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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT AOOfl:ESS AND PHOf,IE NUMBER	 DATE,S) OF INSPECTION 

11630 W. 80th Street	 12/15/2008 - 02/02/2009 
FEH...9ERLenexa, KS 66214 

(913) 752-2100 Fax: (913) 752-2111 1937879 30079 S'135'7 
Industry Information: www.fda.gov/oc/industry ~ 
NAME AND nnE OF INDIV1Dl.JAL TOWHOM REPORT ISSUED 

TO: Mr. David A. Van Vliet, Interim President and Interim Chief Exec~tive 

Officer 
FIRM NAME	 STREB A!lCOESS 

KV	 Pharmaceutical Co Westport 2280 Schuetz Road 
crTY, ST....re. ZI?CODE, COlItfTl<y	 TYPE =sTASUSi·IM8'lT lNSP£ClE) 

Saint Louis, MO 63146-3411	 Human Drug Manufacturer 

b.	 A Tool Match Report for punch and die set rinsed in the manufacrure of Hydromorphone HCI Tablets, 2 mg, was 
not run to determine a new pairing when punches were destroyed. For example. upper punches #'5 from set 

ere destroyed in May and July and new pairings were not determined. 

(b) (4)

c.	 Lower punch f- Iwhich is used to compress Metoprolol 25 mg tablets, was destroyed on 27May08 and 

(b) (4)

a Tool Match Report was not run to determine a new pairing. 

d.	 The use of tool set _for compressing PreNatal Rxl Tablets batch # 95489 was not documented in the compression 
tool record. 

e.	 The Compression Tool Record for punch and die setl "nsed in the manufacture ofHydromorphone HCI Tablets, 2 
mg describ s.1b use with batch number, quantity manufactured and machine number. However, there is no 
entry for the No investigation was performed to determine what batcb (if any) this puncb and die was used on. 

f	 The compression tool record for punch and die _ used to press Metoprolol 25 mg tablets does not document the 
machine number, set up initials and start by initials for use _ No investigation was performed to determine why this 
information was not recorded. 

OBSERVATION 21 

Written procedures are not established and followed for the cleaning and maintenance of equipment, including utensils, used 
in the manufacture, processing, packing or holding of a drug product. 

Specifically, 

a.	 There are no documented specifications for evaluating defects during visual examination oftbe tool and die sets. 
b.	 During the observation of the equipment set up for Morphine IR 30 mg 101# 98774, on 15Dec2008, the technician used a 

tor ue wrencb to tighten the turret bolts. The SOP WI-2250-5001-00, "Set up ofa requires the 
use ofa torque wrench. 

OBSERVATION 22 

The building lacks adequate space for the orderly placement of equipment and materials to prevent mix-ups between different 
components, in-process materials, and drug products and to prevent contantination. 

Specifically, the quarantine area and both DEA vaults at the Westport location were over-full with a variety of in-process and 
finished products preventing adequate cleaning, inspection, and normal movement. 

EMPlO'YEE(S} S)GNATURE DATE 0SSLe0 

Q.rjIl G Dlckln.son. :nve,,:::1;ator ~ 
liichele Perry Wi1li~. lnvestiqltto.r 

SEE REVERSE 
OF THIS PAGE 

Regina T. Brown, Inve~tiq~to~ 

Kara L. Roden, Investigator ~ fA"...) 
EriC C. Nielsen, Inve:5tlgator 
Patrick L. Wisor, Investigator~ 
Warren J. Lopicka, !nVestlqa~ 
Jennl:er Cahill. Investiqll.tort! 

