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DEPARTMENT OF HEALTH AND HUMAN:SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT ADDRESS AND PHONE NUMBER 

11630 w.. 80TH s.treet 
Lenexa. KS 6 62 1.4 
(913) '752 -2100 Fax: (913) 752 -2111 
Industry Information: www.fda.gov/oc/industry 

DATE(S)OF INSPECTION 

12/14/2011 01/20/2012 
FEINUMBER 

' NAME AND TITLEOF INDIVIDUAL TO WHOM REPORT ISSUED 

TO: Brian. J. McNamar.a, Region Head O'l'C Americas, Novartis Consumer Health 

CITY STATE ZIP COUNTRY

Lincoln NE 68517 9626 

TYPES ESTABLISHMENT INSPECTED 

Drug Manufacturer 

document list observations made by the FDA representative(s) during the inspection of your facility.. They are inspectional 
observations, and do not represent a final Agency determination regarding your compliance: If you have an objection regarding an 
observation or have implemented, or plan to implement corrective action in response to an observation you may discuss the objection or 
action w1th !he FDA representative(s) during the inspection or submit this information to FDA at the address above If you have any 
questions, please contactFDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED 

OBSERVATION 1 

The responsibilities and procedures applicable to the quality control unit are not fully followed. 

QUALITY SYSTEM: 

Specifically,. 

Your Quality Unit has failed in the responsibility and authority to monitor Quality systems designed to 
assure the quality of drug products manufactured and packaged at your finn. 

This failure is evidenced in the Observations described below: (Failure to adequately investigate 
consumer complaints, Failure to assure your processes remain in a current validated state, Failure to 
conduct complete Annual Product Reviews, Failure to train employees within your operations and 
quality systems, Failure to extend investigations of known problems to all lots potentially affected, 
Failure to file adequate NDA Field Alerts in a timely manner and Failure to have an adequate number of 
trained personnel in your Quality Unit). 

This is also evidenced by continued incorrect/incomplete/untimely NDA Field Alerts and numerous 
product recalls for similar problems over the last several years. 

Products affected by this lack of overall Quality oversight include, but are not limited to: 

OTC: 

Excedrin:(Entire Product Family) Endocet 
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'Bufferin.(All.Strengths). 

REDACTION (b)(4)
NoDoz. 
Gas 

Prevacid: 
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TH'lS·JS A~REPEA 'f. OBS·E-RVkT:I().N;FR.(}J\'lllliE LAST· FDA INS·PECTION .1.\T. 'T·H·I·S··SI·TE. 
DATED: 6Zf3•~/8/U.. · . . ... .. ... . . . . , . ·. . ' 

QB$ERVATION '2 

Devi fromations .written production and process control procedures< are not justified

Specifically 

QUALITY SYSTEM: 

Your Quality Assurance review of critical and major complaint investigations (Technical Complaint 
Investigation Reports) is not occurring in a timely manner according to your procedures. 

As of  12/12/111, your firm is overdue (untimely) with adequ·ately conducting approximately 1,360 
Investigations you have received rrom consumer complaints (1331 are major, 31 are critical). Tbis 
backlog of overdue complaints bas been over 1,000 In number since at least 8/30/ll. 

· Complaints· requiring review include, but are not limited to: foreign products in container, suspected 
tampering, foreign object, missing label, discolored product, partial tablet, chipped/cracked and 
crumbled product, etc. 

Untimely· and major complaints is a. failure . folloreview ·of critical Quality Unit to w Procedure SOP-
. 202313.•  CompJaint Handlin:s· Procedure·. tnJl¢at :~omplajnts-~.e procedurally r~uired:to b~. clos~d 
•within i\!lcal'en¢~ .da·ys fr.Qm ·th~:4.~te ofrecdp.~. ·Major compl'aint~ ~re ·req~ired:to pe:~losed within II ' 
; caien.d~ ~ays. For th~'~bov.e instance~. the:critic.ai .an4 .. imij:or-:comp:laint~. are notreemph~ted ina timely 
:manner .. 
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Examples of the above include, but are not limited to: 

Recent NDA Field Alerts (FAR's) submitted from your site since the last FDA inspection dated 6/ 13/11-
7/8/11, have deviation investigations that are not occurring in a timely maMer. 

Some examples of critical complaints (for NDA products) not closed within llcalendar days as 
required procedurally: 

Initial FAR dated 8/ 11111, Excedrin Migraine Tablets Lot number 10086758: (investigation 
opened 8/9/ 11 and closed I 0/18/ 11, referring to a complaint ofExcedrin Migraine Tablets also 
containing Exccdrin caplets) 

Initial FAR dated 8/23/ 11, Excedrin Migraine Gel tabs Lot number 10114662: (investigation 
opened 8/19/ 11 and closed 10/2511 1, referring to two complaints of Excedrin Migraine Tablets in 
a carton of Excedrin Migraine Geltabs and Regular Strength Aspirin in Excedrin Migraine 
Geltabs Carton) 

-Initial FAR dated 8/25/ 11, Excedfiri Migraine Caplets Lot: 10089925 : (investigation opened 
~22/11 and closed 10/28/ 11 into a mixed tablet complaint) 

.Jnitial FAR, dated 8/30/1 1; Excedrin Migraine Caplets, Lot: 10102533 : (investigation opened 
8126/ 1 t and closea 1 U2/11 into foreign tablets found in bottle· complaint) 

Initial FAR dated.9/6/ ll , Morphine.SJJl'fate 200-mg,_ LotMIDQII (investigation opened. 
9/8/1·1 and closed 1 0/25/ t1 iilt'o ·foreign .object :found in bottJ~) 

Ini tial-FAA dated U/ 11./ ll. Voltar~n G~l, -Lot: ):0113483: (investigatiQn open~:·11·/9t 11 and 
closed l/13f.12. fnto a ·col;i'i,P1aint ·regarding outside·containez: and tube having·different J~t 
numb~rs) . 

.As  of 12/ll/11, your firm also c~rrently, has approximately 36b .~~slomer r.eturned 'complaint 
samp· les of various products (m~jor =and critical complaints} tbat ba~e 09t been thoroughly 
reviewed by your Quality Unit. lihese·are currently considered-'" open" bY. y.our-firm as of ·; 



-

_ ... 

- - - ... •.. - . ...... . 
. ' - DEPARTM~:r:of.t~-~J.H ~~~U~~·~E!Wl~~ 

...... . - ·- -- . .. . ... 

FOOD ANO'DRU<YADM ISTRATION. 
· OJfllllt'I.A()()A(U•N:il) ~ Hll.!![eU i • .DATI($ ) Of 

1 1 .11'6'3.0. w.. BO t h St t"e e t · .' :J.2/ i-~ 1 2:o:1 .J. - Q 1/.2 (r/ 2 oi'2 • 
I - • I • • ..-. ··,~E!.~ 

1 ~~ne~~i •.. .!<$· . 6'6_2•1.4_ • . 
: (.9~3 ): 1.~-7 - 2 ~ 0.9 ·Eax : (·9.1J )' 75.2 -'2 Hl : l:~.H-445 

I ~n~u~ t~Xnrormat ion : www •. :ta.a.;,gq.v/oc/in~ust :ry: .. _ 
• ;loW[II! 'AHD TITU.9" 1!9YI~•lQ ' 1$:1UW 

. . .. 
I • • 

. :. irS : ·Bri-a.n ·J . McN~mara ; :Reg lon Head' -OTC ·Ame ric as-; !NP.~.artis ;c::qnsum.e~ .He.ct1:t.b~ ... 
: .. J.II!W~ ~·"u•--

.. . . -
. ,Npvait',i;:~ czoi}s~mer Hea-r th _.,1 O.~:p f 'Hwy. ~6 

. ·'"' . ~rAn:;-. ITI'l'. . .. I ,!'~'"·"" 

i:..'inco_ln; NE Er85·11'-" 9625 '. o_rug Main.(!,ae:t ·u r.er 

... 
. u • ...:u•dC .. . ' ·~ ~ .... 

_!!!J'A~' .l:f;: .Nue~ l e r .• :rriveet i gato r ~ v.--SEE· REV_I;.IU;E; -'Adrile N. A:icfer-aon,,_ ~Ihve·etigator' 
Karren- J ., 'Lo,P.i!=.~• ;l;nY~!I.i:iga):.ot;· . ;o~/2o/~O;I. 2; 

OF Tt;tiS PAG~ Thuy · T , 'N9JJY.~n , II!Yit_!~j.~t()r .'~-.. ' - . ' 
FOII.'If}FDA UJ{IMI) PAivlousl!liinoli ossou!Tr INSP.EffiONAL·OBS.ERVA T.IONS PACiB 4 Or'll PAOES' ' · : -

.. :·, . ' ...  ..... " ·' . ' ,. 

December 2011. 

Descriptions of these problems requiring Investigation Include, but are not limited to: foreign 
product, foreign object, suspected tampering, cblppedlcrackedlcrumbled tablets, broken/missing 
.seal, etc. : .. : . 

' . 
' · 

I 

.Als_o! 

Your finn ·is outside of proce9ural timeframes for. .completing approxim~tely 340 .open Corrective and 

 'Pre
I 

. vent'ative Action requir:ements (CA:PA's), and .48 deviation (laboratory and unplanned) investigations . 

THIS"Is· A REPEi,\:f·OBS.E·&V~~~~l\1~ 'F.'R01\.f1iH~- P:-~Y..OUS .FJ)~ 'l:N:S~~C.TION A:'rYcOtT·R 
FACILIT\'., D.t\TED. 6/1~:01.l8Z·ll.. 

; 
.... .. 
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OBSERVATION 3 

Inv.estigations·of an unexplainea discr~ancy·:did .not extenci.to other·batches of. tbe~sanic•<fi:Ug!p~odiict and other ·drug 
products that may have been associated·w.ith-the specific failure or discrcpancr.. . ···· · · 

' SYSTEMS:: O.UA.l:IT¥2 ·PRODlJCT.IONJ PACKAGING AND:~ABELING: 
: 

For.:example: 

a. Y9ur. investigation ihto ·v.atiotis:tablets Jound on .Line II after line clear.ances (from 6/3 0/11.-7/18/.1 1 )1 

faiTs tQiidentifY -~U.products :potentially affected. by,·the:·problem of inadequate:cleaning on your 
p~cl<.agi~g- line•ifl .. 'Ttlis;ref¢rs :to'Onplanned Oev-lation PR, No: 93070, opened 6130'111, and closed 
7/U llJ.. 

