 1-.tir- 1!0"' 
Ol't•,ti\ liLAI1t!>pccclu1t-483 Rt:.pon51..':if11fd11.h115- ll.• •~ 

lrnl11-..Cry 1111,"f'ln,olkm, W\I w.t,I,, £O'>Mi:firnl~ ,1,., 
MME MO tlTLl=-OF INCIV!Dl••~ TifNf;IM REPOfH is ISSUED 

TO: Kt 1111A. l:llis, Vi«! 1\-\!:.idctil (JJ\ l.tqlllflm..11L 
lfd,OW,- SfMf .i.Dllfl1'S~ 

Smnwn~ Di,;ilug1~s (.·, ,., LrJ. "100. St:1116 00 b-uacrn, Ycnn~u-i.u 

:CITY, SJil,1E MD 2]1> COCE -------------'!TY FE rJ' £STo'\9.ISK'<IETH INSfEC1ED -----------
lrKhc,'{lll, 21937, "1 ~ ~th~ R,;p11t-,II-. r,I) r1n11t r,.1m1uf" hm:1 

I-") SOl'-Q<.-00 130, '">\lili;:t)' Perfonmmcc Monitorinp" (vcr. I S.O. dlbctive on :rn Jun 2U22) docs not mdudc 
11101,itorin~ raram~lcrs tb,r th~ method,<; of ·whicl, pcrfor1mmoe monitormg w.is original ly \\aivc~I, but is nc1:dcd (i.

4 -,, (b) < > E.C a11J ilfan.li~ ELISA 11Mflod:i.) ;u1r.l i.fot.:i. m~t i11i.:htll..: i.l j u.:.lifiCi1•foJJ fo1 11ol .i:s.sieuin • 11tl'11ilur111!; 
pJrw11,,etc.ri;, for th~ mcthr.>Lls ofwh kJ\ pedot1111111r..:1.: inoniluring Willi originully ...,aived (Le..(bf('J) Pepcidi: ~-1-appi 11g, 
(b) (4) I IC.:P, IIC'D omJtb) (4) mclhcKls). 

th 4 
G) 011 24-i',1i1~•202:}, oblierrvi.;d v.,ithin Buili.li ng~~~ Drug Sul>star1ce f iJl )l ) Ghtde C pai.;i.: .u1d tow11iJJg, 
(b)(4) \",,'aS a (b) (4) respc,cti\'t.!I), ~\ith Uic lup ~urfo!:"e ob~\1:'d in .in tmclt.::;:ii1 
concli1io11. ~OJJ-MFl'-OO(H2, ..Room Cleuing and Sanitiwlion J>roccdure'', v~4.0. ~ection 6. to am! 6.IO.I 
inclui.l:s e.~ dCP-lfltllClll rllSpnnsibl·e·lor_the clcanror,m ."uch ~s rnaL~1d:ict11ring (e.~ •• DS, Df J(~)> Dis1,~1e:.::n:..s~in:ri..--
Samphng MDF) must clean and s.-1mltA: 1nnerlo11ter :surlac1.:s, 1 ticIudu1g thi.: top a1Jd re--.ir o _c _>________ 

(b) (4) l::..M carts and tools mn the de,an room. UifficulL lo rc-ach areas •hat 
iJK:ludc!I bllt i~ nrn lin1it.l"d to the IOJl and rcnr !licll.!" of control poncls., t b) (4) l~ttom oftb) (4) etc. may include 
step stoolfsc.cp ladder for cleaning and sanhizing high areas such as U1c mp ofCb) (4) 

( b )(4) udb)(4) You faili:cl co fullo-.nhc proi.:L'l!Jure. ------------
ODSHl{VATION 3 
C011trof,"i {'l\l~F mnnuf:tlclurin,g ope-rnLio11s an!.I procr::ss l1uw nol be-..:rt JdCLltJi.l.Lely i.l:smblish~J. Specificall}. 