02/02/2009 

.:'oss.,h R. LfllIlt,ert:. In~·~"tigll _.,.... 
~tthew J. ~~rri"on.:nve"ti~ator 
Hlra L. Kiru;. Inves.. ,;.qato: ..... 
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DEPARTMENT OF HEALTH A!'<]) HUMAN SERVICES
 
FOOD AND DRUG ADMJNlSTRATION
 

11630 W. 80th Street	 12/15/2008 - 02/02/2009 
FE NUMBERLenexa, KS 66214 

(913) 752-2100 Fax: (913) 752-2111
 
Industry Information: www.fda.gov/oc/industry
 
NAMENJDll'T1.E OF t«>MDlIAI. TO WHOM 1\EPORT1SSt.'ED 

TO: Mr. David A. Van Vliet, Interim President and Interim Chief Executive 
Officer 
FIRM NAME	 SlREE"T AllORESS 

KV Pharmaceutical Co Westport	 2280 Schuetz Road 
TYPE ESTASl..ISHM8'IT INS?ECTED 

Saint Louis, MO 63146-3411	 Human Drug Manufac~urer 

LABORATORY CONTROL SYSTEM 

OBSERVATION 23 

The written stability program does not assure testing ofthe drug product in the same container-closure system as that in 
which the drug product is marketed. 

OBSERVATION 24 

Laboratory records do not include the initials or signature ofa second person showing that the original records have been 
reviewed for accuracy, completeness, and compliance with established standards. 

Specifically, 

a.	 Metoprolol Succinate ER pellets, product code C-759, lot #'s 96857 and 96858, for use in 23.75 mg tablets, were 
analyzed for dissolution on OlJulO8 and the raw data reviewed by a member ofthe data managementtearn on 06Ju108. 
The review failed to identify the following discrepancies on the worksheet. . 

•	 HPLC is circled as being used for dissolution analysis when in fact the UV was used. 
•	 The lot numbers (96957 and 96958) listed on tbe balance printout for sample weights do not represent the aetuallot 

numbers (96857 and 96858) weighed. 

b.	 The worksheet for dissolution analysis ofMetoprolol Tablets 47.5 mg lot #'s 93973 and 94006 does not identify the 
equipment used as required. This worksheet was reviewed by a data auditor in Aug2008. 

EMPl.OYEE(S) SGNATURE 

Gwyn G 01ekln~on, Inv.sti9'~tor ~ 
Michele Perry Williams, Invest~ator~~ 
Reqine T. Brown, Investigetoc
 
Karll L. Roden, Investlqator ~~~
 
Erie C. Nielsen, Investigator
SEE REVERSE	 i'atl::ick L. Wisor, Inve.stig~to!' .... 

OF THIS PAGE	 liarren J. !.opicka, Invert~ga~,or 02/02/2009 
Jen~i!e: Cahill, Inve~ti;~to~ 

J05EFh R. LaDbert, Inv.~tiO;;li. _ 
~~tthew J. ~~rri50r., Inve~ti9ator 

Tara L. lUng, investigator 02+---­

FORM FDA 483 (04IG3) PREVIOUS EDmON O8SOL£TE INSPECTIONAL OBSERVATIONS	 PAGE 2£ OF 37 PAGES 



(b) (4)

(b) (4)

(b) 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
 
FOOD AND DRUG ADMINISTRAnON
 

lXS'TR1CT AOI;lI;;ESS ANO PHONE NUMSER	 OATE{SJ Of INSPECTION 

11630 W. 80th Street	 12/ 1 5/2008 - 02/02/2009 
FEl HUh'.BERLenexa, KS 66214 

(913) 752-2100 Fax: (913) 752-2111 1967979 3co7;;<>S'13SCf 
Industry Information: www.fda.gov/oc/industry ~ 
NAME AND TlTl.E 0; INOlVlDUAL TOWHOM REPORTISSUEO 

TO: Mr. Da.vid A. Van Vliet, Interim President and Interim Chief Execu.tive
 
Officer
 
FIRM NAME STREET ADDRESS 

KV 

(b) (4)

Pharmaceutical Co Westport	 2280 Schuetz Road 
CfTY. 51"TE. ZIP CODE. c:olJNlRy	 TY.'E ESTA5USHMENT INSPECTED 

Saint Louis MO 63146-3411	 Human Drug Manufacturerl 

OBSERVATION 25 

Verification ofthe suitability oftbe testing methods is deficient in that they are not performed under actual conditions ofuse. 