These "various''.·tabtets,are indicative Jine .clearance ~practlc.es.at .yo_ur,site do not consistent ly remove all 
tabl~t~capsules from packaging 'lines, ~in :this. instance. Line · after ·a major clean. 

' 

The invest_igation details tablets were;ilo·cated.(after major.:cleans~ in.areas:such as: base of a fil ler dust 
cbllector~·capper bas~. oit c.at~.ii un~ef: ~l,lpp~f. ·~_ge of dust col_lector, base of filler, in an electrical cable 

-~-----.....- ........... ........,..,=...:.- ___ ... -
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. tray, below the tiller, underneath electrical box on. t-he floor,. inside.chec~,.we'i:gtrer.:frame; filfer statitlstop 
pro~imity sensor bracket, and troughs, etc. · 

~·~kagiag line dedicatIlls ed to tbe following products: En·ao:ce~ . .Percoc~~ :M.or.p,bin·e,Sulfll'te .E:R · 
{MSE~),.Op·ana E~ (JX)'mor.pbooe ·JR, ·zycJone an~ Opao·a. 

This report detaHs a tatal of iii various solid dos:a·ge fonns (~xced.tin itablets: as:wella,s .... 28 assorted 
tablels (oupd.in:these ;trough.s·", ~-ycodone ER, Op~a.- MSER, Percocet~ etc.),-a,group ofvario~~ tablet·. 

: chi· ps, 1/Sth of tablet and one pamphlet were (ound dunng·'the cleaning,.Autonomous Maintenance;_ 
··inspection and re-inspec.tions of linellt!et.ween:613012-0 H and. 7 /fS/2.0 1 L 

Additionally, thi·s investigation fails to addre·ss how •:•;zs assol!ted taole~"· (soiJl~ not~packaged· in the: . 
. r.oom, such as Gas X, Soft Gels, etc:) could· nave entered' ~. roqm.~~icat~ .to; pa.~~~gi~g 

, · other products. 

T-his .inv.estigation-atlributes the. ro.ot cause-of •iH.uman,Etr:or"· im.d ''Wai.lur~ .. to. Follqw 'Procedure,!. The: 
-~nvestlgation faiJs·tq document which pers~mnel weretres-pog~ible·fot tbif,erfor, an<bther.e·i's ·no 
documentation of.~hich procedur~ :was nQt. followed. . 

b. Your investigation i'nto v.atioiJs 'tahJ~ts \identified on Hne · · fails ,t'o:ride~tify, aW,products ;poten.tially 
·' affected by the probleJll Qfinadequate clelPiing:on·your·p~c~~Si.ng linelll Thfs;refeis·te U11pi.anned 

Deviation P.R, No: 9277G, opell'ed·6/l·311 J,,. and closed ·1/14/1 r • 

.A tQtal of 14 table~s (Qpa:na E~:2p. mg.and.3Qmg, 
n

and one ~nidentifie<:f 
tablet-and two··fr.agm~nted capsules) w(:·re found o wa:s performed. 

This investigation attributes the:roof .c.ause·of''Human Error'-' .and."Fa'ilure to Fallow Procedure". The 
investigation .fails to document which personnel were' responsible :for ·this· error, ·and there .is no. 

, docuroentation ofwhich procedurewas.notfollowed.. . 

\ 

c. ¥<n~r ·iny.estlgatlon, open:ed. U/.t:Slll and Closed .tl/ l6/ll, in~o 
~ . . .a· complaint .for !'-12 extra-tabletsl'

'" 
,. 

l. 
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found by a pharmacist after openin·g;a sealed 'oottle of'Mor:pbjn~:Su(:1~t~-.ER'30 ·mg; Lot: MIDUI • . i.s· 
: deficient_: 

.For example: 

• This im~estigation fai'ls to document whether the·defect of" l2 extra.-tatilets~' ·couldl.J!ay.c;;o~cu_rr.ed: ;·' 
at your site: and poss_ibly affect other products andlor lots; , , 

• This investigation fails to document a root cause-for: the defect. P:lso.,, Urer.e .. is no conclusion.~·to · -
Whether the complaint is justiJied·or·.valid.. · · 

·• 'The 12 extra tablets in the complaint have. not been identified by yo.ur: firm. 

• There are no documented ·prev.entati.ve measures within the inv.est.tgat~on to.:ensure.thi's; type o( 
problem does not continue . 

Tbls Is Important because tbls· consumer complaint was recently dosed and Is Indicative of how 
. y.o.~r 'flrm.ls. currently loyest~gatlng[consumer·complaints •. 

. BlJ.EFERIN.·~fES··pARTI~/IN€0~iPLETE. TABLET/CAP-LETS:, 

d. Your·most.recent:consumer complain~·( opened 12/16/11 and closed ll/20/U) into Bufferin RS 
Tablets, Lot: :1 00951.8'9,. for-parti'all1ncomplete tablet caplets, does not address all lots of product 

·potentially affected by the prob.lem of ov.er.:.compressed tablets identified -as ·the root cause. This is 
, · .signi:ficant because .it ·shows a recent example where your· finn continues to close Complaint 
· Investig~tions without addressing, all possible _lots ·affected by-the. problem .. 

This report documents.:this loLQ£'8.u:ffenn· -RS·has· receiveq.&(honsumer·complaints. in the past for this 
known problem. 

Your firm w.as·aw.are ofParthii/IDcomplete Buffedn tablets/caplets Issu-es since at ieast 2009, yet a 
Medlcal .Safety Asses·smeot:Repo~;fw.as not released uotil l0/14/11., There Is lQ jus_tlllcatlori or 
ex_planation for .the appr.oximate:Z:}'ear delay in obtaining this• report 
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TO :. Bri:an J .. McNamar •. a .,. ~e.9idll' H"'ad. ;o;tc .. America·~~. -No:va·r-.t ~·s. ··Con·sumer. H¢.a-l.ti') 
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MFXE·o ··PR<'>DUCT COMPLAlNT_s.c~xcedfin ·family of'p~_~d~$tlt-Pi.e~~ci(b 
Bufferliif -- .. · 

e. You hav.e failed-ta exten'd the·invesfigation fo aU lo.tslbatches ·of prod'uct .poterttHdly-affect® :by 
, associated cansumer .c.o.mplaints regarding mixed product complaints teceiYea;from~Januat;¥: 2009 :~o the ' · 

' :present. ! 

Specifically, your Deviation Investigation PR 9305~· •. ev.aluating ~ ~o~l of3.9'8 foreign.product 
camplaints from Januar-y 1 ,.20Q9·to June 13, 2011, does .not address.alllots ·and' products potentially 
affected· by the problem being invest·igated (mixed Nov.artis :manufactured tablets)'. Th:fs. DeV.laflon. 
lnvei~gatiou was closed 11/21111 •. 

··This investi&atien is limited. te let numbers ·and products that· have received. consumer complaints, rather · 
:than re.viewing all iots and products that may be associated with·the problem. · 

Your firm bas been aware of multiple mixed prOdu~t complaints sin~~ pt l~ast--2009, ·yet a. complete, . 
· market correction (due to tbil problem) was· bot ~xec;-.Je.d- u.ntU 'l/8/U~ w.bicb occur:i'ed cbarlog tbe 
co.urse:of'tbls FDA .lusp·ecdou. , 

f. Your inv.estigation i'nto a mixed taolet/capsule-comphfint·:fail~d:tQ •extend· the .investfg~tlon. te. all. 
lots/batches. af pr.oduct. pofentially·affecte<f l>y .mixed·:tabteVcapsuJe gomplaints. ·litjis· ref~rs· to ·case .file. 
·number: 1'0668SO·J, ·opened· 3/9/11 and :closed on 3ll5/U~. · 

Add.i~iomdly~. tile foreign.: t .. QI~ts in-.the complaint were not: ide.t:ltifled ,and; the .9u§l.tQt:I)er 'was not contacted ; 
d_ur.ing_ the inv.estig~tion to assute·all · information wa5 .complete· and. accurate. : 

Ther~·js np ·rQQt cause .id·e"ti'ffe9 f.or ·the forei,gq tablets poteiltial.IY:in;.a.P.r.evacid· ,J;$ ·MG .Capsule 
.contaii)er. 

<' 

T.hjS.·GOJ.Tip.la.int Is simjl~JQ Case Number l os·zst;3Z;, closeq ;~/;1 Jnq~ 
• I ' 

whicl\:'di·q ·not-ad(Jre·ss a•rpot .cause, ' 
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other lot'slprdduc.tii•:affected, ang·adeq~ate corr.ediye.actions. 

These, are 2. ex·ample~' of'.c.9mplalnt;-i'n:ve·stigafions·.for :Pr~v~cjd. '15. MG Caps.ules that .fail tod·cientify the 
t:O.Ottcause.and' raii:to ·extend to ·ot.h~' lots of all prOducts pot~Qtially affected. ·These-are indicative· of 

' how. your fim:t handj~ 
' ' 

consumer·c.bmplaints· for tJii~;p_ro4~ct,JlS ~e.ll. as:-otnc·r!ptoducts. 
I 

, Y'<>u·ltave·had '3S;·mixed tab1etlfor(:ign·. produets. for Pre.vaci<l 1 $:m~- Cap_S\IIes·s.i_nce;2·QQ9: 

(b)(4) 

.g. YQur.-in.v.es.tigation :into a:mix.ed'tabl~t/capsule complaint fall~· to .extend the. inyestigation to.aii 
IQtslbatc.hes·of pr.oduci poferitiiJl~ .af(ec'ted ·~y mi~e~ ·taolet/.capsqlet.complaints. This refers · to·c~se .fl I.e 
.n~_l)iber: 1050.80.59,. ope·ned '1/i:~~~ 0. and. clos~ ·on S/21/ l o: 

. . 