A) Airflow ·vi:;u1dira'L1on studtt!:S. have nol beit.'fl performed for all inLervcnlitm5 a."i required by proc<edurc: SOP­
MFP-O(t2Clfi. '"Amr'1ow Vi'lllllLli,r,;1.tion Fvaluatinn", Vcrl\-ion; ltO, rffcctivc Da11;; 2c,.Junc-202:;. Inc rerno,•al or 
jammed ,-ials at tflc (b) (4) nd lhe removal • .adjustment/maintenru.ce, and re-insudJarion ofthet b) < 

(b) (4) have !flut been evi:dumec.l a:s pal"I. uf SJ nokc ~Ludi1.:~. 

H) fill I.inc lt> for tb) (4) dnig product manufacture include~ :i t b) (4) vi:il conveying ~·stem, "~,ere 
(b) (4) vlo1s tilled wilh drng product cm1 be filled aIKI pe11ding &tol}pering during a line stoppagi!. TlleTC is no 
procedure t>r f..lMI ltmtlalion for how long ,:rroclocl lille,d \<tal.s C""--H□ be expo~«! lo the Jillin!;l. en•,irnnmc11l ~titljng 
:stoppc.ring, nor b Lhim:: <1 req1.1Lrem~nl for II time-period lo be ass~i,d by media. fill. Your Quslit) Risk 
Asscssmcnc fu.i Is 1o assess the s~ud condition and impoci on product quality. 

SEE 
11',!.l/t/lSL
Ol"JWS 
PAtlF 

~E~ MAt.'IE NIO 1rLE ~.., Tr,111.1 fh'TE lSSLEO 
1,t-t,a,? ~-" , r •• .,....... ~ -§!·' r,foci ' .,_,i:)oo~ fl' M~,,1.1P1& · ~•MlY~-lo/- ..F..~--1', C.mA....:.._,,, S. :'1.•r__ . .DW0!,'2023 
H'y#(, jt«I .l.1N2 ~ <,-x .x.-~-hf 
16< ".JE ._ ~ T;;{;!_...~~ 1-.t. r • ~tr. 
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CE?.A.RTMENT OF ffl:AI.TI-I At.ID HUJMt,I SERYl~S 
FOOO I\IID DRUG ADMINISTRATION 

Ol&TRICT Ol'f'l~ AOORf.li!S ,oJil;.l !'MO" NUt.'R.lf 

12◄:W P:l.Jtl11w11 Ori, o.. Ro()ffl ~ l2 
Rockvlltc, MD 20S.'i7 
OKA l'HAR Ml11Lcm11(io1ll!lRcspon~s@f«b.hhs ~v 
oriMABLAlli~J1t.!ction.1!3 Rc.plll'liC_S/.@fda,hhs..!;O\< 
fodustry Jriloxmmr.on v. ,,w.{,lµ,f:m lflt;.'lnd11'.lry 

NAM:: At.D mLE a" ll+JMOOAL TO 'I\KlM REPORT IS. IS-SIJED 

TO~ K..i,ilih A. t;IJ,~, Vite j'l'¢sidtril UA ULT!ll1IIIUIL 

DA.I LI.SJ OJ l'ISl'LCT~ 

:? I-ZS. 2i-3 I Au~1£>l 20!3 &. 0 I !:>cpl Z02.! 

I LI hlJ ' If 

!ITllEEl .AJlfl,!IE.'!!t 

JOO, 54Jt1gdo bio-dxm. Ymns1.1-_i;uI S..!Tl<JJIIB niologi~ Co., LJd. 

CIN 13JATE MID ZIP OCU: ------------+--- ---------TI'.?E OF EETAl!llSl-l,IEHT INSPECTED 

Drng \[n_nufu'11ircrIJ1cbcoo, 21 •>~?, K~Hhc- Republic: oO 

C) MBR-CIOS71J, MBR-Sn. 11J1d MBR-Uil':J34 do no1 dc-.arly describe lhe frequency of the 't'tsua.l iJJSpecL1on for 
hiorcaclmr surface Folfowcd hy(fi)l4) for the followi ne unit operationsJb)l4) Operation of 
!~ L13ioreactor. (b) <4) OpC'!'a:tion of ~L.L Biore11cl<'r. and (b)(4) Operation o f (b) <4) I 
11Jiore1.11: tor. 