Specifically, 

a.	 The dissolution methods (#1-2115 and #9960) used for analysis ofMetoprolol Succinate ER Tablets 50 mg, 100 mg and 
200 mg were not properly transferred to the Quality Control Laboratory from Analytical Research depanment after a 
significant change to the preparation ofdissolution medium occurred in November of2006. 

b.	 The assay methods for determination ofvitarnin D3 in stability analysis of products such as Prenatal Rx, Advanced
 
NatalCare and PrimaCare tablets have not been shown to be stability indicating. Also, unknown peaks appearing in
 
chromatollTarns are not identified or ouantified.
 

OBSERVATION 26 

Reports of analysis from component suppliers are accepted in lieu oftesting eacb component for conformity with all 
appropriate wrinen specifications, without establishing the reliability of the supplier's analyses through appropriate validation 
oftbe supplier's test results at appropriate intervals. 

Specifically, the quality unit has failed to review the supplier's laser particle size results for the active pbarmaceutical 
ipgredient !APn Metoprolol Succinate USP, to ensure this API meets tbe internal specifications of 

"land has not oualified the suonlier's caoabilitv to meet the internal narticle size soecifications. 

OBSERVATION 27 

Complete records are not maintained ofany modification ofan established method employed in testing. 

Specifically, for the dissolution analysis ofMetoprolol ER pellets lot numbers 96857 and 96858 performed on 0 lJul08, the 
sarnnle n,,;naration was modified to use a samole wei.ht aonroximatelv the amount soecified in the method. 

OBSERVATION 28 

Established laboratory control mechanisms are not followed. 

Specifically, the yearly preventive maintenance has not been conducted on HPLC_as required by LOP 216.00, 
DATE ISSUEDEM"'-O'<EE{~ SKONA1\JRE .!~ 

Gwyn G Dickinson, Invest1c;;ator
 
H.!.c:hele Perry ..1111=5, !nve,,'t!gator
 
Regina T. Broun, Inve"tigator
 
)(ara L. Roden, Investigato.=- l(~
 

Eric c. Niel,,~n. Investigator ~
 SEE REVERSE Patrick L. Wisor, Investigator~.
 
Warren J. Lopicka, !nvesti9ato~"'" 02/02/2009
OF THIS PAGE 
Jennifer Cahill, Inve"t!gato~~
 
Jos5pb R. L~rt, Inveatigat ~
 
¥~tth~ J. Korrison, :nvesti tor
 
':ara L. King, !nvEls';Cio;ll.tcr!}.i.. ­
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DEPARTMENT OF HEALTH Al\'D HUMAN SERVICES 
fOOD AND DRUG ADMINISTRATION 

DISTRICT AOORESS ,.,NO PHONE NI..IM5ER	 D"T'E(S} OF lNSl'>EC1lON 

11630 W. 80th	 street 12/15/2008 - 02/02/2009 
FE! NUMBERLenexa, KS 66214 

(913) 752-2100 Fax: (913) 752-2111	 - 3oc7..:?S't3S'fJ 

Industry Information: ~~.fda.gov/oc/industry	 ~ 
NAME ANOTfTL£ OF INDlVlOl.lM. TOWl-iOt>I REPORT ISSUED 

TO: Mr. David A. Van Vliet, Interim President and Interim Chief Executive
 
Officer
 
ARMNAME	 STREET AOO!<ESS 

KV	 Pharmaceutical Co Westport 2280 Schuetz Road 
OTY. STA~ ZIP COOE. COUN'TRy	 TYPE ESTASL/SHMaIT INS?ECTEO 

Saint Louis, ~O 63146-3411	 Human Drug Manufac~urer 

"Shimadzu HPLC Preventative Maintenance Procedure-QC." The last yearly preventative maintenance was performed on
 
120ct07.
 

OBSERVATION 29 

Laboratory records do not include complete records of the periodic calibration oflabonnory instruments. 

Specifically, the data used to show system precision on HPLC after maintenance was performed on 07Aug08, is non
 
existent. Suitability of the instrument can not be verified before proceeding with sample analyses. This HPLC is used for
 
MetoDrolol analvses.
 