:A-dditionally, there;is·.no ;n;x;it c.all~~:documented exp'lainiqg t:tow th~' i4~m.tified for.eigil'ltabl¢~ cpul<i:have·. 
'oe:en ·in the:sahle cort.tainer, · · 

:flliscis· si~iflca,~t P~'!.~use .a re~iew:of:similat·corpp.lal!lts· 'for.·this .. pl'oduc;~ reve~i$. :·4..o.ther ~ctml~laint~ 
-where lhe' s~e·fore'ign ·tabJefs, (~printed ·on· the tablet} wet.e :fo.urid;mixed'wi_lh yourMm:QM 
tablets. 

EXCEDRIN M:IG·RMNE ~ABt:E:rs:. 
·. 

. 
.

' 

:h. You hav:e· failed 'to.exte.nd··tbe :inv.e.sti'gati'on:to -all. 'lotslbat~b~s .ofpro:ducf·.p·otentiafly affected' for a 
retent mix-up compl.a.int:of:Excedrin.Migtaine Tabl~t~,.ilAt:# 100.8:6758, mixe<i wjtti Exc..edrin Migraine 
C~lets. Th1s.~oOJplaint··kassoci"ated.wit!1,NP.A. F.(~.l~ Alert, .dated 8/i .i/;H, 

· :fhe-dcv1ation:i'nvest'igation, op~ped .SlWll an'd Close'd;.l01.1~J}~-; clocume_nts no justificati9p (Qr..not 
. associating: th1s·P,r'ob.1~m w.ltl}othe11lols .of product·tnat~!TI~}." be·associated witnsirn.i.lar pn.>blems'. 

·this· cpmptaint aP,p.ears to be·yery ~Jm.llar to-an NO A. Field Atlet:t ment!Qn~d io ,tll'e.prev.ious-483' ·at t.hrs 
fim1-:-(see ·below). 

. ' . ' 
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Health 

.-Dru Manuf·a.cture~ 

'SEE 'REVf,:RSE 
()f lHI$ PI\GE' 

ti 0 1UH1)A u.J 

I ) .• 

Eric M'. Huel.,-ler .: -i:nveetlg~t;or 
.~r.ee . N.. Md~reon·, Inveatigator 

. 'War_ren .J .. l.loP,ie~~, .I.n:v.ut igator 
· Thuy. I .. -~yen , I~vea..~igator 

1NSP£Crl0NAL 08SERVA'FIONS. 

.. 

· ·"¥our Quality Unil. failed· to· exten·a:.the investi~ation to all lotslbat~hes· ofproduct._potentiall_y affected 
:for a rece'ht.mix-up complaint of E~cedrin.~igrain~ ;fan lets,. tot ## I 008:(498, m ixed with Excecfrin 
Migraine Caplets. This complaint :is associated with t;.fl}i\ Fiel(t.i\Jert.-dated L,Ol l-5/l.O," 

; · [i)espite the- app~~n.t slmilarities.o'tttie·twp·examples abo~le, AA w~u: as_ t·S -oth'er lots·:iq.recent:product 
:recalls.at yo~ fum, your i.:nvestigations,have• failed.to review--other •lpfs, of:p'otenti~Jl.y •affected. product. ' I 

ExcEDR)N MIGRAiNE GELTABS: 

i', Your. ·oeviatipn .Inv~ti'gation P.~ .##· 9S 18~. open·ea l8/.l9/ll andl closed .l'll7 1.1' I, ·(ihto a.complai'nt of 
. "white tablets!' 'l~xce.drin .Migraine·Geitabs· for Lot: H> f 1·-3309): .fai'ls to re:v.:.ew. .and· decument -a list of 
.products or systems affected· b)' tbe d~viation. · 

The root cause.ofthe: investigation read·s ' (b)l4 ) 
(b)(4) " 

I • 

~duct's·(Excedrin·~ES1Mt~aine. Bulk,, E~cediin)\F-TH. O.T): Y,ou.·manufactute recei:V~ a,sfmilar· 
~proc.. veJl·there ~.'tl93SS_eSSmentof.how many product.s (!Oultl' be affected by this 
deviation (the . pmcess. (~rur.e) . 

· : The "Statement of Impact" for ~his investigation re~s "E>ue to the,..lj[llited_infonnation avaifaole' for .this 
.Investigation, no· statement'of_j.qtpact..is. p<fssibl~." 'Tiiis ~statement can -not be j~sti'fled by your. finn's 
Qi.iality.m_lmagement.. 

· Also, a revi·ew of'simifar complaifits·-of this nature reve~Jed ,th is has· o~c~n:ed at least si.x other times 
·since 2009 for this.product, witho.ut {tlention of the impact-on the prgduct. 

ENPOCE-T 
~ I 

l.Ot-325 MG: 
, 

j. Ibe Technical Complai'nt Investigation, ·openeCJ 10/.1 $i1:1 and;Cio~ed' 1>2l-1 5~1:1 , is deficient:in· that: it 
d9es not address other lots of P.rocl.u.cts.potentially affected b.y the problem in the complaintior'"i>ne 
extra tablet" j n a l OO. cour:~t Endocet l~f.J2~ mg bottle~ 

- -----·~------



DEPA:RTMENT'OF HEJ\LTH,AND:HUMAN ~ERVICES 
FOOri.AND"ORUG ADMINISTRATiON: 

.. 'DI$TRICT ADD~.I!SS,ANDEHONI! NUMSI!R 

· 1:~63.6 w. a:1:n:h Stre~t 
L¢.I!exa., KS· . 662'~14 _ . _ ... 

' (~13:) 75'2-2100' :Fii,X: (913) 75-2-2r:J:c1c 

:; ': ;DATE!l5)01;'1NSP.~CTION: 

{' A2:/:t4/.20h - 9~J,l~9/2012* 
.. ,F!I·NWBlR 

1·9.114.45 
:tqdustry ,Inform~t'ioil~:. ~.:fda. gqv/oc]~ridustry: 
-ANQmu:<NINOIIIMJA~.' •l;o;oUI!O 

TQ•: .. Brian .:r. McNamara, :Region He~d OTG Amertca;s, t.f()ya:r;,tis 
FIRMNAMI!. snu•ET'J,ollDRI!~' 

Ni:l'v:llrtt's \co.nsume.r :He·alt'h: lQ40l HW;y .... :6 crrv:s· ATl,ZlPC<;)IJ4i!_;,CO\IN~KV . .. , ', TVPUsTAIIIJIII'IMIONT""'"""'"·u 

.Lincoln, N:E :68517'-. .96~'6 . . • Drug .ManU:fac.tur~r; 

: e~p~t;(S) SIGNA 1lJ/1,1! 

: Eric ~M, l:i'Uei:ier,, ~p,veat'igator. s ... EE;l~J:VE_ RS_E_ ,AO.ree N, Mderiiori, !l.lY!!Stl:gator 
· · · ''i'iarren J,.: topic;ka, InVEllit!gator 

· ()f!TJil$ PAGE 'l'h\.1:( t·., Ngayen, ~nyeatif:Jator 

PUVIOUS I!DITIOII OasOLm 

Additiortally,.tfie ·dos,ed:lnv.estigation fails to identify anq confirm· .the .ex:tra:t~blet :in. the. complaint. 

 Yhe· $'¢ ate]usta few examples :otg._merous iilst'aiic,~s i:O which' your firiD!s deviation ,investigations 
do JJot extend. to~othedots/batebes~or product.potentially ,affected· ~Y the problem. 

ltiis import~~-t tc). u_nd.erstaiicf:beeaiJse. ofyour fir.ni~s·failure to .adequately alld;tJioroughly.eonduct 
investlgatloos, iUs di·mcult to determine• How ·widespread the. problems>lite .at:your firm (into :the 
cont · inu'd problem ofzNCit:.:Lincoln producee:i drug: pr:oducts as well: as: the: observations:sb.own 
below)~ · 

l , 

. : TiltS IS. A REP EAr QEFI.CIENCY FROM PREVIOUS lNSPECTJONS ATYOUJt.:SITE, 
· DA't~D t8l29-9/f0/0.7, 4l5-16ll o, AN,D• .. 6fl3-7/8/Jii. 

; ; 

OBS~~V~T:IO.N 4 

: Equjpmen~ Q.pd utensilnre not <!.l~iied;and'~inta:ined at appropnatejntervals to prevept·contaniinaiion •that would alter:tlie 
· safety"idert,tity, strength, q_t,Ulljty or purlty·ofth~ dt:lig;producf. ·· · 

SpecificailY,; 

Yo~r'p~kaging. lin!'·cl~arance operators failed to ·adequate~y ¢lean·· packaging lines. (and ate.~ arpund 
packaging ·line$) 'during ·yolir•"majpr" cl'eariiog efforts: ofthi~:equipment ;a.s eV:idenced·by: 

OCTO BE~ 20ll: 

a) Foreign tablet!tablef(s) we.re,foun& ih packaging· areas on s.even• (7): 0cca:s'ionsjn. October 201 L 
These Were Jocated 'by >line. cle.arance '~uditors aften:mtjQrcleans. W.~.re conduct~d' by:line 
clearance. operators Cl,(;y:o_ur: site. 

NOVEMDE~ '2011: 

'b) Foreign ta:bleVtablet :(~) ~ere found i_o packa~ing .areas on twelv~· {12) occasjons :in November 

I 



191:1'44'5 

cx:.u , M~u-fac,tur.er· 
I ' ' • • 

:Er-ic M.. Mue'li.er . ., Ihv~.st . .l;gator · 
SEE~REVERSE· Ad;ee -N . . Anderilori,. t~vest.igator 
O,F TftiS PA~.a. . warr~~ · J ... :t.opi:c.ic:a , Inv.ee~~gator 

"" : ''thuy. ·'r... N~yeJI.- -Investigator: 

.. , I'RitVK)'UI koftioif'6asouT8.,.. ~ .-. , INSF.ECTIONAt ,OBSERV:ATIONS~ .. 

• 04 

<' 

20H, th~~ w~r:e. locatect:by l inelcl_!:aranc~.:audilor5,alter iit'ajor .(:!ea.t)s · wer~·conducted• by line 
cl~a:r:an~ opera:toi'S! at yo·ur·si~e! 

c:) .tablPor:e1gn et/tablet .(s) were:fciund itq:iackaging: areB:S· pn 'fi·fteen (15.): Qccasi.ons;in_ Deceqtbet 
20.n. Thes~nver:e Jo·c.~ted;by Jfue, cleat3Jtce 'auditors :after.·major.ile.3Jls w~re::C<>nducte<i .by line 

I' .clearance· operat'oFS. at your ~site .. 