OHSERVATION ii 
R~,..alLdaEion of tquipmmt u:wd in EIN pro~~sing 111" drug product is not pcrl'brmed ITT ap:pmprk11c intcr\1ll!i. 
Spix ifa:illl)', 

A) You.- tiirm'.<i Quah1y Unil rfuiled to ensure cqu1pmcn1 i.i; maintained and used within it-. vnJ idnLcd state. For 
i:xampJt:: 

(b) (4) ID 1.30-,tb) (4)'-jJ 11: Wa:c. due on OI-Jul-2.012.. How-ever, the equipment was not revalidated until 21-
Sep-2022. YoL!r ti1m IXOOLl~d ~~! bi.ltc:hcs u~ing hems that 'i!r-erc (b) <4) within chrr; •irnc l.!sing lhi!. equipment. 

(b) <4) ID IJ (b) <4) -3220; Wmr. clui: on 02-DL'!t"-202 1. Howe\'«-. the equipment wm. not rcvillitblled Unlil ]6-

rcb-2022. Your fim, produced (b) (4]batchcs using it.ems that were lb)l4) within this time using tl,ji, 
equipment. 

(b) <4) .ED IJQ(b) <4) ,-32 IO: Was Jue 0 11 02-Dn:-202). Howevl!"r. lhe r;:(jUipmenLwas noL ri:vulidai..:d umil 03~ 
Aoo-wn. Your firm pruducod !~1 11.tch us.ing item:i. Lhn1 \\'l':rctfi>l4l vhhin this tim~ using Lhis equipment. 

-1 LPLC tD t50-lli1LC-OOL: Was due for revalidation (bl <4l fron1 the last revalidation whicll \!,~ pcrfom,cd on 20y 
Aug~2023. 1.-lu,,•ev!:t', this t:q,11ipmt:nf v,,-<.1:s obset-v<.-d b~in~ used pu.s1 iL-. n:vnJid.aliun due date. 

-HPLC 150-HPLC..006: Was due to r re\.---alidnfio_n (bl (4) Imm the- last rr:vt1 Hd~tion w"hicn wac; vcnormcd on Iti~ 
Aug-2023. I fo,~ver, IJtis equip-metLC was obS!i:rved bein~ use-d past its revalidation duedate. 

-El.I.SA Hi11d1ng m 1SO-PACS~003: w~ due- for revalidation (b) (4) !mm the: la'it re-validmion which was 
pcrfo1me.d on 03-Aug-2023. liowcver. tJlis cquipn1em was observed being used past its rcvaJidation due date. 
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Dt.PARTMC:Nll' Off tll!ALTH Af,tO ~UM.AH &E.R'IICl:S 
FOOO AAI> ORUQ AD'-INISTRATION 

lll!ll\lllCT ar:FICE .uJDRESS AND pt.jQNE t.JJMBER 

12•120 I..J,klaw.i IJrhx·. l~t,..•111 W.32 
Ro.: ~·Ill~. MO 21JK.S7 
OJCAl'J IA KM hvM1"ll1i-,11a.ll<.oe~1 •11~c1,,'t fdu.lrl'd-..gu~ 
011\.\IIA UL." lrilpcicl.iu1~UK~po,i1ir.c~u1 rda.hl'1.su~ 
lltdu:ill) lnl1111~JLI,-.,; 11 \Hi' I.Ja .1:o.,,f0i.'l'l1 tdl,.l:jl~ 

jjJME .\NO TITlE OF 'illVIDUAI. TO 1,\\-IOIW fl.EPOAT l!I o\S!IUED 

TO.: Kt..JII, ;\ f11ilii, \lac,:, rl'(';'lidmt QA l1qi11nm~r11 

li IRLLT A~ESS 

°'TE(S)OF INSPE(;TIOII 

21-25 ]K- l I \11j1l~I ~Ql' f'i.; (l I !'!Cf!I lO:n 
FEJ NlffA!IER 

Sn,nqiny; RlolOBH?.~ f"o., l,1,;I. ,oo, Sor ,ido l>io-<l:i.-ro. 'I con 1t-~1 
Nl'E OF f$l .-Bil6Ht.•"NT INSf"E"CTfl)___________

