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DISTRICTȱOFȱMINNESOTA

AliciaȱDittrichȬBigleyȱand
JustinȱDittrichȬBigley,
Individuallyȱandȱasȱnext
FriendsȱofȱCDB,ȱaȱminor,

Plaintiffs,

v. MEMORANDUMȱOPINION
ANDȱORDER

CivilȱNo.ȱ11Ȭ1762ȱ(MJD/FLN)

GenȬProbe,ȱInc.,ȱIndividually
andȱd/b/aȱGenȬProbeȱSalesȱ&
Service,ȱInc.,

Defendants.

____________________________________________________________________

MarkȱR.ȱMueller,ȱHunterȱThomasȱHillinȱandȱBreanneȱM.ȱVandermeer,

MuellerȱLawȱOffices,ȱCounselȱforȱPlaintiffs.

MichaelȱD.ȱHutchens,ȱElizabethȱSnyderȱPoeschlȱandȱJonȱR.ȱRussell,
Meagherȱ&ȱGeer,ȱP.L.L.P.,ȱCounselȱforȱDefendants.
____________________________________________________________________

BeforeȱtheȱCourtȱisȱGenȬProbe’sȱmotionȱtoȱexcludeȱtheȱexpertȱopinionsȱof

Dr.ȱRobertȱLerer,ȱDr.ȱMarkȱSchleiss,ȱDr.ȱSonnyȱBalȱandȱCaseyȱDye.

I. Backgroundȱ

PlaintiffsȱAliciaȱDittrichȬBigleyȱandȱJustinȱDittrichȬBigley,ȱIndividuallyȱand
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asȱNextȱFriendsȱofȱCDB,ȱaȱminor,ȱbroughtȱthisȱactionȱagainstȱDefendantsȱGenȬ

Probe,ȱInc.ȱandȱd/b/aȱGenȬProbeȱSalesȱ&ȱService,ȱInc.ȱ(“GenȬProbe”)ȱallegingȱa

numberȱofȱclaims,ȱincludingȱstrictȱliability,ȱnegligenceȱandȱgrossȱnegligence.ȱȱ

GenȬProbe,ȱaȱDelawareȱcorporation,ȱdesigned,ȱmanufacturedȱand

distributedȱtheȱACCUPROBEȱGroupȱBȱStreptococcusȱCultureȱIDȱTestȱ(“GBS

Test”).ȱȱ(SecondȱAmendedȱComplaintȱ¶ȱ5.)ȱȱPlaintiffsȱallegeȱthatȱGroupȱB

Streptococcusȱ(“GBS”)ȱisȱaȱmajorȱinfectiousȱcauseȱofȱillnessȱandȱdeathȱin

newbornsȱinȱtheȱUnitedȱStatesȱandȱearlyȬonset1ȱGBSȱinfectionsȱareȱcausedȱbyȱthe

transmissionȱofȱGBSȱfromȱtheȱmotherȱtoȱtheȱnewbornȱeitherȱduringȱdeliveryȱorȱin

uteroȱjustȱpriorȱtoȱdelivery.ȱȱ(Id.)ȱȱ

InȱAugustȱ2002,ȱtheȱU.S.ȱCentersȱforȱDiseaseȱControlȱandȱPrevention

(“CDC”)ȱrecommendedȱthatȱpregnantȱwomenȱshouldȱbeȱscreenedȱforȱGBSȱatȱ35

toȱ37ȱweeksȱgestation.ȱȱ(Id.ȱ¶ȱ6.)ȱȱTheȱGBSȱTestȱmanufacturedȱbyȱGenȬProbeȱisȱa

rapidȱDNAȱtestȱthatȱutilizesȱtheȱtechniquesȱofȱnucleicȱacidȱhybridizationȱforȱthe

identificationȱofȱGBSȱfromȱculture.ȱȱ(Id.ȱ¶ȱ7.)ȱȱTheȱGBSȱTestȱcontainsȱaȱprobe

reagentȱtoȱidentifyȱGBSȱinȱaȱpatientȱspecimen,ȱandȱGenȬProbeȱusesȱaȱTECAN

brandȱautomaticȱpipettingȱmachineȱtoȱfillȱeachȱGBSȱTestȱvialȱwithȱ0.1ȱmLȱofȱprobe

1EarlyȱonsetȱGBSȱinfectionsȱareȱthoseȱthatȱoccurȱwithinȱtheȱfirstȱweekȱofȱlife.
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reagent.ȱȱ(Id.)ȱȱFollowingȱtheȱproductionȱofȱeachȱbatchȱofȱGBSȱTests,ȱtheȱtubingȱis

filledȱwithȱwater.ȱȱPriorȱtoȱmanufacturingȱeachȱnewȱbatchȱofȱGBSȱTests,ȱtheȱwater

inȱtheȱtubingȱmustȱbeȱflushedȱout,ȱorȱprimed,ȱtoȱpreventȱtheȱtestȱvialsȱfromȱfilling

withȱwaterȱinsteadȱofȱtheȱprobeȱreagentȱorȱaȱcombinationȱofȱwaterȱandȱreagent.ȱ

(Id.)ȱ

PlaintiffsȱallegeȱthatȱonȱorȱaroundȱSeptemberȱ2008,ȱaȱservicingȱtechnician

forȱGenȬProbeȱinstalledȱnewȱtubingȱonȱtheȱTECANȱmachine.ȱȱTheȱ81ȱmLȱvolume

tubingȱwasȱreplacedȱwithȱ101ȱmLȱtubing.ȱȱAsȱaȱresult,ȱtheȱnewlyȱinstalledȱtubing

heldȱanȱadditionalȱ20ȱmLȱofȱwaterȱthanȱtheȱpreviouslyȱinstalledȱtubing.ȱȱ(Id.ȱ¶ȱ9.)ȱ

Theȱdifferenceȱinȱtubingȱsizeȱwasȱnotȱtakenȱintoȱaccount,ȱhowever,ȱbyȱthe

operatorsȱofȱtheȱTECANȱmachine,ȱandȱtheȱprimingȱprogramȱwasȱnotȱchangedȱto

reflectȱtheȱdifference.ȱȱAsȱaȱresult,ȱuntilȱtheȱadditionalȱ20ȱmLȱwasȱemptiedȱfrom

theȱtubing,ȱaȱcertainȱnumberȱofȱvialsȱproducedȱinȱeachȱbatchȱwouldȱbeȱfilledȱwith

waterȱinsteadȱofȱtheȱprobeȱreagent.ȱȱ(Id.ȱ¶ȱ10.)

OnȱOctoberȱ15,ȱ2008,ȱTECANȱmachineȱoperatorsȱreportedȱaȱproblemȱto

supervisors.ȱȱInȱresponse,ȱaȱmolecularȱbiologistȱatȱGenȬProbe,ȱMicheleȱThomas,

changedȱtheȱprimingȱprogramȱtoȱaȱtroubleshootingȱprogram,ȱbutȱthe

troubleshootingȱprogramȱonlyȱemptiedȱ0.8ȱmLȱofȱwaterȱfromȱtheȱtubingȱduring
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priming.ȱȱThereafter,ȱThomasȱapprovedȱtheȱmachineȱforȱuse.ȱȱ(Id.ȱ¶ȱ11.)