These ·.foreign tablet/tablet( s) w~re· loca'ted ·on• ar near your. packagingjlines·, (b) (4) 

· R:~vie.w- ofyot.ir lfnell.usage sequence;log~ gated' 1 0/1'2l.l-l thrbuglJ J•ilt9.it Lconfirmed: fore:ign :tablets 
w~re; found .duiing- lj·~.e cleuarice.inspec~jQn~ ... These foreign. ~ab!~~s· f9.und: are ·not necessarily fndicative 
{}J the·tablet(s) fro.m a:preYious{trun!p!ltcp. · 

Your-Cotnprehen.si:V.e Site Assessme~}t't)pdate,. dated Jan~~ 11, 201-2: subnti~ed· i~rtbe :FDA, ihdi~ates' 
intonsistency in lhte' clearance. pract-ic~s. · 

· OBS.ERYATiON 5 

Wri.~en,proeediii'~s are, not followt)<J·fo.r evaluations <l(!nc:at least•ailnwilly and·irtcl~ditig provisions for a r~view-of 
· ·corop_laints, recall~ •. r.eturned on~Jvaged drug proilucts, a.lld ~vestigatlons 'Cooduct!'Q for reilch·.drug:produc_t: 

SYS:f.EMS: QUAJ,.l~t·.-P.ROD.UCTI~N:. 

Specificail¥, •. 

:BUFfERiN: ' . . 
a. Your mo-s(recenf. .Anr.l.uatP.ro:duct Review·(APR) for·Buffer.io ExtrstSh:engtb·~atileu and.IJuffe.rln 
lfegJJiar··s.treng!J! ) :tt.bletsl 00 tO:) ·is ·i.ncorrect. . · 



OISTRICT AOORe:lll ANO PHON!: ljiJMI!ER; . 

. 11>6.~0 W. S.Oth, 'Str~f!ct 

QEPARTMENTOf,IJ.~~,.::FHfANO··nVMA,N.;,~ERV,ICES 
FOOD AND.DRUO 'ADMINISTRATION· 

; OA TE(S) OF IN:;Pt!:!'flON 

t2'i~•M:;r~tt:l - <:ft/~.Qfcao,:t~*' 

, Lenexa, KS . ~~~;14 . . . . . . ..... 
(913l 752..,::fJ,O(): Fax•: (9B-,) 752·-2·~'!':1 

· __ I·q~v.sJ::ry In:fqpnat:forp .www .. fda. gov/oc:f::t#9.'!.l,~try 
• HAMO'ANIUm&"" I"'""VIIl!JAl;,TOWH()M FIIEPQRT ISIIUEP . 

TO: B~i·an J. Mc;~ama,ra, 'RegJon He~d O~C Amerd:ca~., Wqy;art•i:s. Consumf!I" H.ealt;l::l. 
fiRM NA""' · STRE~ "[)CRESS 

Nov!!rtis C.Qnsumer .Health · l:O'fOl H\o!Y 6 
, i'· CITY. STA'11!,·ZJ!!.CQOI!. COUNTRY r ,.e,.lltAIII..ISHI\4€HT INSI'lCTEO 

· Lin coin, fifE 68 s:i7- ~6;;2:.6 .:_or,ug Manuf:act1.lr!!::rt 

; 1 

: .. E!!fPI.OY!~(!i)'SIGHAWRI 

. Ertc •M, Mue'ller. InV:e:stigator 
SEE REVERSE .. ;Adree. N. An:cferson, Ihv~!ltigator 

· > ·· · • • · Warren J .. ,J::i9p_iclta, tnvesti9!'!:9r 
·OF TJUS PAGE Thuy 'ff, Ng-Uyen~ .I~VI'.!It.i~.ator 

. PREVIOUS ElliTlot,fOOSoLI!TII JNSPECFIONiU.;: OBSERVA T:iONS 

• ·\{'our 2·010 APR foriflufferinRegular Strength Tablets describes one·•c<>mplaint 
~E>iscolored/Spotted/Ughtened:'ProdJJ~l) received for tl1is product from 1~0/09:..9/10~ F'urther 
review ofactu~r complain:ts'fotjtbe dme:peri'otlc.of 10/1/Q9.,9f301.l0 reveal~ there are.a total of 4~ 
cotrtplaints!for-'Bufferin RS!':.Eablets~ I,nc.luded irt,tlre actUal complaints ate:·\Foreign obj~ct, 
.chippedlcracked,pro:duct, shortfil, etc, 

• Y'our2010 APRforBufferiwExtra Strength Tablets reads "There are no complaints fortlli's 
material :at this,time.'' Further' review o.f:.actual ,complaint~ .for thec.time·period,ofJO/lZ09:. 
W30/lJO, reveals,therewerelJ;cotnplai'nts fol'tbis product~ Inclu_ded·in these~~.omplaints are 
fncl.ications. your ;firmiS4l~W :formuhitiob, . of this producr(whi¢hyou~started;m,@ufacturirtg in 
S/09) w~re ''Chipped, Cr3~ked, Crumbl~". 

Additi'onaHy, ~bese report's'(ail to ideatftY pQt~ntial ptod.uctweat<P,~ss as:.required'by your,Annual 
Product Procedure, QAE>:-o~7-t3. · 

· The abov:e compfaints:wered.naccurately tevie.wed ~d placed i.h ;the· incorrect,AnnuaLProduct Rtwiew 
·reports (for Bufferln.ES,~d'Bufferirt:RS 201:0 ;nora:fotiilulati'on"). NojustHication ex·istsfor this· error. 

These complaint!; appear to be ·eatly indications ofpoor produc~iperformartce,ofyour .:Bufferin ES: illld.: 
.. Bufferin RiS Tal>lets, however. yQur Annual Product. Reviewf~led to recqgrti.~e these complaints. 

' ; 1Jhese ·products werejncluded in yo_ut:recalfin: January 2012. d.it.efto "del~inat1on issuesl' which means 
:cracking.oftab lets.. · 

b. Your most re~ent 2011 Artnu~l,'Product Review for Kxcedrin .E:Xjra Streng~b E:xpress Gels 
(Acetaminophen'2:5o mg. Aspirin. 2.50 mg and C~ffelne 65' m~)~ ;approved .5/tUll, is deficient. 

· 'Fhe report;fails:'todocument the consistent trend;ofcornplahits receivedb.y,yo.ur finnfQr ''Product 
Chjppcxi, €racketl,.Crurnbled" and ••Partialt.Incomplete !f;ablet/Cal'l~t.~" regarding:this,product. 

thts rq>ort documents. you ba:v:e r~ceived:• 



\ ...... ,. 

. DEPARTME~:J'.QFJIE!\I.i:J:H11A~D;H~M~lS,E~Vr('ES 
,. , . F.OOD AND DRUG-ADMINISl'RATION' 

(S}. ,. ,,IN .. ... 10/:1 .. 

; _12/14'-/.-2 0:l,-li ... ~- _O;l.-"/, -2Q-}.29 1~-~-
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:· .Brie -M. :~uell.er, Ilive ilt!g~tor-
. , t:fEE}RE\IERSE 'A.C:Sr ee N. M!i.~raon; :Inves~J«;!ator 
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!. 

-• Approx'fmately 550 ~empl~nts· for these't.ypesofj>roblems from 'BLW~211':1 
• _Approx)mately 430'{complaints. for these types of prcib l~ms :from 4/.f:)9-2/-10. 
:e .8pproximate\y. 2t:Z'..,c;;omp-laints for these.~:yp~$ .of p~bl'ems .from start ()f ro~qp(ac:tur:.e to 3'1.a9· 

T._e :cont~u·sion ·in tH~:sqmmaryfis 'inad'equai·e. in '(t1~~~bere ·is no statement1identl~yi'ng; potential 
product:.w_eakli~ss as .• ncU~ated by :tll'e lcoils·IS~ent'·consumer co:~P,lahits~ Also, .there Is no. 
jJ,Jstltleatloritfor :tl)~ statement ''Based:o~ .cit~ta reviewed,.n'o cliiib.ges ,~._~tbe manufatfl!dg,g-plio.c.ess " ; 
:are: requireq~" 

': :. E

 : Additionall-y,. your 201-0:·Annu·at Proqu<;:t Review·for this:p[Q({uct-fro.m 4/.6'9·:0:2!.-i O.reveaJs an itu::r~ase in 
'ihe.numb~r·of'comp1aintsTor~this ·product. It:.also.snows .. comp.laints!fof chtpped and :iricori:\plete ·tablets 
·was; a ~PW!l design is5ue and~placed · on..an R:&iD -{re$earch and de\:.elopment))proj_ect· imprpvement list 
~to· correct. 

Yo~r. .nr.m·has '11een aware·of- "Prod,qc~~Gbl'pp.~;Cracked., .Cr:umtiled" a_nd t'P.a~!tiaVIocoiJlpl~te
TabJet/Capleia!'· .fQr tbls ·product,<t~p.r:essi(;eiS) slo~e;:aNeasJl009,_yet a tQ~p.lete· mark~t 

· · cor.rectioa (d'ue to -this problem) was n:ot:exe!=uted: un.dli l•/.8hl2; .w.hlih Qccurr.ed durio·g .ttie coul's.e 
of tbls•-FDA losp~~tlon·. 

