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DEPARTMENTOFHEALTHANDHUMANSERVICES Public Health Senrke 

‘L Ewzd 
Food and Llrug AdmlnirbrEion 
Rockvib MD 20867 

Aujjust 6,2004 

CBER-04-013 

WARNING LETTER 

Karl T. White 
cm Labaratory, Inc. 
Po#tofficcBax9 
Lutbor, oklabma 73504 

DoarMr.wbito: 

TheFoodandDNgAdmiaistratioa~A~conQctsdaninspectionofCrystalLaboratory,,., 
116MaiuStrcet,Lutber,,onMay5~7,2004. Duringtlhnqx&~mlA 
investigaton doaunentod violations ofsaab’wm 501(a)(2)(B) ofthe Federal Food, Drug aad 
-c Act (FIB&C Act), Soctim 351 oftha Public Health Service Act (PHS Act), 42 U.S.C. 
Secti~262,anddavistiaas~thollpplioaMb~audlrbqukemcntsofS~FP~ 
600 and 680, Title 21 m (21 CFR). Deviation nobd on tfLa Porn 
FDA483JnspodionalO~ isswdatthaconclusionof~iarpaction~l~butarr: 
not lilnitod to, the ibllowing: 

1. Youfhilodto~llow curmtgood~practi~aadapplicablo~tit?le 
- of allergenic mold source mat&l, [21 CFR 68O.l(b)(2)(iii)J. For example, 
you&iledtompincainruadEollow~stpndard~procadnresprcscrib~ 
adequatsP==h!! ofmoldudasasaucesmtorblfbrall~produds. Onfbur 
oGcasions~March2003,yarralsaeadmoldEourcUmatcaipl~~~ 
thatdidnotmwttheapeciflcationof“noviabla OlpiMU;inyourSClllrdrrdOpcrstiag 
Procudun (SOP) cntitl& “MOLDS.” In &dditioq while the reconh for tim faur lots 
indicatc~~wasr~~cmthaviabilityp~~c~~of~~~tha 
twolotsthatwwo&ippodtolicatmdallcr@c ~doaunaatcdti~ss 
“‘noIwiab10”. 

2. You failed to onsure that your pcrsomol have capabiliti~ lxxnmm with their 
asaignedfhtions, athomughun~oftho~ whiehthey~tho 
lltctslrarytraipingand~~~tOindivicfualp~,andadaquata 
-on COiWdgthO~~OllOftbO~pIUViSi~OfthiS~bC~tO 
tbeirrogpactive~ [21 cFR6OO.lo(b)J. For~lO, on&o fourocuwions 
mentiorMxlinitcm1above,thcpcreonpesQnniaetbeviabilityt8st~‘m~I 
NON VIABLE”onthopmduction~, deupitethc~ofgtowth ontim 
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viabilityplates. Asccondemployeevaifiodthoseerrtriesandsigoodthefburpraductian 
rtco*indicrrtingtbattbeviabilitytest~were~edandfeundtobeaccmate. 
Iudditioq&eemployeewhope&xmedtbekbilitytWtssiJjnedtwbcertiEicatesof 
aualysis, describing the results of the viabWy tests as “Non-viable.” 

0 IdentifL to the species level colonies &at grow during the viability test to detemke 
whetherthecoloniesare~orsource~;and 

. Supplement SOP # 4, c&led, “MOLDS,” to include appnqniate iostructions f’or mixiqg 
oftestsamp~esandappropliateaction~test~esaudt’ctesting. 

Neither this letter nor the list of inspectional observations (Form FDA 483) is meant to be an all- 
inclusivelistofdcficienciestbatmayucistatycurkcility. Itisyourresponsibilityasasource 
matcrialsuppticr~tnsuretbatyauropaptionaania~compliancewith~opplicabla~ 
laws and regulations. 

Pleasenatifyusinwritingwithin15workiosdaysof~ofthisletter,afaoysteps~bave 
takenonviIltaketocorrecttbenotedviolationsandtopIwexIttheir ivxamnce. lfcorredive 
aotionscannacbcoomplatadwitbin1s~dayil,~tba~Epathedelayandtbetima 
within which the conedions will bo coenpleted. Failme to promptly m these devk&ns may 
resultinre~actionwithoutfivdwndice. YoumplyshouldbeseJkttoJamess.~ 
J.D., A&ring Director, Of&e of Compliance and Biologics Quality, the U.S. Food and DIUJJ . . Admml&&l ‘ca, Center br Biologics EvaIuatkm and Research, HPM#.lO,l401 Rockville Pike, 
Suite 200 North, Rockville, Marylaud 20852-1448. 

If you have any que@iws regard@ this letter, please contact Ms. Mary Makukey, Director, 
Division of Case Managenun& at (301) 8276201. 

DavidK. Elder 
Director 
office oflW&ement 