OnȱOctoberȱ16,ȱ2008,ȱtheȱTECANȱoperatorsȱallegedlyȱfailedȱtoȱfollow

standardȱoperatingȱprocedureȱandȱskippedȱrequiredȱstepsȱinȱbeginning

productionȱofȱtheȱGBSȱTestȱusingȱtheȱTECANȱmachine.ȱȱAsȱaȱresult,ȱtheȱTECAN

machineȱcontinuedȱtoȱrunȱtheȱtroubleshootingȱprogramȱinsteadȱofȱtheȱcorrect

program,ȱwhichȱresultedȱinȱonlyȱ0.8ȱmLȱofȱwaterȱemptiedȱinsteadȱofȱ81ȱmL.ȱ(Id.ȱ¶

12.)ȱȱ

ProblemsȱwithȱtheȱTECANȱmachineȱwereȱreportedȱinȱNovemberȱ2008.ȱȱA

messageȱwasȱleftȱwithȱThomasȱtoȱtroubleshootȱtheȱmachine.ȱȱ(Id.ȱ¶ȱ14.)ȱȱAȱfew

daysȱlater,ȱThomasȱinvestigatedȱtheȱreportedȱproblemȱandȱitȱwasȱatȱthisȱtimeȱthat

sheȱrealizedȱtheȱTECANȱmachineȱwasȱrunningȱwithȱtheȱincorrectȱpriming

programȱandȱtheȱcorrectȱprogramȱwasȱrestored.ȱȱ(Id.ȱ¶ȱ15.)ȱȱThisȱissueȱwasȱnot

investigatedȱfurther.ȱȱ(Id.ȱ¶ȱ17.)ȱȱPlaintiffsȱallegeȱthatȱhadȱitȱdoneȱso,ȱGenȬProbe

wouldȱhaveȱrealizedȱthatȱtheȱGBSȱTestsȱproducedȱbetweenȱOctoberȱ15,ȱ2008ȱand

Novemberȱ17,ȱ2008,ȱusedȱanȱinappropriateȱprogramȱthatȱemptiedȱtheȱincorrect

amountȱofȱwaterȱduringȱpriming.ȱȱGenȬProbeȱshouldȱhaveȱknownȱthatȱthereȱwas

aȱnumberȱofȱkitsȱthatȱwouldȱnotȱcontainȱtheȱimproperȱamountȱofȱreagent,ȱand

thatȱitȱwasȱreasonablyȱforeseeableȱthatȱthoseȱusersȱandȱconsumersȱofȱsuch
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defectiveȱkitsȱwouldȱreceiveȱaȱfalseȱnegativeȱresultȱforȱGBSȱcolonizationȱand

wouldȱnotȱreceiveȱappropriateȱprophylaxsis.ȱȱ(Id.)

OnȱDecemberȱ3,ȱ2008,ȱPlaintiffȱAliciaȱDittrichȬBigleyȱwasȱscreenedȱforȱGBS

usingȱaȱGBSȱTestȱmanufacturedȱafterȱSeptemberȱ2008ȱasȱpartȱofȱroutineȱpreȬnatal

care.ȱȱ(Id.ȱ¶ȱ18Ȭ19.)ȱȱTheȱtestȱresultȱwasȱnegative.ȱȱ(Id.ȱ¶ȱ19.)ȱȱOnȱDecemberȱ18,

2008,ȱsheȱgaveȱbirthȱtoȱherȱson,ȱCDBȱviaȱvaginalȱdelivery.ȱȱ(Id.ȱ¶ȱ20.)ȱȱPlaintiffs

allegeȱtheȱhistoryȱandȱphysicalȱnotesȱfromȱtheȱhospitalȱindicateȱthat,ȱaccordingȱto

prenatalȱlabs,ȱAliciaȱwasȱGBSȱnegative.ȱȱ(Id.)ȱȱ

OnȱDecemberȱ23,ȱ2008,ȱGenȬProbeȱwasȱnotifiedȱbyȱoneȱofȱitsȱcustomersȱthat

probeȱreagentȱvialsȱcontainedȱinȱGBSȱTestȱkitsȱwereȱemptyȱandȱcontainedȱno

reagent.ȱȱ(Id.ȱ¶ȱ21.)ȱȱGenȬProbeȱinvestigatedȱthisȱreportȱandȱconcludedȱthatȱat

leastȱtwelveȱbatchesȱhadȱbeenȱaffectedȱandȱmayȱcontainȱtheȱincorrectȱamountȱof

probeȱreagentȱorȱnoȱprobeȱreagent.ȱȱ(Id.ȱ¶ȱ22.)ȱȱItȱwasȱlaterȱdeterminedȱthatȱan

additionalȱ18ȱȬȱforȱaȱtotalȱofȱ30ȱȬȱbatchesȱofȱGBSȱTestsȱwereȱaffectedȱbyȱthe

inadequateȱprimingȱofȱtheȱTECANȱmachine.ȱȱ(Id.)ȱȱ

OnȱDecemberȱ28,ȱ2008,ȱCDBȱwasȱseenȱatȱtheȱNewȱRiverȱMedicalȱClinic

withȱaȱlowȱgradeȱfeverȱandȱdecreasedȱleftȱarmȱmovement.ȱȱ(Ex.ȱB2.)ȱȱRadiology

2Unlessȱotherwiseȱnoted,ȱreferencedȱexhibitsȱareȱdefenseȱexhibits.
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wasȱnegativeȱforȱanyȱleftȱarmȱinjury,ȱbutȱheȱwasȱdiagnosedȱwithȱErb’sȱPalsyȱof

theȱleftȱarm.ȱȱ(Id.)ȱȱTheȱnextȱday,ȱCDBȱwasȱseenȱatȱtheȱBuffaloȱClinicȱwithȱthe

sameȱsymptoms.ȱȱHeȱwasȱdiagnosedȱwithȱaȱleftȱshoulderȱbrachialȱplexusȱinjury.ȱ

(Ex.ȱC.)ȱȱ

OnȱDecemberȱ30,ȱ2008,ȱCDBȱwasȱadmittedȱtoȱtheȱhospitalȱbecauseȱofȱa

persistentȱlowȬgradeȱfeverȱandȱdecreasedȱleftȱarmȱmovement.ȱȱ(Ex.ȱD.)ȱȱHe

underwentȱaȱsepticȱworkȬupȱwhereinȱbloodȱandȱcerebrospinalȱfluidȱ(“CSF”)ȱwas

drawn.ȱȱ(Ex.ȱE.)ȱȱCDB’sȱtestȱresultsȱshowedȱelevatedȱCȬreactiveȱproteinȱandȱwhite

bloodȱcellȱcount.ȱȱ(Id.)ȱȱTheȱbloodȱandȱCSFȱculturesȱdidȱnotȱidentifyȱGBS,ȱorȱany

otherȱinfectiousȱagent,ȱsoȱCDBȱwasȱtreatedȱwithȱantibioticȱagainstȱaȱbroad

spectrumȱofȱpotentialȱpathogens.ȱȱ(Id.)ȱȱHeȱwasȱultimatelyȱdiagnosedȱwith

osteomyelitis,ȱwhichȱisȱanȱacuteȱboneȱinfectionȱthatȱcanȱbeȱcausedȱbyȱGBS,

StaphylococcusȱAureus,ȱGroupȱAȱStreptococcus,ȱEntericȱGramȬNegativeȱBacilliȱor

otherȱorganisms.ȱȱ(Ex.ȱF;ȱEx.ȱTȱ(ExpertȱReportȱofȱDr.ȱDonȱGoldmann);ȱEx.ȱU

(GoldmannȱDep.ȱatȱ23Ȭ25).)ȱȱPlaintiffsȱallegeȱthatȱCDBȱcontinuesȱtoȱsufferȱfrom

theȱeffectsȱofȱthisȱinfection.

AlsoȱonȱDecemberȱ30,ȱ2008,ȱGenȬProbeȱissuedȱaȱvoluntaryȱrecallȱnoticeȱto

itsȱcustomersȱandȱdistributorsȱofȱtheȱGBSȱTestȱafterȱitȱwasȱdeterminedȱthatȱcertain
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assayȱtubesȱdidȱnotȱcontainȱtheȱprobeȱreagent.ȱȱ(Am.ȱComp.ȱ¶ȱ23.)ȱȱTheȱrecall

noticeȱprovidedȱthatȱphysiciansȱshouldȱbeȱnotifiedȱofȱtheȱpossibilityȱthatȱthe

affectedȱbatchesȱcouldȱresultȱinȱaȱfalseȱnegative.ȱȱ(Id.)ȱȱAlicia’sȱphysicianȱwas

notifiedȱthatȱtheȱGBSȱTestȱperformedȱonȱAliciaȱwasȱdoneȱwithȱoneȱofȱtheȱaffected

batchesȱsubjectȱtoȱtheȱrecall.ȱȱ(Id.)ȱ

CDBȱhasȱbeenȱtreatingȱwithȱDr.ȱAnnȱVanȱHeest,ȱanȱorthopedicȱspecialist,

forȱhisȱleftȱarmȱissues.ȱȱ(Ex.ȱH.)ȱȱDr.ȱVanȱHeest’sȱtreatmentȱhasȱfocusedȱonȱnonȬ

surgicalȱtherapiesȱtoȱimproveȱrangeȱofȱmotion,ȱstrengthȱandȱactiveȱfunctionalȱuse.ȱ