~

:XCE~RIN; PM E*-P-RESs :·Gm~~~ 

i · 

~ 

c. The concl~si<;m in . yO\.it. .i'i:lQ~t r:ecent1Y,i.tomple~e4.:2Qll AMual':Proaucr Review for. Exce·drhi PM. 
; Expresi ·ce_ls, is ,not-- su,ppotted.i~y-~the -.infornuition within thcHeport 

: De·sp!te· this Jac.t --tf:laf :a (b) (4) is·neces.~.acy· to ·correct the -problem of'.~h,fpped ,tab lets. tlte. 
in 

rep.ort 
con-clu(J~_s: ".Baseti' ori the ·d_f,lta r.ev,ieweij. no chan~es. ·ttie;_manufacftl,~ng.-are;re~uited:." · 

--------~ 

. 
'·. 
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TO.: ::Brian J .. McN:amara•, :Region H~a~. o~c :Americas\, NdVi\l'l:'trs. 9Qnsume.r ·Heal.th· 
FIRMNIIM& -~ . . .. . STRI!!UOD,_BI!'i 

· &ovarti·s consumer .Health. l04!i'i '}{W 6 
·ci.fv. S,TATi,zF.COo!;cOUNlRY . P~I8TABI.JJIHil!ENTINSfi!CTEO; 

· .Lincoln,, NE: 68517-9~26 . : or.ug !Manufactu·rer 

'I 

EW'LO~~i!ll Sl!lflA TURI!, 

, E_ri:e iM. Mu~H~:t:·· Invest:~gato~" 

SEE.REVERSE . Ati_r~e N: ~aer~o11. inv:es_d.gator 
OF THIS PAGE _warren ~.·: Loeick~, :rnvesti:13ator 
. · .· · Thuy. :r. ,N91:1Y.e.J:I., ·:rnvestiga);gr 

. PRI!VIOUS EDITIONOOSoLETik. INSP.tCTIONAl:OiJSERV Al'IONS PAGI!'.I4 Of 23 PACES 

· · Thet~ is no justification for this ·cQnclpsion ·that :no. chan~es a,~ re.quired. 

-Yo.ur: firm.·bas: been· ~Jwar:e of; ''Product:(Jtafpped, Cracked,; Crum~led'' and "'Partial/Incomplete 
T:ablet/C~ple.tr~'' for tbls ,product (E·x;pr,ess 'G¢1s) since;at: least ~f)Q9,yet a ~complete market 
correctioif (due to :t~ls prJiblem)was not executed uotill/8/l:l!·'whJch ().ccurred. durigg t.lle course, . 

· of'this FDA iosp~ctlon. 

EX<;:EDRIN TENSIO.N;.HEJ\D:Adi-Oli EXPRESS·GEtS;, 

d. The conclusion in your trtost:.recently completed .2011 An.tl~Jal Product Revi'ew for Exceddo Tension 
Headach~ F;xpress: GeiS;js not supported ·bythe··infonnation -withi'n :the report .. 

Specifically, tbe.repor:t-documents :~pproximately 130 consumer:~complaifits for "Product Chipped, 
Cracked, Crumbied, Par-tfaJJincompl~teTabletCaplet"' during· the timeframe ottbe review. Jtalso 
docum·ents 195 complaints-for similar :iss~J,eS fot .a teview period ;of 4/Q9 .. 2fl0 ·~nd 121 complaints for- , 

. ·.·.similar ·issues during .the review1peri()<;l ot'st~rt to· 3/09. · · 

Despite :this.fact'that. consumet coi:qplaints ate .in<;lica,ting a :problem with. the product; ,youueport 
concludes· "Based on the :dat!l :x:evfewed, no ch!inges in the manufactQring,are tequi_red .. The 
manufacturiQg:'process remains in· a ·validated state~" 

. · There is no.Justific~tion·fot .this, c¢ndusion tnatno ·qbanges are reql,lired. 

Vour firm has. bee·n aware. of" Pr()dgc.t Chipped, Cracl<ed,; Crti·mtiled" and '~ Pardalllocomplete 
Tablet/Caplets''' for tbis ptoduct:(Express G~Is) ~Jne.e:at least'l009, yet' a com,plete market · 
correctloQ (due,to:this .problem)':was not e~ecuted·uniil VBtlc2~ which occurred. durigg tiJe,course 
oUhl.s FDA inspection • 

r • BENEFIBERPLlJS.CALC.fUM .. POW:D-ER:. 
• J -

~.e. The ~Qn~lusion·iityour m:osrrecently, <;ompleted 20ll ,Annual Produ:ct Review for .aenefiber Plus 
·Calcium :Powder~ signed .as acceptal).le .on:6t2Jlll, i~ not, supp:ort~q~by th·eJnfonn.atf~~ .in :tq~ J~p~rt. 



"D"EP.A'RTMEN~~~ IJE~L;TH:~D.HU~~. ~~~V.I~ES 
. EOOD AND DRUO ·A'DMINISTRATION 

l 04S 

Ol/.20:/:20r2 * .. 

I..i nco l:n, ·NE· 6 815 r-7'-.. ~6-2.6_ . 

) . 

. Eric .M'• 'Mueller·, :tovesi:igator 
s'EE:REVE,RSE· . · ~dre~ N .. .. M~i,t;II.C!.~ • . ~nv~at.ig4~C?r. 

. 'OF THIS PAGE . :1/~rren J•. !:.OP:ic!ta•,, t-nyea~i9~~9r, 
. , :·;r.lhly T ... •Ng\\y~t;t.. Il}yeeti~.ator · 

'.JNS"E<ITIONAII'OBS~RY4t'IONS 

'Speci ficaH'y, ·the~repo.rt decuni'Cnt~f:390 complaints for.""Doesnto'issoTve in J::iquid!.' tiy_tj'ng the ti'meftame.: . 
· fat. review, iJ.l Q'-1{·11 .. 

Your rec~omrhend~.tio.n .r:e.ads 'tD.ue. to,tll~ '~QI,lllt' of-complaints· r:eceiY.ed· f~u:ithis prod pet,, it w.as 
'• ·disconfitnie I b(4) · 

Your conclusion: Fe ads "·Basc;Q' on. the~daur;rc:VieW.ed, 110 chan:ges'in ·the manuf~cturiqg '!Proces~··~re 
· ~req!Jired}'· ··J his :statement 'is' not justi'fied 'based :on your, <recornmendati<;>n. 

Ad9itionally, 

Your 20l0 i\I)nual. Pro·duct:~evfew for:B:enefi&er·P.l!-ls' Calcium is -d~:n·~jent 'in. that· your report·fails:.to 
·address approximately 7~0: consum·er cotnpli!nts rec.eived by .Noy~fS'·Pro<iuct .SQppl¥ QA .. In·.16l 0, 
non.e o.ffhe 760,.coq~ru~r complaints .(for comp'iaints'Such·as "Qoesn't·dissolve·fu ii'quid.: ·abnorm~l 

· con~istency;. ·LoVE-xp. legibilit.y~ ins,eetr In pro·aucf~! , :efc}w~r~:.describ.ed or;eyal uat~' in·the;repof.( as 
· requir~d P.raceduraiJ:y, 

'Tbe :failure .. ~Y .your ·tlrrn fo ·~9Qduct;aceur.a~e ·.ao.d . thoroligk.h.o.nulil, P.r.oduct. Jt~vJew.s fs .. a· pJUe.rn 
of.·problems at;ycili r· facil.ity.. · · 

: The problems itlehtilied ·in ·your•.pr.elimih~·.co!llp liance a~se$~menf, .. dated· '~2t:l<.l (leadi·ng· to: a,·:recaH: of 
: : ;~everal prothicts),.havd:Jeen: know.n.\prob.~ems :a.t Y.ourlsite,and ~should tiaV:~ :t,~en. cap.tur~dJ(n;~~nnual 

.Pr9.duct.Reviews .~~ revJ~wed;.~y yQur Quality, Unit 

, .. 

Wi'itt&;ii records of'investig~tions Into unexpt~ine4: liiscrepancies 'do·· n!>t·.al\vays,includeltlle cbnCiusions ·and 'foll~w-up . 

. , S¥S]EMS\ ·~.~ALITY, .•PAC;l¥!.\GiNG: 
I 

Speclficall~, 

I 1 



.... ._ .. : oEP.I\RTMENT'OF, HEAt;TH.i\ND' HUMAN SERVICES 
.. - . • . FOOi>·AND ORUO:AOMINISTRA TION..:. .... 

: DAT I l. .. : 

: 1 ·l '2 / ~.4/2 o.H •. - ~o.ijJ.2'P) 2·0.1::2 • 

'Dru . . Manula.c.t .ur..er . ... . ' 

J .... 11 ( 

.Ez:r.ic;· ~~-. . filllel;ler:, ·Inv~llt;igator 
,SEE REVER'S! :'-dree. _N:,· ·,\lldef &On, Il}~~!:~.i~a~or 
OF.THIS·PA(;e: . ~arre~. J. _L9pJcka, Inveat;!~.~t;or 

· . :r~uy- T,-. ·N:guyen,. Invest i_gator 

... . PRMOUS eorriciNoilsiit.m · . ..iNSPECTION:Al:..ODSERV~'T.IONS PAGB;I6 0, UiPAGES· 

~. ·y. o_u ;h i'oot.-oc.,.meilt.tlie, CIIQS~, :8Ddi?ln1pi~.Jri~P.t~f.fec.tlve c.or.rec.tiy.e and 
·, , prev,.ent.~dv.e .. actlons ~~-~r..cun-g; pJ:oduct ~~x-"p com~i~ln~ :r~•r5011CI ~tiosa_g~{onn -fo~ei~o .~b_l~fs .of · 

products .manufadured. ~tf.our Or.m _ _sfgce ~t. Jeast·lOQ9 •. (Refer:ring.:,t()rpf.Qd.ucts iSUcb·.!~s: .E·xce.drln 
family--.products, .P.rev~~~d~. :o·arcott~· produ~.ts, :etc; ·J'r!&Jl.llfacture'd: onSiJ.~~~ (b) (4) ao4 

ave failed .. to.C;J

Y:our 'foreign ·pro~ucl recall ass·e.ssmcmt; dated H>Zl1Yfl, :stat'es-·yi>li tt.a.ve.:recei-ved-~p.proJtiinatel}'-'70 
· ~onfi'rtned, r¢tur:n«t ··custo'tner comp:lain~. ·mix-up .samp le8: contai.n.t!1 g~oriJy·NCH ~_Linc:.oln,pto.duc;~~ 

· • ·.prdduct. J.~ tqtal, tbere:iJJiy.e '.~_eeo :4o·o .comphdnt cases .. of t.fils:·type· ,sfoce.,zoo9 •. 