OBSERVATION 30 

Laboratory records are deficient in that they do not include a complete record of all 

(b) (4)

data obtained during testing. 

Specifically, data obtained during visual examination of retain samples performed on 04Dec2008 for Hydromorphone HCI 2 
mg Tablets lot #'s 94184, 94186, 94188, 94190, 94191 and 95532, were not recorded in a laboratory notebook at the time 
analysis was performed. 

MATERIALS SYSTEM 

OBSERVATION 31 

There is a lack of rotation so that the oldest approved stock ofcomponents is used first. 

a.	 The use ofMetoprolol ER pellets 25 mg (approximately _ per batch) is not performed in sequential order. Batches 
ofER pellets are consistently used across multiple batches ofMetoprolol tablets 25 mg (approximately of pellets 
used per batch depending on the assay value) without exhausting one batch before using the subsequent batch. The most 
prevalent example ofthis practice is demonstrated withl I batches ofMetoprolol ER rllets 25 mg assayed at 
values below the desirable target of used in manufacture ofapproximatel) lots ofMetoprolol 
ER 25 mg Tablets from August to Novemher 2008. This was done with no formal justificatiotL 

BPLOY'EE(S)S1GNATVRE ~	 DATE OSSUED 

Gwyn G Dickinson, Investigator
 
MiChele Perry Williams, Inve~t19ato:
 

Regina':. Brown, InvestiqatorvJ...
 
Ka=-a L. Roden, Inve~tlqator~ 1r"
 
£.ric c. Iilel~en, InvestlCjlator ;.
SEE REVERSE	 Patrick L. Wisor, InvestiqatOr ~ 
Werren J. Lopicka, !nvest~qator ~ 02/02/2009OF THIS PAGE 
Jennifer ~hill, Investiqator~
 
Joseph R. Lambert:, Inv'utio;st .
 
Y~tthew J. Morrison, :nvestiqator
 
tara 1. King, Investi9ator ;:).,L-­
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
fOOD AND DRUG ADMINISTRATION 

ClSlRlCT ADORESS ANOPHONE.......mER	 OAT'E(S) OF lNSPECTlON
 

11630 W. 80th street	 12/15/2008 - 02/02/2009 
FE NUMBERLenexa, KS 66214 

(913) 752-2100 Fax: (913) 752-2111 T.7.;J'V ~ 3cC7:=1SQ3S'i
 
Industry Infor.nation: www.:da.gov/oc/industry 

(b) 
(4)

~
 
""'-:.E AND nnE OF INI:IVDJot... TOWrtOM R&ORT lSSlJ3) 

TO: Mr. David A. Van Vliet, Interim President and Interim Chief Execu-:ive
 
Officer
 
FIRhl NAME STREET ADORESS 

KV Pharmaceutical Co Westport	 2280 Schuetz Road 
0'iY. STAlE. ZP CODE. CXlUNTRY	 1'YF'EEST~~ 

Saint Louis, MO 63146-3411	 Human Drug Manufacturer 

ER Pellets Release Expiration As=.y Quantity Bulk
Oate Used	 Packaged Loti

lot# Oate Date (mg/g) Used (kg) Tablet 

96671 7/812008 12131/2008 -	7/30/2008 96664 96919 

(b) (4)

7/31/2008 98603 98871 
816/2008 98606 96921 
81412008 98609 Rejected 

96866 71212008 12131/2008 - 8/612008 98606 Rejected•
8/4/2008 98607 Rejected 
81412008 98608 Rejected 

11/16/2008 100769 96474 

96866 8111/2008 12131/2008 - 8/612008 98604 98872
 
10/31/2008 98636 101687
 
10/31/2008 99236 101699
 
10/10/2008 100644 ECIV Inventory
 

•
•

(b) (4)

96867 7/812008 12131/2008 9/10/2008 98623 99663
 
10/8/2008 100640 96906
 - 10/8/2008 100641 96906
 
101912008 100642 100927
 

10/10/2008 100643 100928
I
96868 7/6/2008 12131/2008 - 8/612008 98606 96921 

81412008 98610 Rejected 
1111/2008 100768 101691 
11/312008 100762 101696 

11/16/2008 100769 96474I 
96869 7/912008 12131/2008	 10/28/2008 98633 101688
 

10/27/2008 98634 101689
 - 10/10/2008 100546 101681 
10/13/2008 100646 101682 
10/14/2008 100647 101683&101686 