(Id.)ȱȱDr.ȱVanȱHeestȱbelievesȱthatȱatȱtheȱpresentȱtime,ȱitȱisȱprematureȱtoȱfully

delineateȱwhatȱlongȱtermȱproblemsȱCDBȱwillȱhaveȱoverȱtheȱnextȱ14ȱyears.ȱȱ(Id.)ȱ

Sheȱbelievesȱthereȱisȱaȱlessȱthanȱ50%ȱchanceȱthatȱCDBȱwillȱrequireȱarm

lengtheningȱsurgery.ȱȱ(Ex.ȱI;ȱEx.ȱJȱ(VanȱHeestȱDep.ȱatȱ28Ȭ29,ȱ34).)ȱȱ

Inȱtheȱsummerȱofȱ2010,ȱCDBȱwasȱseenȱbyȱDr.ȱMatthewȱGriebieȱfor

suspectedȱasthma.ȱȱ(Ex.ȱL.)ȱȱDuringȱaȱbronchoscopy,ȱDr.ȱGriebieȱnotedȱthatȱCDB

wasȱunableȱtoȱfullyȱopenȱhisȱjaw.ȱȱ(Id.)ȱȱCDBȱwasȱthenȱseenȱbyȱDr.ȱJamesȱSwift,ȱan

oralȱsurgeon,ȱforȱhisȱjawȱissues.ȱȱ(Ex.ȱM.)ȱȱDr.ȱSwiftȱdiagnosedȱCDBȱwith

temporomandibularȱjointȱankylosisȱandȱabnormalȱboneȱformation.ȱȱ(Id.)ȱȱThere

areȱaȱnumberȱofȱcausesȱofȱjawȱankylosis,ȱincludingȱtrauma,ȱcongenitalȱanomalies,
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developmentalȱgrowthȱchanges,ȱinfections,ȱsystemicȱjointȱconditionsȱand

heterotopicȱboneȱformationȱwithȱtraumaȱbeingȱtheȱmostȱcommonȱcause.ȱȱ(Ex.ȱO

(OpinionȱLetterȱofȱDr.ȱJamesȱR.ȱFricton,ȱDDS,ȱMS).)ȱȱDr.ȱSwiftȱdidȱnotȱseeȱany

evidenceȱofȱaȱboneȱinfectionȱwhenȱheȱexaminedȱCDB.ȱȱ(Ex.ȱNȱ(SwiftȱDep.ȱatȱ14).)

Dr.ȱSwiftȱdoesȱnotȱhaveȱanȱopinionȱonȱwhatȱcausedȱCDB’sȱjawȱankylosis,ȱbut

agreedȱthatȱtraumaȱisȱtheȱmostȱcommonȱcause.ȱȱ(Id.ȱatȱ15Ȭ16.)ȱȱCDBȱunderwentȱa

rightȱTMJȱarthoplastyȱwithȱankylosisȱreleaseȱinȱAprilȱ2011.ȱȱ(Ex.ȱR.)ȱȱDr.ȱSwift

statedȱthatȱfutureȱsurgicalȱinterventionȱforȱCDBȱisȱimpossibleȱtoȱpredictȱatȱthis

time.ȱȱ(Ex.ȱN.ȱ(SwiftȱDep.ȱatȱ29Ȭ31);ȱEx.ȱSȱ(OpinionȱLetterȱofȱDr.ȱJamesȱSwift).)

II. StandardȱunderȱRuleȱ702

Ruleȱ702ȱofȱtheȱFederalȱRulesȱofȱEvidenceȱprovides:ȱ

Ifȱscientific,ȱtechnical,ȱorȱotherȱspecializedȱknowledgeȱwillȱassistȱtheȱtrierȱof
factȱtoȱunderstandȱtheȱevidenceȱorȱtoȱdetermineȱaȱfactȱinȱissue,ȱaȱwitness

qualifiedȱasȱanȱexpertȱbyȱknowledge,ȱskill,ȱexperience,ȱtrainingȱor
education,ȱmayȱtestifyȱtheretoȱinȱtheȱformȱofȱanȱopinionȱorȱotherwiseȱifȱ(1)
theȱtestimonyȱisȱbasedȱuponȱsufficientȱfactsȱorȱdata,ȱ(2)ȱtheȱtestimonyȱisȱthe
productȱofȱreliableȱprinciplesȱandȱmethods,ȱandȱ(3)ȱtheȱwitnessȱhasȱapplied
theȱprinciplesȱandȱmethodsȱreliablyȱtoȱtheȱfactsȱofȱtheȱcase.ȱȱ

Theȱroleȱofȱtheȱtrialȱcourtȱisȱtoȱserveȱasȱ“gatekeepersȱtoȱ‘insureȱthatȱthe

profferedȱexpertȱtestimonyȱisȱbothȱrelevantȱandȱreliable.’”ȱȱWagnerȱv.ȱHesston

Corp.,ȱ450ȱF.3dȱ756,ȱ758ȱ(8thȱCir.ȱ2006)ȱ(quotingȱAndersonȱv.ȱRaymondȱCorp.,ȱ340
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F.3dȱ520,ȱ523ȱ(8thȱCir.ȱ2003)).ȱȱInȱDaubertȱv.ȱMerrellȱDowȱPharmaceuticals,ȱInc.,

theȱSupremeȱCourtȱprovidedȱsomeȱgeneralȱobservationsȱforȱtheȱlowerȱcourtsȱto

considerȱinȱmakingȱdeterminationsȱasȱtoȱwhetherȱtheȱscientificȱknowledgeȱis

relevantȱandȱreliable,ȱsuchȱasȱwhetherȱitȱhasȱbeenȱtested,ȱsubjectedȱtoȱpeerȱreview

andȱpublication,ȱwhatȱisȱtheȱknownȱorȱpotentialȱrateȱofȱerror,ȱandȱwhetherȱitȱis

generallyȱaccepted.”ȱȱ509ȱU.S.ȱ579,ȱ593Ȭ95ȱ(1993).ȱ

InȱKumhoȱTireȱCompany,ȱLtd.ȱv.ȱCarmichael,ȱtheȱCourtȱextendedȱthe

DaubertȱreasoningȱtoȱnonȬscientistȱexpertsȱstating:ȱ

WeȱconcludeȱthatȱDaubert’sȱgeneralȱprinciplesȱapplyȱtoȱtheȱexpertȱmatters

describedȱinȱRuleȱ702.ȱȱTheȱRule,ȱinȱrespectȱtoȱallȱsuchȱmatters,ȱ‘establishes
aȱstandardȱofȱevidentiaryȱreliability.’ȱȱItȱ‘requiresȱaȱvalidȱ.ȱ.ȱ.ȱconnectionȱto
theȱpertinentȱinquiryȱasȱaȱpreconditionȱtoȱadmissibility.’ȱȱAndȱwhereȱsuch
testimony’sȱfactualȱbasis,ȱdata,ȱprinciples,ȱmethods,ȱorȱtheirȱapplicationȱare
calledȱsufficientlyȱintoȱquestion,ȱ.ȱ.ȱ.ȱtheȱtrialȱjudgeȱmustȱdetermineȱwhether

theȱtestimonyȱhasȱ‘aȱreliableȱbasisȱinȱtheȱknowledgeȱandȱexperienceȱofȱthe
[theȱrelevant]ȱdiscipline.’

526ȱU.S.ȱ137,ȱ149ȱ(1999)ȱ(quotingȱDaubert,ȱ509ȱU.S.ȱatȱ590Ȭ92)ȱ(citationȱomitted).ȱ

Whenȱaddressingȱtheȱreliabilityȱfactor,ȱtheȱCourtȱhasȱheldȱthatȱ“nothingȱin

eitherȱDaubertȱorȱtheȱFederalȱRulesȱofȱEvidenceȱrequiresȱaȱdistrictȱcourtȱtoȱadmit

opinionȱevidenceȱthatȱisȱconnectedȱtoȱexistingȱdataȱonlyȱbyȱtheȱipseȱdixitȱofȱthe

expert.ȱȱAȱcourtȱmayȱconcludeȱthatȱthereȱisȱsimplyȱtooȱgreatȱanȱanalyticalȱgap
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betweenȱtheȱdataȱandȱtheȱopinionȱproffered.”ȱȱGen.ȱElec.ȱCo.ȱv.ȱJoiner,ȱ522ȱU.S.