;Despite;. the· continued. evi4en~~ ,ofsolid do~~g~ :form mix -~p.s ·o~er. these :ye~; ~ou; have not 
docwtiented.a· root cause o.t.~ableJ'Lc:apsulel_gei~bs ·mix::ups.~ .. · 

'EXCEQR.I:N .MIGWNE ·r ASLET$~ PJ\C.KAGEl.>' ON 

, . b.-Y(>u,r .finn: r,ecei.v.ed !! consumer c·omplaii:Jt Qri\()/6/ U. fo_r~a_.;bp,ttle .of'E~ce.drin .Migraine tablets lllat>als9 ~ · 
~gred ·Exceiliih aine caplets i11$ide tfie bottle. · contain

; A r.~v:ie.w· ofthe inv:e~tigation((~peli~d:~19/:U and ~lo$ed'.l~O/l8lFJ.) .into this-;j>robfem. r.eY.ealed'Excedrinl , . 
: ; M,igrain~. Tablets,J;,ot:". ~:008675·8.w~l\~~~f~n. U~~~·on~~/18hp :at~No~ar:tis-.Cons~me~: Health. 

'Fl\e:pre"liQllS·product packaged:<m':hn ~ ~ as Excedrin,M1grame CilP.lets, ·25G.:et)'lmt. Thes·e;are.t_be 
s~e tw.o·solidi dos~ge: forms corita.ii:ted;·fmlde'the• r.efu~rie'd: complaint sam.ple. 

: 1 This.inve$tigaiion was clos·~ o.oJ·Of.l:S/0 witho.ut-a root 9!l"seidenti.fied. Thi~··iS· significant· because 
· this comphii'nt-typ.e··is. ~imiJar to .oihe~· r.ece_iY.e.4: &y your 'firm for ·apprQ.~imately ~_years, yet:n6-

:iden(ifiable: root ·ca~se has· been· determined~ · · · · · 

Also •. 

. Y Qur l:ln_pl.alin~~- Deviation ·Repor-ts•ate. deOdeni'in ~that.ccmclusi~i1s di:awn ·are~qot alw.ay.s-
:suppor.ted.'by.·the ·evideli'ce·in tbe· r~porQ!. 



DEPARTMENT OF HEALnt·AND HUMAN SERVICES ..• -
• --· fOOD 'AN[) olfu<i',.;-OMINiSTRATION 

-ANi tto~""-~TO __ R_iS_D • • 

TO.: B:r;-ian J .. McN_a!Jiara·, Region,. Head .o'i'e .. ~r,i.cili ,. .;~o":a~tis .. Consumer "Heal't-h ·--Nov.artie. Consume~ ;Hea·l ·th 
CHY, ITATI.~PCCCI;~ ..,... ~· .. • T f'II"C.TID 

~fncoln , NE 6851~-9~26 , ··orug Manufacture·r 

. SE~'REVERSE 

. dF:TffiS PAGE 

- ':"' 

Er_i'c M. Mueller, Inyut!gato r 
-!-dre_e 'N. '.Md'er-aon, .t .nvutigator 

, Wai"reJ.I J .. L~P,ioka, I~v41stJgai:or 
Tb\i~( T .. ~guyen, Inil:est:igator: 

INSPECTIONAL OBSERVATIONS. PAO£ 11.oru PAGIIS . 

Examples ·include, ~Qt are .not'limited .to: 

c. Your cohclu5ion' for Technicai.:nwestigafi'on ·Report 1'06761~9.; .openecrJ/3·1/.H ··and: clos~ tl/,1'8/,11, 
is not supported by-the.ev.idence=i.rr.t.he rep<>Jt. This cons~er compl~int (efers·to a consumer compl'aint' 
describing a 'bottle of Excedrin.in a Prevacid carton. 

'The report conchJdes, in part, "The.most likeJy .root cause for .this forei8J'·obj~t-consisting.of a.bo.ttle·of . . 
: · Excedrin with a Preyacid c.arton is· th~·roi.x-.up most likety·occurred ·from;Jhe <listribut'ion·or retrul level." 

There is no.e~dd'ence to;support·thi~ ·.C~>nclJJsion·. 

Additionally, the i'nyestigation· readS ''The 2<».cc I!Dd 3t S! cc ,bottles.do not .fit into· Prevacid cartons." 
'tfter'e,is no information iJ:l.the:reporf v.erifying.the actual.;size of the ~QttJe ·in the complai~t. 

: EXCEDRIN MIGRtONEZ'CAPJ.;Ei-TS, PACKAGED· ON Ll~ES - andlcn:--

d. Your Unplanned.Devia!ion-r:eport.9S236• opeoed·8i'22Jlf and dosed~/30/lt, into a complaint of 
Excedrin Migrai~e Caplets, lot:.JOl'lt6141cons;lu_des in part. "ttie.most'likely,root ca~e (or-.t.his foreign 
prod.uct fo.und in·the.container comP,laint is ·a mix-up at the.consumerJevel." 

·This ·statement-is not,~upported by. the evi(Jence in the reP.!)rt .. ~p,ecifically, 'tl\e.re is no evi'den~ 
documented .\Vithin:the rc;poi'Uo:'s4P.PQrt•this eohclu'sion.' 

Drawing conclusions witfiout d.ocumerited ·evidence.-to.suppoit the statement' is-a rcx;urriilg :probl~ at 
this fiqn. (rega:rdihg:haz:tClling.cpmp lalnts .of "foreign. tabletS."). 

The; al;>ove exarnples·~e :indi.cative of:iqv~t.igalions,, clos~. ~ince the lastl·EPA .inspection, tj)~~ ·ar.e 
~eficient. 

. 
TWS IS A RE,El'\:T'OBSERY ~ T·IO~FFROM l:fJE ·PRE:VI()~S JNS·PECTION AT.TIDS SJTE, 

·DATED 6/tJ,.'J./W/ll •. 
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Jilt:~9 M. MUeller, I,i)ve~.~igator 
Mre.e N,, Anderson, Il'lv~s't:~gator . 
warren, J,.,. liopicka, Inve!l.t'.i:9lltPr 
ThUy T-.. :~9.\lyf!n, Investigator 

PRI!YioliS EDITION OIISOLI!1'11 ; iNSPECTIONAL OBSERVATIONS 

DEPt\.RTMENT OF HEALTH,I\ND HUMAN'SERVI€ES 
-·· FOOO·AND.ORUOADM!Nisi'RA~TiON .... 

Dt5T~ICJ .... DDRU5 ANI) f'HONl! 'HUM8E.ft 

l!l6:J,o w, SOt'h.Street 
Lenexa, KS 6:6214 

· QATt!ClJ) Qf' lHSPeo;;T~ 

'; l:~/;1;:4:/,:2,0'11 .. ·.':. :01/20/2 Ol2 *' 
. : Fe!'!"'"'/""; 

('9i3f. 7s~-.:noo Eax:: Oll:l )· '752·-2Ul . ' H:iru,s· 
Industry llnforroation :. :i\IM\' ,fQ.a •. gov:.Aoc/.industcy 

1 , H.wi!AHD,TITLIHJF.II'ClfV~AI.;H>JV!'<')IIREI'OI'ITISSIIl!O. •·· .. . 

' 
1 

J:O,: :Brian .:i. M!::N<!mara.". Rt:~gfon:Head .. titer ,Aiil~r::ica:~.:~ • ., :NPNart.is consumer'He~:i:th 
·FIRM-· (=>T~O&l,ADORISIJ' 

Novartis Cons\..Uner H~al.th. I_04Jll. HliiY ;(; 
CIIT, SrA !; ~- '. ' . 'TY,. ~liTA!II;UIIM!NliN!IP!'~D.' 

Linc.oln, NE o:S.!.'il,"t'-96.26 'Drug Manufacttii'er 

, ·0BSERV ATION'1 

. · ,'\n,ND~-Field.A:lert,Report_ W.its'oot: S:ubmitted:witnin thr'e~ ,wqi'k~[Jg~d~ys:of;~ceTpt .ofinfpr:IniltiQg i!Qnceming_an·incident 
:t~tcause<i a drug product orzits'labeHf!g:to;b_e mistaken for and;~pplied,·t~·ajiotlier article. 

SYSTEM:.QUALITY 

Specifically; 

. You hav.e f'ailed4o file NDA Field ~l'er~ owithin'3 working: day~ 9fa problem being h:lentified·. 

For example~ 

a:Yout firm receiv~d a;consumer:complaint on .6/6/ll for;a botthtof Exc~d,rin Migaine· taolet~?Jltat a:lso 
co.nt~ined; Excedrin Migtaine,~~plets:i'nsiae the:'bottle,~ The FDA Field Alert-'(or tnis, probl'ern \Vf,I,S not 
submitted undl8/llll L. 

It should ws,o be known that: the cover' le.tter for the Nt>A Eield' Alert iQt() E~cedrin MigraiiJ.e Tables,. lot:. : · 
IOOS675S;·submitted:to :the:Fl>.A on f l/2r3/1l, was: incorrect. :Specificaily, the·Jetter-teads·,that .the 
cons~m~r called Novartis,·on 8(9/ll instead·of~/6/11. 

·;b. Your· firm received con~qi'Iler'cP'mplmhtf;.forapparentptoductJt1ix-up of'Excedrin,Migraine Geltabs 
: lot; 1 Pll4662, on 1 /251U :and, 7127/lt. J.be"·FD:A .Field Alen for this probl~m was~notsubniitted· until 
. 8£2:3/M. 

c. Your firm received .a.cOilSYmer complaintfo~a foreign ptoduqf .iJr Excedrin>Migraine caplets, lot: 
: 1(}1'03157, on· May 2, 20:11. The;FDA . .Fie)d AleFtfor·thislpro.b.Jem wau1otsubmitted untiL12/19/IJ. 

FAILING TO. FILE.J· DAY NDA .FIELD. ALERTS 'INATlMELY MANNER IS A REPEAT 
OBSERVATION FRQM'THE PRE.VIOUS FDA lNSPEliJllQN AT )'QURFI\CILIJY,.DATEU 
(j/13-7/8/.lh 
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. . .... .FOOD·AND DRUO!'ADMIN.ISTRATION .. -· 
01$ f!o. ,_ "" ......... ..., .............. • OAT!(~ I,':/"· .. 