96860 7/10/2008 12131/2008 - 10/30/2008 

• 
99242 96908
 

11/312008 100769 101692
 
11/3/2008 100760 101693
 
11/3/2008 100761 101694
 

'-~~NA~ -1:~	 """IE ""'"'" 
Q.yr: G Dickinson. Inv.st1ge~or 
Michele Perry wl111~s. Invest1getor 
~ine T. Brown, Investigator 
Kata L. Roden, InY.stlqator~~ 
E:rlc c. Hil!llsen. Investlqator t..r"SEE REVERSE Patrick L. Wisor. Inv.stiqatcr (....I 

OFTHIS PAGE	 W4.rnm .:;. Lcpicka, InVe1fltiqatcrg:. 02/02/2009 
J'enni:1!UC cahill, Ir:ve1fltiqato~ 
J01fleph tl.. LaMert, Inv'ut196 q.­
H4tth~ J. ~~rri1flon, Inv.~ti~ator 

:ara L. King, Inve1!ltiqator .~~ 
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DEPARTMENT OF HEALTH AND HlJlItAN SERVICES 
FOOD AND DRUG ADMINISTRAllON 

DISTRICT AODRESS AND PI-iONE NUMBER	 OATE(S) OF INSPECTION 

11630 W. 80th Street	 12/15/2008 - 02/02/2009 
",_sa<Lenexa, KS 66214 

(913) 752-2100 Fax: (913) 752-2111 , , 3'Dc'7.;;<5'135Q 
Industry Information: www.fda.gov/oc/industry /XI{?­
NAME AND TITLE OF INDIVIDUAl TO WHOM REPORT ISSUED 

TO: Mr. David A. Van Vliet, Interim President and Interim Chief Executive 
Officer 
FlRMNAME	 sn<ElC< AlllJRtSS 

KV	 Pharmaceutical Co Westport 2280 Schuetz Road 
CITY. STATE, liP COOE, COlIfiRY	 TYPE ESTABliSHMENT INSPEC'T'eO 

Saint Louis, MO 63146-3411	 Human Drug Manufacturer 

Additionally, ofthe above Jots ofMetoprolol Tablets 25 mg using ER pellets oflower potency, none bave been placed on 
stability. 

b.	 The use of (approximately per batch) is not performed in iiiial order. I ',s consistently 
used across multiple batches ofMetoprolol ER pellets, 25 mg (approximately used per batch) witbout exhausting 
one lot before usinQ subsequent batches. The most prevalent example of this practIce is demonstrated with batch # 
121415 oR lbeing used in conjunction witb batcb # 122572, received approximately three months later. It was 
used in approximately. batches ofMetoprolol ER pellets. Tbere were==~ther batcbes off "received 
between these_batcbes. This was done with no formal justification. 

EMPLOYEE(SJ SIGNATURE 

~ G i>id:.in:'!o::l. Investigator $ DATE ISSUED 

~.iehele Perry liill1e.n:.s, Invlistio;ator 
Regina!. Brown, Investigator I 

SEE REVERSE 
OF THIS PAGE 

Kar" L. Roden, Investigator J.J.li~ ~ 
Erie C. Nielsen, Investigator ~ 
Pat.rick L. Wisor. Investi9.atorfrN 
fta~:en J. Lopicka, Inve~tigato=~~ 

Jennifer Cahill, Inve~tigato:~~ 

02/02/2009 

Joaep~ R. Lamb~=t. Inve3~ig.t 

~Atth~ J. Morrison, In~e3tigator 

rara L. King. ;nv.st19atOr~ 
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(b) (4)

(b) 
(4)