136,ȱ146ȱ(1997).ȱȱMoreover,

[T]heȱfactualȱbasisȱofȱanȱexpertȱopinionȱgoesȱtoȱtheȱcredibilityȱofȱthe
testimony,ȱnotȱtheȱadmissibility,ȱandȱitȱisȱupȱtoȱtheȱopposingȱpartyȱto
examineȱtheȱfactualȱbasisȱforȱtheȱopinionȱinȱcrossȬexamination.ȱȱOnlyȱifȱthe
expert’sȱopinionȱisȱsoȱfundamentallyȱunsupportedȱthatȱitȱcanȱofferȱno
assistanceȱtoȱtheȱjuryȱmustȱsuchȱtestimonyȱbeȱexcluded.
ȱ

Bonnerȱv.ȱISPȱTech,ȱInc.,ȱ259ȱF.ȱ3dȱ924,ȱ929Ȭ30ȱ(8thȱCir.ȱ2001)ȱ(citingȱHoseȱv.

ChicagoȱNW.ȱTransp.ȱCo.,ȱ70ȱF.ȱ3dȱ968,ȱ974ȱ(8thȱCir.ȱ1996)).ȱȱ

III. GenȬProbe’sȱMotionȱtoȱExcludeȱExpertȱTestimony

A. TestimonyȱasȱtoȱReliabilityȱofȱGBSȱTest

Plaintiffsȱhaveȱdesignatedȱaȱnumberȱofȱexpertsȱtoȱprovideȱexpertȱmedical

opinions.ȱȱTwoȱofȱthoseȱexperts,ȱDr.ȱRobertȱLererȱandȱDr.ȱMarkȱSchleiss,ȱhave

indicatedȱonȱtheirȱexpertȱdisclosuresȱthatȱtheyȱwouldȱopineȱthatȱhadȱMs.ȱDittrichȬ

BigleyȱbeenȱtestedȱwithȱaȱreliableȱGBSȱTest,ȱMs.ȱDittrichȬBigleyȱmostȱlikelyȱwould

haveȱtestedȱpositiveȱforȱGBS.ȱȱGenȬProbeȱarguesȱthatȱtoȱtheȱextentȱanyȱof

Plaintiffs’ȱexpertȱopinionsȱareȱbasedȱonȱtheȱassumptionȱthatȱMs.ȱDittrichȬBigley

receivedȱaȱdefectiveȱGBSȱTestȱkit,ȱsuchȱopinionȱmustȱbeȱexcluded.ȱȱ

FollowingȱitsȱinvestigationȱofȱtheȱallegedlyȱdefectiveȱGBSȱTests,ȱGenȬProbe

determinedȱonlyȱaȱsmallȱnumberȱofȱprobeȱreagentȱtubesȱinȱtheȱlotsȱmanufactured
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inȱtheȱperiodȱSeptemberȱtoȱOctoberȱ2008ȱwereȱlikelyȱaffected.ȱȱ(Ex.ȱDDȱ(Final

InvestigationȱReportȱatȱGP001848).)ȱȱToȱdetermineȱtheȱnumberȱofȱGBSȱTests

affected,ȱGenȬProbeȱranȱaȱmockȱfillȱexperimentȱunderȱtheȱsameȱmanufacturing

conditionsȱasȱtheȱaffectedȱbatches.ȱȱ(Ex.ȱDDȱ(FinalȱInvestigationȱReportȱat

GP001853);ȱEx.ȱEEȱ(RockwellȱDep.ȱatȱ33Ȭ34).)ȱȱTheȱresultsȱofȱthisȱexperiment

demonstratedȱthatȱbyȱvialȱ33ȱofȱeachȱbatch,ȱ25%ȱofȱtheȱspecifiedȱamountȱofȱprobe

reagentȱhadȱbeenȱaddedȱtoȱtheȱvial.ȱȱ(Id.)ȱȱGenȬProbeȱfurtherȱnotesȱthatȱaȱprobe

reagentȱvialȱwithȱonlyȱ25%ȱofȱtheȱspecifiedȱamountȱofȱprobeȱreagentȱisȱsufficient

toȱdetectȱGBS.ȱȱ(Ex.ȱDDȱ(FinalȱInvestigationȱReportȱatȱGP001856);ȱEx.ȱEE

(RockwellȱDep.ȱatȱ34).)

TheȱGBSȱTestȱkitȱadministeredȱtoȱMs.ȱDittrichȬBigleyȱwasȱwithinȱoneȱofȱthe

affectedȱbatchesȱȬȱbatchȱ553599.ȱȱ(Ex.ȱDDȱ(FinalȱInvestigationȱReportȱat

GP001878.)ȱȱBatchȱ553599ȱcontainedȱ18,615ȱprobeȱreagentȱtubes.ȱȱ(Id.)ȱȱReferring

backȱtoȱitsȱexperiment,ȱifȱonlyȱ33ȱvialsȱcontainedȱlessȱthanȱ25%ȱreagent,ȱGenȬ

Probeȱassertsȱthereȱisȱonlyȱaȱ.0018ȱprobabilityȱthatȱaȱtubeȱbeingȱselectedȱat

randomȱfromȱbatchȱ553599ȱcontainedȱlessȱthanȱ25%ȱofȱtheȱspecifiedȱreagent.ȱȱGenȬ

ProbeȱfurtherȱassertsȱthatȱDr.ȱJohnȱAdams,ȱwhoȱhasȱaȱPh.D.ȱinȱstatistics,ȱanalyzed

theȱdataȱandȱopinedȱthatȱonlyȱ16Ȭ25ȱofȱtheȱtubesȱwouldȱhaveȱhadȱlessȱthanȱ25%ȱof
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theȱreagent,ȱresultingȱinȱonlyȱaȱ.086ȱtoȱ.134%ȱchanceȱofȱreceivingȱtheȱtubeȱwith

lessȱthanȱ25%ȱreagent.ȱȱ(Ex.ȱFFȱ(ReportȱofȱJohnȱAdams);ȱEx.ȱGGȱ(AdamsȱDep.ȱat

20Ȭ21).)

Basedȱonȱtheȱabove,ȱGenȬProbeȱarguesȱthereȱisȱnoȱevidentiaryȱsupportȱfor

Drs.ȱLerer’sȱandȱSchleiss’sȱtestimonyȱthatȱMs.ȱDittrichȬBigleyȱreceivedȱaȱdefective

GBSȱTestȱkit,ȱthereforeȱtheyȱcannotȱreasonablyȱconcludeȱthatȱitȱisȱmoreȱlikelyȱthan

notȱthatȱMs.ȱDittrichȬBigleyȱreceivedȱaȱdefectiveȱkit.

Plaintiffsȱrespondȱthatȱasideȱfromȱtheȱobviousȱbiasȱinȱconductingȱan

internalȱmockȱfillȱexperimentȱthatȱcouldȱnotȱbeȱreproduced,ȱandȱthatȱhealthȱcare

providersȱwereȱtoldȱtoȱdiscardȱtheȱaffectedȱGBSȱTestȱkitsȱwhichȱpreventedȱa

countȱofȱtheȱactualȱnumberȱofȱdefectiveȱkits,ȱtheȱpredictabilityȱthatȱaȱcertain

numberȱofȱGBSȱTestȱkitsȱwereȱdefectiveȱisȱnotȱtheȱrelevantȱinquiry.ȱȱInstead,ȱthe

inquiryȱisȱwhetherȱaȱgivenȱGBSȱTestȱkitȱwasȱdefective,ȱandȱtheȱproofȱisȱinȱthe

circumstances.ȱȱAccordingȱtoȱtheȱCDC,ȱtheȱchancesȱareȱveryȱhighȱȱȬȱ95ȱtoȱ98%ȱȬ

thatȱaȱnondefectiveȱkitȱwillȱcorrectlyȱdetermineȱtheȱGBSȱstatusȱofȱtheȱexpectant

mother.ȱȱPlaintiffsȱthusȱargueȱitȱisȱreasonableȱtoȱconcludeȱthatȱMs.ȱDittrichȬBigley

wasȱGBSȱpositiveȱgivenȱtheȱlikelihoodȱthatȱCDB’sȱosteomyelitisȱwasȱacquiredȱat

birthȱdueȱtoȱanȱearlyȱonsetȱGBSȱinfectionȱandȱtheȱlikelihoodȱthatȱGBSȱwasȱthe
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causativeȱagentȱdueȱtoȱitsȱprevalenceȱandȱtheȱmannerȱinȱwhichȱtheȱdisease

processȱrevealedȱitself.