' . -
1'.16:~:0 w. . 80Ji·h s .t::reet . ' ,1,•2/:1(~ 1 2'!>.1:.1. -.. o::r/:~:o'/:20:12.* 

.Lene;xa:, ll(S, 6·6.2rl ·.4. ~I!HU"""'"' 

; ., J l9.f !L 4 ~ s., ' (.91:_3) 7.,5 2 - ~1·o a Fa.x :.:(9B) 7-Si --H :lr 
IP.4u~·try I~fo_r,matlon:: .~.fda~q~~lP~1~1ndustry 0 

~~T.flU<:II'~-TQ - --· ,...,...., . . . . 

· ·· ro.: .:Brian. ·;J\. M~N~Jii{l~a, Reg.ian ·Head 10:I'~, .;me.d :cav-;-..N.ov:artt•a ·CQJ:la.:urne·r · H.e~l'tij. 
i "-"""""!. . .. .. .... . . .. : : :.mt lfT .. ...,.,.,. 
1 :Nov.ar-t i s ;c::on·suine'li' Hea'l·th : .~lQ1.Q:l .H_wy.::_ ~~-

<;IT'. STAH.ZP~; o;guon..- . , f'll!'t' lST~..,_,,,."""' &" 

Lincoln , NE: 6'1f5i:t-9.62'6 .. Drug. _,Manufacturer 
' i ' .. . . . ... - ... 

- ' -~~OftE!SI·,...-,,._ '·· .. l/ISS«D E~·i·c M .. ~dter·, 'lnveetigat¢~· 
.SEE• R.EVERSE , Adr.ee :N. AJ.!o<lt~.r!!on, :In:vest ; 9!1tO.f.· 11/'-, o:~;i.i o:/2'6.1'2 OF''iHJS. ·PAGE . wa~ren' J. .[;oRick~ • ·~.nve·st'igatoi:· 

T~uy.' T '· ·Nguyen·, :~ny~;s.t i gator ~- . ' - '. 
. . 

..,._ . ~ .. -
' • _'£_ b.--

' .. 
'fOR.\1 F11A:4U (OWOij; PIEVIOIJS roiTloi(OR$01.1!11 .INSP.Ec'r.iONAL 0RSERVAti6NS~ rAGE ,190Ell'PAGES . .. .. ... .. ... ... .. 

. OBSEftVAl:r'ON'8 

'Procedures descr-ibi~· ~~~ ,tiaqdl_i.,g o falli ~nen. and.or:al..comp laints:n;garding; ~:~rug ;pr~duct-ar~ :no't. follo.W.c:cJ. 

SYSTEMS: O.UALIT_Y_. ~A-~GINQ ·A:ND.tABELIN6; 

. Specificall-y, 
' . 

~ There are.nilinei'oUS· recent in.~tances.of employees~in~ yc;)ur 'firm ta.[ljgg to ·foltow your established 
proc.edu'r.es·. :. 

FotEx~p le: 

•• ·Faihm; to c.ondu.cJ tharetigfi,,,t·iiri~Jy.apd
e: Faih.ir~ to· foliow M~Jor CJean. Line Cle..... 
• Lack" o f.·ti'meli.iless· for.-co.mplaintldev.iat: 

 ·qt~an'in·g(lil An·rhuil Proau.ct· .Rev:i;e~s 
arance·in~pec.ti·an :fr®edures~(P.ac.~~girrg:_Lines [IDIQ] 

i'on .and· .JabOr.a~ocy il')v.estlgaiions 
• 'F.aJlure· to extend. invesfig·ations :to aU lors potentiall'y':affected 

,• . Failure, to .docum~l')t.r~uired proeeautal questions for con.sumer•c.omplainahts' 

.. DraW.i n_g ~_pnclusi·ons :in :i riY:estig~t_ions; wi t.ftout.doc umented. evigenc~-t9. support .. statements 
Failure· to. identify ~ool ca~se.:o'f.known;problem~, 

~ F~ l!,!r.e :to Hie ND~· F.i'eld. A:'Jer;ts· W;{tllln 13• ·W9rkiJ1g .days. w)lel') the~-i.ssue;-is: identified· 

$pe~ific procedures noffo116wejfin~lude~--but· are net:ilim'it:¢ t.o~. 

' • M.ajor Ctean Line·Cleatance In~pection. Procedures, FAI;):..J:t 
• 

2'~02 

·Annual Produ9t ·&~yieW''Execut,ive Repor:t 'Summa{-y.:and-8oofdin~ti.on:of.~RIPQR: P.roeyss . 
•• ~otenti·at· :Fieltf.Alett: Assessm~nt, J.:taCI~ins. and ;f'j Ung, .Job' P<id; -··0 1T6· 
:e. CotJducting;'Deviation In\i.estig~fi~nS.; ·SOP ~202891', Ql\..f'.:Q{J-.-.1 0 
• Complaint. H ~d.l i ng P.r.ec.edute; :S'QP-402) 1 j . 

'' 
' 

L 

' . 

Additionally; I 

.. 



0"/TAI<;l AWI<llill ANO P110NI! NUMBER: . ' . ' i >OA TE(SI OVNSP1t£fi<>N_ · 

U6.30' w. s:o:t:h. str.~~:t 
Lenexa, KS. 66·21<4 

.. : 'l::cl'/I4/2:o]::t .. 'P•:lt'20./20•12.* 
JEINIJMBER 

: (913). '752-2106 · 'F.!Ix: (~9-li-:H 752,"•2111. . 
;J;nd~stcy: :Informa.tf(:!n: www.· •. :f'ga .gq;v:,t·o~/:ind.ust:r::v 

19i 1:4'45 

NA'tf'l••ljO.Tme.<lf'-INI>I¥1""'""' 0.\IVHOM Rll""'!! ~D . 

TO: Brian J ... MciN'amar.a.,, Reg'i;on· Head. '~:tT,C;)\merica~, Fo'l(a:r.t•;j;s _:Consumer .a~·a'-J.!t;:h· 
FJRM HAMil':; . . . STile~ AQORIII3• 

Nova't:t'd:s· con&~umer Health :10.401 Hwy !5' 
, ~TY. M~n; Z!P 1;0ce. ~;~Ju>m.; · _T,YI!e UTA!II,IIItlt,IINT JN~creo 

· Lincoi:n,, -N'E. 6.85l'z-9E)2.6' :orug, MaP.ufiact.urer 

!MI'I.OYI!E!S}SIGNAT\JRB 

. Er1c M. Mu~·ller. :rnveat igatp_r 
. SEE REVERSE:' .A:iir.ee N. Ander~on, Inveatlg~tor 

· - : wa.rren j: .. LOpicxa.. I,nveat1gator 
· OF'THIS f'A(3E ·Tliuy '!.'., 'NgUY,Ein~ Ihve!J.tlg{ltor 

FORM FDA ~13 (09i08j rlliV!ous eomow oasottTI! PAGE lOOP:!J.Pi\GI!S 

Your firm's,interim controLfor 'the :complaint cenh~r ··'Scripts for Technicat:comp:laints", •dated 9/23/ll, 
.is recently not fQJl.owed initially by your c:all:~erlter personnel. 

Fone.~QQ:lple, 

: key initial'.questions· to .be asked b§' toe·.complaint call center. i'nclud~; but' ate llo~>lhnited 'to~ 

L Is' this ·the, first time you hav:e used 'the product? 
2., Where. ditl :you purchase ·the ·product? 
)·. When did yciu:purch~se the<product? 

These;questions were. not initi.ally:doctitnented in d'e¥iation 9S38'5, into ;a. Iriix .. up with Vo'ltaren Gel:,. lot 
n~mber l0llJ483. Tnis-i_nforrnation .is ctitic~l.for conductiilg,a thoro~gh :inve~tig~_tion,~tmt is not 

· docum_en.tedatthe ·time o.f.the consumet.;comgl~nt. Tnis- i's ,an: ex~pie· ofw.hat appearscto be a. ·recurring 
' prohlemat your·fititi. ·· 

.~~------~~~----------~~------------------~--~----~--~---------i 
' OBSERVATION 9 

'File number of'qualified;j>ei'llonnel is inadequate to perform and:sup~r.vise:the manufactun~• :pracessing, p~cking, arid holding 
of·ea¢h drug. product. · 

QUALITYU.NIT:. 

Specifically, 

Tber.e is:·an inadequate p_umb.er oft~l!Plity Unitper'sQnnenn your firm t.o conduct Umely,. correct 
ond<tborougb r:eyiew.s ohbe pr;9~ucts:l'ou, m~n.gfacture. 

·This is-evide11ced·by the·fa¢t:th~.t as of l2/f4/ll, there. are ·appn:>ximafely.I,j60 consumer: complaints 
.. that cyrrentlyhave not 'b.een adequatel¥lreview.ed: and •closed iiLaJiniely.::manner; 



SEE REVERSE 
OF'THiS PAGE . 

FORM FI)A .. 413 (09/QB) 

EMPLOYI!~!~llll<iNAl URI!: 

'lil:r::ic fol, Muell'er,,_ I!1Y~stigator 
Adrf!~ ·Ill •. Anderson,. -I~vesttgator 
warren 1J. 'I.<:!p'f:cic~. Iiiv,at~~9.iltor 

. ;rhuy T .. -N9\lyen, .Investiga~or 

.PRSViOUs EDITION OllSOU!Te INSfEt.'tiONAL;OBSERVA TiONS PAOB.l}Ofol.l Pi\GES: 

. · .11f.SH<I~l . .._,~, JlllR • 

DEPARTM~N;T 9fJIEALTH:AND,HVN}Mi.~.ERVICES. 
. . .. 1'000 AND DRUQ. ADMINISTRATION. . 