CIT'i',l!ITATE ,V4DU'COCE 

t11d11:u1i.. 219.117, h..ur,l-,. (d)(; l<cpoblte ufl UnJg M...1ruli11:Lun.1 

Your linn stated the icquipmenl \'Vero 1101 rcv'1lrd:1tcd clue to their rcs~ivc grncc periods grnn1ed h)' )'OtH 

i,r~cduro SOP-VAi.•0001 (t, RcvaUcwtion Progmm, Eff~ctivo date. 07-3ul-2023, V~rsioo 51.0: tiowever, you \\ ere 
una'b2-.: to provide scientific ju:.Lificalioo to :.upport LI ~~ 1:;,roc~ pt:riut.l 

B (b) (4) 30-tb) (4) -Sl 1l ust'CI in l'lan\~b for lb) (4) s;tcrili7Ation ofequipm ent alKI comp<'ncms for Fill I.inc~~! 
imcludcs l b) (4) sl1pplit"d with lb) (4) with lhe lsS1 (b) (4) criliza1ion 
proi.;es::. v.i lid11h:d oolh ph)'!'l<iciilly anti biulo~k.i11y, Jua1;: 2020. 111 (b)(4) •s nol n:v,didatc:J on u roulin~ 
bu.sis in w.s,m.mt.~ the valia.Ju1erJ sL11Lc ii. mainlu in.ed. 

OBSERVATION;; 
The Qua lity Unit is int1cl~qL11Ut· Lu t:mrurc it il!I- cupabk uf <:ii.rrying out it's mlel> und responsibilities. ft> r t:XJ.mple: 

Al The- (Jun UL~' Unil ha~ not e 1,Sllmr,ccl qunlity ~cords suc11 as J<viatjons and non-conformance investig;uions: a~ 
closed witliin their respccti,,e due cfate:s. B-.:L\'J~ Qllilrter I 2022 ilnl.l Quar'L"' 2 2023 the! a\·l.!ruge amou,u ur 
overdue<levbtJ0 1and 1~0li-<:Ot1formance in vescig,uti01b v,,~re 10% uncl 18%, re~-poc.Lively. 

H.) SOP-QC'~OOH15, .. ,nvalid A:r..•my Prooc-durc·· (i,•er.. 22.0, effective on Aug11s_1 18. 21l23) allow~ fL1r ~1p 1o<bll4) 

consecutive failures forthe same sample JOf select metllods.. Mwtiplc i1walid runs. indudiat; c0c1..secuti,e run:> 
(high lm,o1idl 11sS:.Jy rate), wt:re reported for {b) (4) ·and (b) (4) (ME. l"-00274 - ~!%) and for !~! (MET..(10717 -~~! "8 
and ME.T--'1)0718- ~~~%). jn addi1ion, laboratory· invc~tiaatiom for ~~n fai lure~ did not idcntif)· abnormalities 
usiu~ PbMMI:: ([)C{lplc, equipment, method, maccriru, Cll\'iroruncnt) tool and investignuoru. conclU<icd that 
inv3Udalio111 raite wil'I be moo ilored ~onli11uousl~ s.ini;i:, root eau).c. of itwalid runs \\'lls not id1:nli lied. Thi!> is a re~l 
o'bservu1ion II!; !high im•alia.J rates were pre,viously om:avoo cluring FDA inspection of the facility in 2022 ;JJnd 
correctii,·e .iccit1Jms implcmenlccl by 1J1c firm u_p~r nol clTc:clivc. 