ToȱtheȱextentȱthatȱPlaintiffs’ȱexpertsȱseekȱtoȱprovideȱanȱexpertȱopinionȱthat

Ms.ȱDittrichȬBigleyȱreceivedȱaȱdefectiveȱGBSȱTestȱkit,ȱtheȱCourtȱagreesȱthatȱsuch

anȱopinionȱisȱnotȱbasedȱonȱreliableȱevidence.ȱȱWhileȱPlaintiffsȱchallengeȱGenȬ

Probe’sȱevidenceȱthatȱtheȱprobabilityȱthatȱtheȱsubjectȱGBSȱTestȱkitȱwasȱdefectiveȱis

.086%ȱtoȱ.18%,ȱPlaintiffsȱconcedeȱthatȱaȱnondefectiveȱGBSȱTestȱhasȱaȱtwoȱtoȱfive

percentȱchanceȱofȱprovidingȱaȱfalseȱnegativeȱresult.ȱȱ(PlaintiffsȱMem.ȱinȱOpp.ȱatȱ15

(notingȱthatȱtheȱpredictiveȱvalueȱofȱaȱnegativeȱGBSȱtestȱisȱ95Ȭ98ȱpercent).)ȱȱThe

recordȱthusȱdemonstratesȱthatȱtheȱprobabilityȱofȱreceivingȱaȱfalseȱnegativeȱresult

isȱslightlyȱlargerȱthanȱtheȱprobabilityȱthatȱMs.ȱDittrichȬBigleyȱreceivedȱaȱdefective

GBSȱTestȱkitȱdueȱtoȱmanufacturingȱerrors.ȱȱInȱaddition,ȱDr.ȱLererȱtestifiedȱatȱhis

depositionȱthatȱheȱdidȱnotȱintendȱtoȱofferȱanȱopinionȱasȱtoȱtheȱadequacyȱofȱthe

GBSȱTestȱadministeredȱtoȱMs.ȱDittrichȬBigley.ȱȱ(Ex.ȱJJȱ(LererȱDep.ȱatȱ25,ȱ41).)ȱ

Similarly,ȱwithȱregardȱtoȱDr.ȱAdams’ȱreport,ȱDr.ȱSchleissȱtestifiedȱthatȱheȱwould

haveȱtoȱdeferȱtoȱanȱexpertȱonȱhowȱtoȱinterpretȱthatȱkindȱofȱinformationȱto

determineȱtheȱimplicationsȱofȱtheȱaberrantȱbatchȱofȱGBSȱTestȱkitsȱatȱissueȱinȱthis

case.ȱȱ(Ex.ȱNNȱ(SchleissȱDep.ȱatȱ27Ȭ28).)ȱȱAccordingly,ȱtoȱtheȱextentȱthatȱGenȬProbe
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movesȱtoȱexcludeȱanyȱexpertȱtestimonyȱthatȱitȱisȱmoreȱlikelyȱthanȱnotȱthatȱMs.

DittrichȬBigleyȱreceivedȱaȱdefectiveȱGBSȱTest,ȱtheȱmotionȱwillȱbeȱgranted.

TheȱCourtȱfurtherȱfindsȱthatȱDr.ȱLererȱisȱnotȱqualifiedȱtoȱrenderȱtheȱopinion

thatȱifȱaȱreliableȱtestȱhadȱbeenȱperformed,ȱMs.ȱDittrichȬBigleyȱwouldȱhaveȱtested

positive.ȱȱHeȱadmittedȱatȱhisȱdepositionȱthatȱheȱdoesȱnotȱhaveȱanyȱexpertiseȱasȱto

theȱreliabilityȱofȱGBSȱtesting,ȱandȱthatȱheȱwouldȱnotȱbeȱprovidingȱanȱopinionȱasȱto

theȱproductȱatȱissueȱbecauseȱheȱisȱnotȱanȱobstetricianȱandȱdoesȱnotȱperformȱsuch

testing.ȱȱ(Ex.ȱJJ,ȱLererȱDep.ȱatȱ25.)ȱȱInȱfact,ȱinȱresponseȱtoȱtheȱquestionȱofȱwhetherȱa

properȱtestȱcouldȱresultȱinȱaȱfalseȱnegative,ȱDr.ȱLererȱtestifiedȱ“I’mȱnotȱanȱexpert

inȱobstetrics.ȱȱIȱthinkȱit’sȱaȱgreatȱquestion,ȱbutȱI’mȱnotȱtheȱpersonȱtoȱanswerȱitȱas

anȱexpertȱwitness.”ȱȱ(Id.ȱatȱ65.)ȱȱHeȱfurtherȱadmittedȱthatȱheȱwasȱunawareȱofȱthe

proceduresȱrequiredȱtoȱobtainȱaȱreliableȱGBSȱtest.ȱȱ(Id.)ȱȱDr.ȱLererȱdidȱclarify,

however,ȱthatȱwhileȱheȱdoesȱnotȱdoȱtheȱtestsȱ“ifȱsomebodyȱaskedȱme,ȱDoctor,

assumeȱthatȱthereȱwasȱsomethingȱtheȱmatterȱwithȱtheȱtestȱorȱtheȱwayȱtheȱtestȱwas

done,ȱthenȱcouldȱthatȱresultȱinȱaȱnegativeȱscreen,ȱthenȱtheȱanswerȱis,ȱofȱcourse,

yes.”ȱȱ(Id.ȱatȱ63.)ȱȱ

BasedȱonȱDr.ȱLerer’sȱadmissionsȱduringȱhisȱdeposition,ȱtheȱCourtȱfindsȱthat

Dr.ȱLerer‘sȱopinionȱthatȱMs.ȱDittrichȬBigleyȱwouldȱhaveȱtestedȱpositiveȱforȱGBS
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hadȱaȱreliableȱtestȱbeenȱusedȱhasȱnoȱreliableȱfoundationȱandȱshouldȱthusȱbe

excluded.ȱȱHowever,ȱtheȱCourtȱfindsȱthatȱDr.ȱLerer’sȱopinionȱthatȱgenerally,ȱan

unreliableȱGBSȱtestȱorȱaȱGBSȱtestȱperformedȱincorrectly,ȱcouldȱresultȱinȱaȱfalse

negativeȱisȱproperlyȱsupportedȱandȱisȱthusȱadmissible.ȱ

Similarly,ȱDr.ȱSchleissȱadmittedȱthatȱthereȱareȱ“aȱlotȱofȱissuesȱwithȱfalse

negativesȱandȱfalseȱpositives”ȱwithȱrespectȱtoȱGBSȱtesting,ȱbutȱbelievedȱtheȱtests

hadȱaȱ“prettyȱhighȱsensitivityȱandȱspecificity.”ȱȱ(Ex.ȱNNȱ(SchleissȱDep.ȱatȱ32).)ȱȱDr.

SchleissȱwasȱnotȱableȱtoȱaddressȱtheȱprobabilitiesȱtheȱMs.ȱDittrichȬBigleyȱwas

givenȱaȱreliableȱGBSȱtest.ȱȱ(Id.ȱatȱ29.)ȱȱAccordingly,ȱtoȱtheȱextentȱthatȱDr.ȱSchleiss

opinedȱthatȱifȱaȱreliableȱtestȱhadȱbeenȱperformed,ȱMs.ȱDittrichȬBigleyȱwouldȱhave

testedȱpositive,ȱsuchȱopinionȱisȱnotȱbasedȱonȱaȱreliableȱfoundation.ȱȱDr.ȱSchleiss

may,ȱhowever,ȱtestifyȱasȱtoȱhisȱgeneralȱknowledgeȱasȱtoȱtheȱaccuracyȱofȱGBSȱtests.ȱ

B. Dr.ȱRobertȱLerer

Dr.ȱLererȱhasȱbeenȱretainedȱbyȱPlaintiffsȱasȱaȱmedicalȱexpert.ȱȱBasedȱonȱhis

experience,ȱeducationȱandȱtraining,ȱandȱhisȱreviewȱofȱCDB’sȱmedicalȱrecords,ȱDr.