. :'QATI!(S),..,.I('IM:0'"'""N 

' _i:~:~~Q w. a~och~ st,re~et: 
.Lenexa;, KS ;662U 

• :l?'l'-4'/20U - Ol,/20/:2Q}2* 
·.FeiN\JMRR 

{91.3> llS2:-2~0.0 Fax;: {!J.-13:') '15:2~"'2~11 191144'$ 
I:n!:i'ustry Information:. ~,~fd'a.gov:/oc::/indusi::t:Y 
NA!oili ,t.lll) TJTUl tll' INI>IVI<>UA~.·Tu w"""" ""·""".' I""U!D 

TO: Bri'an :J .. McNart!al:",!\, iR!"lg,j:on Head o!fC:: Atn~r:fc~~:, No:v:arti·s .CC::msuli\.e:t· He~dtb .. 
·!"IRMI;AMII ·. . . ,._r~··• """'"•"" 
Novar.tis C::.onsume'r ~Heait:h. :10~Q·l1iHWY Ei 

: ·cl"fY;•:5.T-~~. . · · ·· 1 ,rYf"':_&.:rrHR.Jatitd lui 

:,.Lincoln, .NE• 68Sl:7,.,-96:26 .. :Drug )~anufac.turer· 

i! 

Additicinall}':~ the~e lU'e ~pproximately '340 ov~rdue Correctrv.e ·and Pr~ventati've Actions .that ne~d 
review, and 48-,UJJPlanned.devfatioh and. laboratory In~estigations• that are overdue (past 3Q days)l 

· .. The delays· in closiqg com:pla'i:rtts,.;inv.esfigatjons, and cpttective.actiQn~-contributed to ,a.:sh~t4own in 
· production• ofypur facility:( r2/ll);iifi.,orger ~("'rectifY 'these,issues~ 

• This is als();evid~nced ~y the factthat.once tbese(an:d similar·type.)·defici'encies'were.di~covered:and 
r~orted (during' the l~ti,FOAinspectiori), you needed outside assi.stam:e,(c~msulting firrn~;) fo .assisUn. 
conducting· the/reviews .which"shO:tila have or:iginall;y been· done bY yoqr Ql.tality.Assurance staff at 
NCH-Lincoln. · 

· Your finn!s manqgement ~confirmed this fact se:veral ·umes thro).lgbout~this inspectiop,vla-discu~sfons 
· ·regarding . . why these observations exjstand centinue;atyQur fintt 

TIJISISAREPEAT'OBSER~ATION FROM THE LAS'F,FiDA INSPECTION,t\T THJS,SITE, 
DATEIHitlJ•/1/8/ll. . 

t 

OBSERVATION 10 

GMP training is not con9JJctednvith sufficient,frequency .to assure .tliat employees. rern~#rfainiliar with COM.P requirements 
applicable, to. them. 

'·training is Jnad~q).l_ate. iii the Q!J~Jj_ty Unit at yotirofirrn as :eV.idenced by.'tlfe.;pttioleJAs-documented during 
the· last twoi'nsp~ctions .at your .finn. 

: Employees consistently not ex.~~utifig estab;lisbed;;proced~re.s (lr.e indicationsitniinihg is a' problem at 
·your fim:tr{See;aboVe,ob~ervationsfor·details) .. 

Also, ( 



Dt:I!ART:M£NY.'OF·HEALTH,A>"l0 tiUM;(N ,~ERY.IGES' 
. · .:P-OOOiilj.i[j'oRUCliA DMINISTR. TION -- - -

Nov.a.f 't ·f.s · ponsumer ·Health' 

 line .cleax:an·ce awilttclrsJ d'ocu
·aOeQtJlate '""'·"''s"r'2 ".Cie:a1,I(JlltS: ex't
n 
 

This
lefs~foul)d~ o

Bri'c ~ - ~!ll.le.r , 'Inv.eet·igator 
see:REVER'SE .J\C:lree N ... An.<!.'e.r,J~$)n, Invee~}g!t~~ 
OF-'THIS·PAGE· . wa.rren ·\7 •. :LO'plc~a .: ·In~eilti9_ato;-

. Thuy ! ·, N~y.en, .Inv~J!!='igator· 
' •J ' ... - .... 

F'ORIII ntA 41.1 OtJOI) . _ .INSRECT.JONAL OBSERV.i\TIONS 

fl 

···a, 'Fwo :r:ecenfinvestig;t~ions attFio.ut~d ;the ·cali~~·Qf!t;ftover tabletslcap$ule~: tQ QCf .human. error,. anct 
.failute:.to follow prQC!!d-~r~. :u.nplanned:Dev~~tion:PR No_:-.97687 (open·ed 101-19/ll,_ an·~· c:losed· 
I Ol~J/n)~)mtt· Uop'f~ed 'Deviation Pit N<>.~, 990}4 .(Q'pened lll3'01Jjand dosec,t i:i/30/l-l). from line; 

· : :clearance,.tra~king resuJts·Jot Octoben~,r~'d-Noy.emoet; .20ll fQr1iQ~ • • '.etaiHoi:¢igr:ttable.t{s)·found. 
during!QA audit. ·post :majoi' ci~C!Jl~ Qfpackagin~. ~MiP.m~nt. 

'· 

•Rpr ·example,. 

{:Jnp.lahiled D~viation :97687' (Qpened 1 Oll9/tl, ligd. clqs~cH 0/31/:li~')- id~ntiti'ed .the toot cause as human 
· i ·error. and .faHw.;e"to follo.w:proc~~ure. Tne.'lqyees .consisted ofUilloperators, • • 
: 'ID.and-line>clearan.c~ !l!Jditpr,l!m)J1 • • .( QP.~rator) .has no '\~aining record·s (.training,roo.dule ·F·su.-

{H0-02 Gen~ral .Changeover, ~·leaning;.;andlope~thms)·on.liile deaiJfng. !il<oper~tor) training 
(traihing.mo'd~Je:·Fs.u'-0.1 0-.02; G.en.eraH:Jfulng~ov.e~;, cleaning;, 8J1Q .Qp~rations)' ifin9orpp,le.te '(pllet p~s 
cleaniqg! .secondary· equip.m~nt:~leariing and: t.~ing·sam~le5) witbpu_t explanation . 

. Unpl.anned.!Dev·iat'ion :99014 (opened Hl3Qtn _, and dos~d J.i JJ'O/l l), .identi'fied~the.'root capse ·as 
1tum.an ,error-and f11i1~re. to .fo.llow pro9~ur~., 'Ther.e_,_were · · pera~facititators,r~¥td~-EJine. 
cl~ce auditors,/inyql¥ed in: tni's~dey.atjon,, for. the &rging of~J:fferent~producJ~ .and. 
di_{fer.ent -lots, for .periQd' f~:om J 0/20/1 i. 'tQ Ul29/. t- L • • operator-)" tt~joing _was·.not;sigped of'in :three 

· s~tiQns and:co'fltmued:to.perfonit inadequateJirte .cle~(~g fe:rJine ·a8 ev.'jd,ence,&y devi~t.tons 9,9014.and 
... deYi,ation,97687. 8<?p~tor). training. \'(clS -not ·signed-_as. ~cceptable (~in_IQg;modtile 'FSU-.6.i 0~02 
: Gener~P . Changeo~er, Cleaning~ ;and: ~erati'on ·pre~ente<l: to .m·e · w.as iinsi~edihl"ank) : 

Additionally, 
b. Your m·enteihritining,. yet sti'll·do not 

· c;:ondlict r.a· tab let~< f9u..n.d· post" lin~ ·clearance 
:audits o unt:llcuw~ -dev.ia~ions:PR No:. 9168-;7- · 
and 990

FOf exarnpfe, 

(b) (6) •an.<i GQnouctedJi'ne ·clearance 
 line creaf:Sn.ce :audit Jai lC!~fto·.cleat :the.:line as eYidenc-~ by 
.-by a· <tiffer.eriUine .clearanc.e au~_iJor illJ~ 



-'DEPART-MENT QF,HEA:CTRAND: HUMAN.-SERVICES 
-· ' . .. . FOOD #\NO:riRUO 'ADMINlSTRA TION:. > • ' -

, 9151J~IIOJ-ALIVI<C"" ""U """"I'OUMUCI<• D4r<(:>),<JF II!""""TI'Jl'l · 

, 11.630 w. :BOth s.tree.t 
··Lenexa,. KS 66;2:14 

• 12/.'l¥~/2011 -· ·Q~/,2P/?:O;l!2• 
• F~l NUMBER 

(91'~) :752'"':2100' Fax.: ('913) 7'52·-2111 1:911'44:5 
Ind:us.t:;cy .II1format·ion:. ~· .fd'a. gov/·o·(:/'iildustry• 
NAII'I! ANIHITUOI' INlMDIJAI.TDwm>M.flt:I'OKTIS"""'D .. 

T(): .Brian i:f:.. McN.ain~r:a, .Region Hf!a!i. ~QTC· Ame:t±c::a", 'N.oxad:l~ 
··-- . ·~T~~~·.,.~-

i Novari:is. ;~(Jnsu!'ller: .Healt:h .. 104'M .Hwy g, 
. •<;IT' i~lATI_,i<'!"...,.,;<;OUNTR\': Pc.; I~"'!.<U 

·Lincoln., NE ;6as:t·7- 915:26 · ;•orug Manuf.ctct\.frl:!r 

These are just a few examples or'what appears to Qe·a:problefn at you.r finn .. 

• ; THJS Js:.A -REPEAt' viQLATION FRoM THJ:::'eREVI<'>.liS tN'SP:ECl?ION AT v.~URFIRM 
DATEP ·6/13-7/8/ll • 

· : SEE REVERSE 
.OF t~l§· PA~E . 

. . ·• 
PRiviouS EDITioN oBSOI.t!l! INSP.ECTION·.u OBSERVATIONS 

. D4 I! ISSUED 

01/20/~0];2 

. '*:DATES OF INSPECT-ION:· 
12!1'4{201l(W~) •. I·211 StiOII(Thu); 1211~6/20li(Fri), :1'211.972_0l'I(Mori),, ~~~0!20.Fl_(:fue), IY2.Ji20ii()Ved), 12122/2{)1J(Iliu), 
12/23/201_1 (Fr1), 12/l7/20U (Tue), .. l2/28/20li(Wed),.l2/29/20.11 rl'hu),. 1:2/30120J;I (f.r'i), 0 I/OJ/20Jf.{TU~), OI/04/201~2(Wed), 
01/051201 2(Thu), 01/06120 r2(F,ii),:O 1/.09/20 I t(~orij;OI!I 0/20 12(rue);:O.t!U12012(Wed),:Otit2/20l2(Thu);:OJI20l2QI Z(Fri) 
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