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

O.-.TE(S) OF INSPECTION 

11630 W. 60th Street 12/15/2006 - 02/C2/2009
 
Lenexa, KS 66214
 
(913) 752-2100 Fax: (913) 752-2111 193787!l
 
Industry Information: www.fda.gov/oc/industry
 
NAME Nl.OTTTL£ OF INOIVIOUA!. TOWHOM REPORT ISSlJEO 

TO: Mr. David A. Van Vliet, Interim President and Interim Chief Executive 
Officer 
FIRM NAME	 STREEl ADORESS 

KV Pharmaceutical Co Westport	 2260 Schuetz Road 
CITY, STATE, 2IPCOOE, CClt..lN1liY 

Saint Louis, MO 63146-3411	 Human Drug Manufacturer 

(b) 
(4)

Received Expiration	 Amount Used 
Assay (ppm) ER Pellet lot # Dale Used 

Date Date	 (kg) 

122572 8/20/2008 17000.0000	 98950 1112612008
 
98951 1112412008
 - 98952 1112412008 
98953 11126/2008 
98954 11124/2008 
101203 1112'12006 
101204 11124/2008 
101205 1112512008 
101206 1112512008 

101207 1112512008 
101208 11125/2008 

101209 1112512008 
101210 1112512008 

101211 .1112512008 
101212 1112512008 
101213 1112512008 
101214 1112612008 
101215 1211912008 
101216 12/19/2008 
101217 12/19/2008 
101218 12/19/2008 
101219 11212009 
101220 11212009 
101221 11212009 
101222 11212009 
101223 11212009 -121415 5n12008 17000.0000 98950 1112612008
 
98951 11124/2008
 
98952 11124/2009
 
98953 11126/2008
 
98954 11/24/2008
 
101203 11124/2008
 
101204 1112412008
 
101205 1112512008
 
101205 1112512008
 
101207 1112512008
 
101208 1112512008
 
101209 1112512008
 
101210 1112512008
 
101211 1112512008
 
101212 1112512008
 

EMPLOYEE{SJ SIGNA1URE I.. DATE 1SSUE:l 

1112612008G-yn G Dickinson, Investio;;,eto=..)J!1t> ~1214 
Miehele Perry Willl~. I~...el!l:ti;a:o:.AJ 
Regina ,. Bro-~. Investigate: 
KII:lI 1.. Roden. Invest:igllt.or'lJ. 
Erie C. Nielsen. Investio;ator ~ SEE REVERSE Patrick L. Wisor, Investigator ty;J 
Warren J. Lopickll. Investi9atoryl~~ 02/02/2009OF THIS PAGE Jennifer Cahill, IDve~t!9.t~~
 
Joseph i'l.. Lam.bQt"t, Investiga~t,.
 

r-.atthew J. Morri~c:l, ::wes"tic;ator
 
:ar& L. King, Investigater.;:;....­

FORM fDA 48J (04/UJ) PREVlQVS EDITlOtJ OflSOLETE INSPECfIONAL OBSERVATIONS	 PAGE)) 0F37 PIIGES 



(b) (4)

(b) (4)

(b) (4)

(b) (4)

DEPARTMENT OF HEALTIlAND HlJMA1' SERVlCES
 
FOOD AND DRUG ADMlNlSTRATJON
 

11630 W. 80th Street 12/15/2008 - 02/02/2009 
Lenexa, KS 66214 Fe """""" 
(913) 752-2100 Fax: (913) 752-2111 \4.'J87fv>'l-5r 30C 7 d 59.3:5'1 

(b) (4)

www.fda.gov/oc/industry ~g-Industry Information: 
NAME AND TITLE Of INOMOUAI. TO Wl-lOM REPORT ISSUED 

TO: Mr. David A. Van Vliet, Interim President and Interim Chief ExecGtive 
Officer 
FIRM NAME STREET ADDRESS 

KV Pharmaceutical Co Westport 2280 Schuetz Road 
CITY, STATE. ZIP CODE, COI.)t..'iRy 

(b) (4)

Saint Louis, MO 63146-3411 Human Drug Manufacturer 

c. ots of Hydromorphone APL 
lot number 00119768 and 00122132. Lot 0019768 was received prior to receipt oflot no. 00122132. 