Lererȱhasȱprovidedȱtheȱfollowingȱopinions:

1) CDB’sȱosteomyelitisȱwasȱmoreȱlikelyȱthanȱnotȱcausedȱbyȱTypeȱIII
serotypeȱstreptococcus;

2) TypeȱIIIȱserotypeȱstrepȱisȱdetectibleȱbyȱroutineȱGBSȱscreening;
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3) CDBȱhadȱGBSȱonȱorȱpriorȱtoȱoneȱweekȱofȱage,ȱbasedȱonȱthe
symptoms,ȱpersistentȱfever,ȱandȱtheȱnaturalȱcourseȱofȱthisȱparticular
strainȱofȱstrep;

4)ȱ CDBȱmostȱlikelyȱcontractedȱstrepȱduringȱtheȱlaborȱandȱdelivery
process;

5) IfȱaȱreliableȱtestȱforȱGBSȱhadȱbeenȱperformed,ȱMs.ȱDittrichȬBigley
wouldȱhaveȱmostȱlikelyȱtestedȱpositive;

6) Ifȱaȱpositiveȱtestȱresultȱhadȱbeenȱobtained,ȱMs.ȱDittrichȬBigleyȱwould

haveȱreceivedȱprophylacticȱantibioticsȱduringȱlabor;ȱand
7) Ifȱprophylacticȱantibioticsȱhadȱbeenȱadministered,ȱitȱisȱmoreȱlikely

thanȱnotȱthatȱCDBȱwouldȱnotȱhaveȱcontractedȱosteomyelitis.

(Ex.ȱIIȱ(LererȱDeclarationȱatȱ2Ȭ3).)

1. Qualifications

Dr.ȱLererȱisȱaȱpediatricianȱlicensedȱandȱpracticingȱmedicineȱinȱOhio.ȱȱHe

obtainedȱhisȱdegreeȱfromȱJohnsȱHopkinsȱMedicalȱSchoolȱandȱcompletedȱhis

residencyȱatȱYaleȱUniversityȱ&ȱYaleȬNewȱHavenȱHospital.ȱȱHeȱisȱboardȱcertified

inȱpediatricsȱandȱreceivedȱaȱspecializedȱfellowshipȱinȱneonatology.ȱȱ(Id.ȱ(Lerer

CurriculumȱVitae).)ȱȱ

GenȬProbeȱassertsȱthatȱDr.ȱLererȱisȱnotȱqualifiedȱtoȱrenderȱtheȱopinionȱthat

GBSȱcausedȱCDB’sȱosteomyelitis,ȱasȱthereȱisȱnoȱevidenceȱheȱpossessesȱthe

specializedȱexpertiseȱinȱtheȱetiologyȱofȱosteomyelitis.ȱȱGenȬProbeȱfurtherȱargues

thatȱDr.ȱLererȱisȱnotȱqualifiedȱtoȱrenderȱanȱopinionȱaboutȱtheȱefficacyȱof

prophylacticȱantibioticsȱinȱpreventingȱGBSȱinfectionȱinȱnewbornsȱorȱwhether
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antibioticsȱwereȱadministeredȱbecauseȱheȱisȱnotȱanȱobstetricianȱorȱanȱinfectious

diseaseȱexpert.

Gapsȱinȱanȱexpert’sȱqualificationsȱgenerallyȱgoȱtoȱtheȱweightȱofȱtheȱopinion,

notȱtoȱadmissibility.ȱȱSeeȱRobinsonȱv.ȱGEICOȱGen.ȱIns.ȱCo.,ȱ447ȱF.3dȱ1096,ȱ1100

(8thȱCir.ȱ2006)ȱ(findingȱthatȱ“[m]ostȱcourtsȱhaveȱheldȱthatȱaȱphysicianȱwith

generalȱknowledgeȱmayȱtestifyȱregardingȱmedicalȱissuesȱthatȱaȱspecialistȱmight

treatȱinȱaȱclinicalȱsetting.”)ȱȱTheȱCourtȱfindsȱthatȱDr.ȱLererȱisȱqualifiedȱtoȱprovide

opinionsȱasȱtoȱcausationȱandȱtoȱtheȱefficacyȱofȱprophylacticȱantibiotics.ȱȱ

2. Causation

Generally,ȱcausationȱisȱdividedȱintoȱtwoȱcomponents:ȱgeneralȱandȱspecific.ȱ

GeneralȱcausationȱisȱwhetherȱXȱcanȱcauseȱY.ȱȱSpecificȱcausationȱisȱwhetherȱXȱdid

causeȱY.ȱȱInȱaȱpersonalȱinjuryȱcase,ȱanȱopinionȱofȱspecificȱcausationȱmayȱbeȱmade

uponȱaȱdifferentialȱdiagnosis.ȱȱInȱreȱBaycolȱProductsȱLitig.,ȱNoȱ02Ȭ1124,ȱ2008ȱWL

8797733,ȱatȱ*7ȱ(D.ȱMinn.ȱAug.ȱ25,ȱ2008).ȱȱWhileȱconductingȱaȱdifferentialȱdiagnosis

isȱoneȱwayȱtoȱsatisfyȱtheȱrequirementsȱofȱRuleȱ702ȱandȱDaubert,ȱtheȱadmissibility

ofȱexpertȱmedicalȱtestimonyȱnonethelessȱmustȱbeȱdoneȱonȱaȱcaseȬbyȬcaseȱbasis.ȱ

Id.ȱȱAȱdifferentialȱdiagnosisȱrequiresȱthatȱallȱpotentialȱcausesȱbeȱconsidered,ȱand

thenȱruleȱoutȱtheȱleastȱplausibleȱcauseȱofȱinjuryȱuntilȱtheȱmostȱlikelyȱremains.ȱ
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Glastetterȱv.ȱNovartisȱPharm.ȱCorp.,ȱ252ȱF.3dȱ986,ȱ989Ȭ90ȱ(8thȱCir.ȱ2001).ȱȱ

Dr.ȱLererȱhasȱofferedȱopinionsȱasȱtoȱspecificȱcausationȱinȱthisȱcase:ȱthat

CDB’sȱosteomyelitisȱandȱjawȱankylosisȱwereȱcausedȱbyȱanȱearlyȬonsetȱGBS

infection,ȱandȱthatȱheȱmostȱlikelyȱcontractedȱtheȱinfectionȱduringȱlaborȱand

delivery.ȱȱ(Ex.ȱIIȱ(LererȱDeclaration).)ȱȱGenȬProbeȱarguesȱthatȱtheseȱopinionsȱare

notȱbasedȱonȱaȱreliableȱfoundationȱorȱderivedȱfromȱreliableȱmethodology.ȱȱ

GenȬProbeȱassertsȱthatȱnoneȱofȱCDB’sȱtreatingȱphysiciansȱmadeȱsuchȱa

diagnosis,ȱandȱCDB’sȱsymptomsȱwereȱnotȱthoseȱtypicalȱofȱaȱGBSȱinfection.ȱȱIn

fact,ȱDr.ȱLererȱconcededȱthatȱosteomyelitisȱfromȱaȱGBSȱinfectionȱisȱveryȱrare.ȱȱ(Ex.

JJȱ(LererȱDep.ȱatȱ25Ȭ26).)ȱȱGenȬProbeȱfurtherȱassertsȱthatȱDr.ȱLererȱdidȱnotȱperform

aȱdifferentialȱdiagnosisȱtoȱruleȱoutȱotherȱpotentialȱcauses.ȱȱInȱthisȱcase,ȱGenȬProbe

arguesȱthatȱaȱdifferentialȱdiagnosisȱisȱessentialȱasȱthereȱareȱaȱnumberȱofȱpotential

causesȱofȱosteomyelitisȱbesidesȱGBS,ȱincluding:ȱStaphylococcusȱAureus,ȱGroupȱA

Streptococcus,ȱEntericȱGramȬnegativeȱbacilliȱandȱaȱnumberȱofȱotherȱorganisms.ȱ

(Ex.ȱTȱ(ExpertȱReportȱDr.ȱDonȱGoldmann).)ȱȱGenȬProbeȱassertsȱthat

StaphylococcusȱAureusȱhasȱbeenȱreportedȱtoȱbeȱtheȱmostȱcommonȱcauseȱof

osteomyelitisȱinȱchildren.ȱȱ(Ex.ȱXȱ(FeignȱRD,ȱetȱal.,ȱTextbookȱofȱPediatric

InfectiousȱDiseasesȱ713,ȱ722ȱandȱFig.ȱ62Ȭ1ȱ(5thȱEd.ȱ2005).)
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GenȬProbeȱalsoȱarguesȱthatȱtoȱtheȱextentȱthatȱDr.ȱLererȱbasesȱhisȱopinions

onȱstatistics,ȱheȱdoesȱnotȱprovideȱanyȱreferencesȱtoȱtheȱliteratureȱuponȱwhichȱhe

relies,ȱandȱatȱhisȱdeposition,ȱheȱadmittedȱthatȱheȱdidȱnotȱdoȱanyȱliterature

researchȱinȱconnectionȱwithȱhisȱexpertȱopinion.ȱȱ(Ex.ȱJJȱ(LererȱDep.ȱatȱ26).)ȱȱIfȱDr.