C) rm.,escjg,ations opened LO re,•iew environ1ne111a1 mOfliloritig jn wbich skrilc drug prudm:ts art: filled are 
irmck,;.111t11lc. for cxump[e; your firm Ofk!DOO tlt:vmLion DEV- OIOS42 due Lo a rcoo,-cry ot'Paen1badllus 
l.glut.·anolyt.icus II spore farming microoTganism du:ring the fi Ilr11g of ~tcrik drug pf\iduct. l b) (4) Loa (b) (4) 

1-lo'>\'Ovcr, your finn failc<I I!' extend lhe inv,c:stiga.tion to other personnel involved in Lile filling oflhis drug to 
ensm'e Ehe intcli'Veotio.ns _petformed by utber persoru1el did not irr1pw:c Lht: Ste-rilit) ofdll!' drug, producL 
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CIEPARTM'El'fT Qf HEAi.TH i\_ffO HUMA.N SERVICfS 
FOOD At40 DRUC3 ADW'{ISTRATNJN 

0IS.TRltT OFF.K;E. o!D~'IESS i!I_NO f'HOIIL N!J'.flll:..1! 

n-t:ro Parklil,m DriYC, Roorn 2(132 
Rud..-,,.ilJc, MD 20857 
CJllA 1•1HARMJ1W1cnmi(lnalR<'Sl)Ol)SO@fdoJms~· 
Dl~MAULAlr'Dpottiot.4~J~~fdaJrl'i$.gµ"'' 
rnJustr:i lriforffij)J i,,n: Yi ww.fil:J..em lnc;,,'induS1ry 

NAME AND TmE OF INOl~OI..W. TD ~'l'OM FIEPOR'T IS 158UEO 

·,o~ Kcitb A_ Elli,,, Vii:i, rw.ml.ml QA Ocp:rr11l1e1d 

1),1.lt,_{!ij 01'in~I0N 

21-2~, 2H-J l Augm,l 21}2:l & t) I Sept 2023 

rL1 t4VMD[R 

30l 04??59<, 

rll'IMl'l,Y.lll 

Smn5111ns Biolo,gill~ f:'o., I .Id. 

Ct'TY S'lATE..ANO Zll' COO:: 

Jrn::I\CIMI. 21937, Kore.a (die Rcpi1blN: of) 

!1111£Fr ...CORES~ 

JOO, Stmgdo bio•dnero. YCClll!ill•SU 

TYPE~ ESTAJ!US~.IEm IN5PEC.S0 

Drug Moollfadt..Rr 

Ac.Jdl1lioJ111Cty. during d~ i1\.Sp1.:cifon, ,.,,e observ1.:d_ Chat personnt:I monitoring is not pi.:rformed ac<:0rding to }Ottr 
prf'lccctur-c. Sec OB.SERVA TIUN 2C. 

OBSERVATION 6 
!Fm:ilitre.s ,are n()t 11th:c.1Uil1t!l1 mai_11ti i111:d, Specili1.:iiU). 

A} On 2S Augusm 2023. o~rvcd was III cei ling pc,rt coveli df.slodgc-d in tirade B _!ipacc. dir«tly over where Plan~~l 
(fiU Litie }~~RABacb)l4) .uJ)~ll. 11te 4.-"0nditiort was obscrvod dufillg fill lfa~ ~UJ} tor m:lnufa.cturt ofl(b) (4) l 

I Batch ~ :{b) (4) 7 

8) On 21 Aug;u!il 2~t2.3, CJbscrved withtn the OMP warehou!ie, SoIid WB!1te C.:ollectmn W 1- I I 30 w.as a door lead ing 
Lu dt~ 001.Siu...:. "'·idHh~ door botto1n illlmilged. Fut1hermore. ir1 Office Supply W 1-1 J3 i, a floor recei" ing .md 
loading rump,uoi;k mtdw.ni.sm w-.as 1ni:s.sing a .si:al. Em:h eon<lition is 1,1 potential entry point for pest.S LO enter the 
~cllity 

C) On 2 1 Aug,usl 2023, a decet·ior.ated sealam beEween noor and wall ,-..-as obscNed in [(b) (4) Preparation room 
(b)(4) _:in Planl ~b 
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