(b) (4)

Bulk batch 98794 of HydromorphoDe was manufactured using 

The firm has in stock a total of_ofHydromorphone lot 00122132 received llJul2008 and 

(b) (4)

0.455 kg ofHydromorphone lot 0119768 which was received IlDec2007. Instead of exhausting the 
entire first in lot of Hydromorphone lot 00119768 a decision was made to use 00122132 received 
llJul2008 first, without justification. 

(b) (4)

OBSERVATION 32 

(b) (4)

Laboratory controls do not include the establishment of scientifically sound and appropriate sampling plans designed to 
assure that components confonn to appropriate standards of identity, strength, quality and purity. 

Specifically, the manner in which the water samples are collected does not allow you to detennine the actual quality ofthe 
water. 

(b) 
(4)

QAlQC sampling and testing of water from the closed loop, continuously circulated purified USP water system (SOP 
211.84.01 "Sampling, Testing, and Approval ofPuritied Water USP, Deionized Water, and Potable Water") is not perfonned 
at a minimum 0 nor perfonned at a frequency to encompass worse case testing. Sampling is not perfonned 
more frequently on water ports which have a greater use rate, and sampling is not organized to ensure it is representative of 
true use scenarios when sampling occasionally occurs post sanitization. SOP 211.84.01 section 7.2.6.2.2 states ••••• 

• Port No sampling is documeoted in the point of use log from 30ct2008 through 
29Nov2008; nearly a two month time span. 

• Port No sampling is documented in the point ofuse log encompassing the dates from 
270ct2008 until 1Dec2008, which is outside tbe time 0 as specified in the SOP. Additionally, a 
sample was collected after bose saoitization witb no production use documented betweeo 
tbose points. 

• Po Sampling occurred on 
270c12008 as documented in the point ofuse log. Sampling failed to occur again until 8Dec2008 and was not 
documented again, showing sampling.during a 2 month time span. 

EMPLOYEE(S) SIGNAlURE DATE ISSUED 

Q-yn G Dickinson. lnveztic;ator 
M[chele ?eery ~illiam3. Invez~iqato~ 

Reqlna r. Brown, I~vezti9ator 

~ra L. Roden, !nv~.sti<;at.o:- \t'"V 
£e1e C. Nielsen, InvestigatorSEE REVERSE Patrick L. Wisor, Investigator ~
 
Warc'=Il J. Lcpicka. Investi9ato~'" 02/02/2009
OF THIS PAGE Jennifer Cah~ll. InvestiqatOrO<Jt-­
JOllGph R. wmbert, Invlllstic;atl~ 
~~tth~ J. ~~rrlson, !nv~.s:ic;ator 
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DEPARTMEI,T OYHEALTH AND HUlIfAN SERVICES 
FOOD AND DRUG ADMINISTRAllON 

DiSTRICT AlX)RESS AN) PHONE NULtaER� OATE(S}OF NSPECTION 

11630 W. 80th Street� 12/15/2008 - 02/02/2009� 
Fe........,.�Lenexa, KS 66214 

(913) 752-2100 Fax: (913) 752-2111� 300'7..:<59.350,
'" 

Industry Information: www.fda.gov/oc/industry� ~ 
NAME AND TITlE OF INOMDUAL TOWHOM REPORT ISSUEO 

TO: Mr. David A. Van Vliet, Interim President and Interim Chief Executive 
Officer 
FIRM NAME� sn<EET ADORESS 

KV Pharmaceutical Co Westport� 2280 Schuetz Road 
CITY. STATE. ZJPCODE. COUNl'RY� TYPE ESTASl.J:S!ofJ.EHT fiS?ECTED 

Saint Louis, MO 63146-3411� Human Drug Manufacturer 

OBSERVATION 35 

Batch production and control records do not include the identification of the persons performing each significant step in the 
operation, for each batch ofdrug product produced. . 

Specifically, prior to production, maintenance technician adjusted press parameters on tbe PLC and cbecked tahlet 
characteristics for Hydromorpbone 2 rng Jot number 94184. However, be did not sign the batch production record as having ..participated in the batch preparation. 
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