Lererȱisȱrelyingȱonȱstatisticsȱgeneratedȱfromȱepidemiologicalȱstudies,ȱsuch

relianceȱisȱimproperȱasȱsuchȱstudiesȱareȱexclusivelyȱconcernedȱwithȱgeneral

causationȱȬȱnotȱspecificȱcausation.ȱȱ(Ex.ȱKKȱ(ReferenceȱManualȱonȱScientific

Evidence,ȱ608,ȱ609,ȱFEDERALȱJUDICIALȱCENTERȱ2011ȱ(3dȱed.).)ȱȱInȱaddition,

Dr.ȱLererȱadmittedȱduringȱhisȱdepositionȱthatȱuseȱofȱstatisticalȱprobabilitiesȱis

unreliableȱandȱanȱinvalidȱmethodologyȱinȱestablishingȱspecificȱcausation.ȱȱ(Ex.ȱJJ

(LererȱDep.ȱatȱ73Ȭ74).)ȱȱ

Dr.ȱLererȱalsoȱidentifiedȱCDB’sȱjawȱinjury,ȱwhichȱwasȱnotȱsymptomaticȱfor

1.5ȱyearsȱafterȱdelivery,ȱasȱbeingȱlinkedȱtoȱtheȱearlyȬonsetȱGBSȱinfection.ȱȱGenȬ

Probeȱarguesȱthatȱthereȱisȱnoȱadmissibleȱmedicalȱevidenceȱthatȱtheȱjawȱankylosis

wasȱcausedȱbyȱGBSȱorȱosteomyelitis.ȱȱInȱaddition,ȱDr.ȱLererȱdidȱnotȱdiscloseȱthis

opinionȱinȱhisȱexpertȱreport,ȱthereforeȱheȱshouldȱbeȱprecludedȱfromȱofferingȱsuch

opinionȱpursuantȱtoȱRuleȱ26(a)(2)ȱandȱ37ȱofȱtheȱFederalȱRulesȱofȱCivilȱProcedure.ȱȱ

Nonetheless,ȱGenȬProbeȱarguesȱsuchȱopinionȱisȱinadmissible.ȱȱDr.ȱLerer
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testifiedȱthatȱheȱbelievedȱhisȱopinionȱwasȱsupportedȱbyȱmedicalȱliterature,ȱbutȱdid

notȱreferenceȱsuchȱliterature.ȱȱHeȱfurtherȱstatedȱthatȱCDB’sȱjawȱankylosisȱwas

causedȱbyȱGBS,ȱasȱaȱpostȱinfectiousȱphenomenon,ȱandȱthatȱheȱwasȱonlyȱrepeating

theȱopinionsȱofȱCDB’sȱtreaters.ȱ(Ex.ȱJJȱ(LererȱDep.ȱatȱ78).)ȱȱGenȬProbeȱassertsȱthat

noneȱofȱCDB’sȱtreatersȱholdsȱsuchȱanȱopinion.ȱȱDr.ȱLererȱfurtherȱadmittedȱthatȱhe

hadȱneverȱtreatedȱaȱpatientȱwithȱjawȱankylosisȱcausedȱbyȱinfectionȱandȱheȱcould

notȱexplainȱhowȱCDB’sȱjawȱproblemȱaroseȱ1.5ȱyearsȱafterȱbirth,ȱstatingȱthatȱyou

needȱtoȱaskȱaȱdentistȱorȱorthopedistȱaboutȱthat.ȱȱ(Id.)ȱȱ

PlaintiffsȱrespondȱthatȱDr.ȱLererȱintendsȱtoȱprovideȱaȱgeneralȱcausation

opinionȱbasedȱonȱmedicalȱliteratureȱandȱaȱspecificȱcausationȱopinionȱbyȱreference

toȱtheȱliteratureȱinȱtheȱcontextȱofȱtheȱclinicalȱfactsȱofȱthisȱcase.ȱȱPlaintiffsȱfurther

assertȱthatȱDr.ȱLerer’sȱopinionsȱareȱwellȱsupportedȱbyȱmedicalȱliterature.ȱ

(Plaintiffs’ȱExs.ȱW,ȱU,ȱY,ȱZ,ȱAA,ȱBB,ȱCC,ȱDD,ȱEE,ȱFFȱandȱGG.)ȱȱDr.ȱLererȱalsoȱrelies

onȱstatisticsȱinȱprovidingȱaȱbackdropȱforȱhisȱevaluationȱofȱthisȱcase,ȱbutȱheȱdoes

notȱrelyȱonȱstatisticsȱwithȱregardȱtoȱhisȱopinionȱasȱtoȱspecificȱcausation.ȱȱInstead,

heȱreliesȱonȱtheȱmedicalȱfactsȱinȱthisȱcaseȱinȱtheȱcontextȱofȱwhatȱisȱknownȱabout

theȱdiseaseȱprocess.

PlaintiffsȱfurtherȱassertȱthatȱDr.ȱLerer’sȱopinionȱthatȱCDBȱsufferedȱfrom
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earlyȬonsetȱGBSȱinfectionȱasȱtheȱresultȱofȱGBSȱtransmissionȱduringȱdeliveryȱisȱnot

basedȱsolelyȱonȱaȱhospitalȱscan.ȱȱDr.ȱLererȱalsoȱreliesȱonȱtheȱopinionsȱofȱCDB’s

treatingȱphysiciansȱthatȱtheȱabnormalitiesȱrepresentedȱboneȱdestructionȱdueȱto

GBSȱosteomyelitis.ȱȱJustȱasȱDr.ȱLererȱdid,ȱtheȱtreatingȱphysiciansȱwereȱrelyingȱon

theȱentireȱconstellationȱofȱclinicalȱfactsȱratherȱthanȱsimplyȱaȱboneȱscan.

PlaintiffsȱalsoȱargueȱthatȱDr.ȱLerer’sȱopinionȱregardingȱtheȱcauseȱofȱtheȱjaw

ankylosisȱisȱsoundȱandȱbasedȱonȱscientificȱprinciplesȱandȱmethodology.ȱȱThereȱis

clearȱevidenceȱofȱanȱosteomyelitisȱatȱbirthȱthatȱwouldȱbeȱconsistentȱwithȱjaw

ankylosis,ȱandȱthereȱisȱnoȱevidenceȱtoȱsupportȱanyȱofȱtheȱotherȱcausesȱsuggested

byȱGenȬProbe.ȱȱOtherȱcausesȱareȱeffectivelyȱruledȱoutȱwhenȱthereȱisȱnoȱscientific

basisȱtoȱbelieveȱthoseȱmedicalȱfactsȱexist.ȱȱ

Basedȱonȱtheȱrecordȱbeforeȱit,ȱtheȱCourtȱfindsȱthatȱthereȱisȱaȱreliable

foundationȱforȱDr.ȱLerer’sȱgeneralȱcausationȱopinionsȱtoȱbeȱpresentedȱtoȱaȱjury.ȱ

WithȱrespectȱtoȱtheȱspecificȱcausationȱopinionȱthatȱCDB’sȱosteomyelitisȱwas

causedȱbyȱanȱearlyȬonsetȱGBSȱinfection,ȱandȱthatȱheȱmostȱlikelyȱcontractedȱthe

infectionȱduringȱlaborȱandȱdeliveryȱȬȱtheȱCourtȱfindsȱsuchȱexpertȱtestimony

sufficientlyȱreliableȱunderȱRuleȱ702.ȱȱGenȬProbeȱisȱfreeȱtoȱchallengeȱtheȱfactual

basisȱofȱsuchȱopinionȱatȱtrial.ȱȱ
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WithȱrespectȱtoȱtheȱspecificȱcausationȱopinionȱthatȱCDB’sȱjawȱankylosis

wasȱcausedȱbyȱanȱearlyȬonsetȱGBSȱinfection,ȱtheȱCourtȱfindsȱthatȱsuchȱopinionȱis

notȱreliable.ȱȱAtȱhisȱdeposition,ȱheȱtestifiedȱthatȱheȱwasȱsimplyȱrepeatingȱthe

opinionsȱofȱCDB’sȱtreatingȱphysiciansȱthatȱtheȱjawȱankylosisȱwasȱcausedȱbyȱan

infection.ȱȱ(Ex.ȱJJȱ(LererȱDep.ȱatȱ77).)ȱȱHowever,ȱthereȱisȱnoȱevidenceȱinȱtheȱrecord

supportingȱthisȱstatement.ȱȱInȱfact,ȱDr.ȱSwift,ȱCDB’sȱtreatingȱoralȱsurgeon,

testifiedȱthatȱheȱhadȱnoȱopinionȱasȱtoȱwhatȱitȱwasȱthatȱcausedȱCDB’sȱankylosis.ȱ

(Ex.ȱNȱ(SwiftȱDep.ȱatȱ15).)ȱȱAccordingly,ȱtheȱCourtȱwillȱprecludeȱDr.ȱLererȱfrom

offeringȱanȱopinionȱthatȱtheȱCDB’sȱjawȱankylosisȱwasȱcausedȱbyȱaȱGBSȱinfection.

3. Antibiotic

Dr.ȱLererȱalsoȱopinesȱthatȱifȱMs.ȱDittrichȬBigleyȱwouldȱhaveȱtestedȱpositive

forȱGBS,ȱsheȱwouldȱhaveȱbeenȱgivenȱantibiotics,ȱandȱthatȱanȱantibioticȱwould

haveȱpreventedȱanȱinfection.ȱȱGenȬProbeȱmovesȱtoȱexcludeȱtheseȱopinionsȱasȱDr.

Lererȱisȱnotȱanȱobstetrician,ȱandȱisȱnotȱqualifiedȱtoȱprovideȱanȱopinionȱonȱthe

standardsȱofȱcareȱorȱtheȱprotocolsȱusedȱconcerningȱtheȱcircumstancesȱunder

whichȱanȱobstetricianȱwouldȱadministerȱantibiotics.ȱȱInȱaddition,ȱheȱisȱnotȱan

infectiousȱdiseaseȱexpertȱandȱdoesȱnotȱprovideȱanyȱfoundationȱorȱmethodology

forȱhisȱopinionȱthatȱantibioticsȱwouldȱhaveȱpreventedȱanȱinfection.ȱȱDr.ȱLerer
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admittedȱthatȱheȱwasȱnotȱawareȱofȱtheȱpercentageȱofȱGBSȬpositiveȱwomenȱwho

gaveȱbirthȱtoȱaȱGBSȬinfectedȱchildȱafterȱbeingȱgivenȱprophylacticȱantibiotics.ȱȱ(Ex.

JJȱ(LererȱDep.ȱatȱ65).)ȱȱMoreover,ȱtheȱCDCȱhasȱreportedȱthatȱalthoughȱintravenous

administrationȱofȱpenicillinȱandȱampicillinȱhasȱbeenȱprovenȱeffective,ȱalternative

antibioticsȱandȱalternativeȱadministrationȱhaveȱnot.ȱȱDr.ȱLererȱdoesȱnotȱprovide

anyȱopinionȱasȱtoȱwhichȱantibiotic,ȱorȱhow,ȱitȱwouldȱhaveȱbeenȱadministered.

ȱPlaintiffsȱrespondȱthatȱtheȱCDCȱhasȱreportedȱthatȱwithȱantibiotic

prophylaxsis,ȱtheȱefficacyȱofȱpreventingȱearlyȬonsetȱGBSȱinfectionȱinȱinfantsȱisȱas

highȱasȱoneȱhundredȱpercent.ȱȱ(Plaintiffs’ȱEx.ȱVȱ(MorbidityȱandȱMortalityȱWeekly

Reportȱatȱ4).)ȱȱThereȱisȱthusȱsupportȱforȱDr.ȱLerer’sȱopinionȱthatȱgenerally,

antibioticȱprophylaxsisȱisȱanȱeffectiveȱmeansȱtoȱpreventȱearlyȬonsetȱGBSȱinfection

inȱinfants.ȱȱ

Basedȱonȱtheȱabove,ȱtheȱCourtȱfindsȱDr.ȱLerer’sȱopinionsȱasȱtoȱtheȱefficacy

ofȱantibioticȱprophylaxsisȱinȱgeneralȱareȱproperlyȱsupportedȱandȱareȱtherefore

reliable.ȱȱBecauseȱitȱisȱDr.ȱLerer’sȱopinionȱthatȱantibioticsȱareȱ100%ȱeffectiveȱin

preventingȱearlyȬonsetȱGBSȱinfections,ȱitȱthusȱfollowsȱthatȱDr.ȱLerer’sȱopinion

thatȱhadȱMs.ȱDittrichȬBigleyȱbeenȱgivenȱantibioticsȱpriorȱtoȱCDB’sȱbirth,ȱthe

antibioticsȱwouldȱhaveȱpreventedȱinfectionȱinȱCDBȱisȱproperlyȱsupported.ȱȱGenȬ
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ProbeȱisȱfreeȱtoȱchallengeȱDr.ȱLererȱonȱcrossȬexaminationȱasȱtoȱtheȱfactualȱbases

forȱtheseȱopinions.

C. Dr.ȱMarkȱSchleiss

Dr.ȱSchleissȱisȱaȱpediatricȱinfectiousȱdiseaseȱspecialistȱandȱhasȱbeenȱretained

byȱPlaintiffsȱasȱaȱmedicalȱexpert.ȱȱBasedȱonȱhisȱreviewȱofȱCDB’sȱmedicalȱrecords,

medicalȱliteratureȱandȱbasedȱonȱhisȱexperience,ȱeducationȱandȱtraining,ȱDr.

Schleissȱhasȱprovidedȱtheȱfollowingȱopinions:

1) CDB’sȱosteomyelitisȱwasȱcausedȱbyȱGBS;
2) CDB’sȱErb’sȱpalsyȱpresentationȱwasȱsecondaryȱtoȱosteomyelitis;

3) TypeȱIIIȱstrepȱisȱdetectableȱthroughȱroutineȱGBSȱscreening;
4) Staphȱwouldȱbeȱaȱplausible,ȱbutȱlessȱlikely,ȱexplanation;
5) CDBȱmostȱlikelyȱcontractedȱGBSȱduringȱtheȱlaborȱandȱdelivery

process;

6) IfȱaȱreliableȱscreeningȱtestȱforȱGBSȱhadȱbeenȱperformed,ȱMs.ȱDittrichȬ
Bigleyȱwouldȱmostȱlikelyȱhaveȱtestedȱpositive;

7) TheȱnegativeȱpredictiveȱvalueȱofȱGBSȱculturesȱatȱlessȱthanȱorȱequalȱto
5ȱweeksȱbeforeȱdeliveryȱisȱ95Ȭ98%ȱandȱwouldȱhaveȱbeenȱhigherȱfor
Ms.ȱDittrichȬBigley;

8) Ifȱaȱpositiveȱtestȱresultȱhadȱbeenȱobtained,ȱsuchȱresultȱwouldȱhave
allowedȱforȱtimelyȱtreatmentȱwhichȱwouldȱhaveȱpreventedȱinfection
inȱCDB;ȱand

9) Hadȱprophylacticȱantibioticsȱhadȱbeenȱadministered,ȱCDBȱwould

haveȱbeenȱsparedȱfromȱinfectionȱandȱallȱofȱtheȱattendantȱsequelae.

(Ex.ȱMMȱ(SchleissȱExpertȱDisclosure).)ȱ
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1. Causation

GenȬProbeȱassertsȱthatȱCDB’sȱmedicalȱprovidersȱhaveȱneverȱconfirmedȱa

GBSȱinfectionȱinȱCDB.ȱȱMoreover,ȱtheȱCDCȱhasȱconcludedȱthatȱGBSȱinfectionȱis

characterizedȱbyȱsepsis,ȱpneumoniaȱorȱmeningitisȱandȱinfantsȱwithȱearlyȬonset

GBSȱinfectionsȱgenerallyȱpresentȱwithȱrespiratoryȱdistress,ȱapneaȱorȱotherȱsignsȱof

sepsisȱwithinȱ24Ȭ48ȱhours,ȱandȱCDBȱdidȱnotȱexperienceȱanyȱofȱtheseȱconditions.ȱ

Yet,ȱDr.ȱSchleissȱopinesȱthatȱCDBȱwasȱinfectedȱwithȱGBS.ȱȱHeȱtestifiedȱthatȱitȱisȱa

medicalȱprobabilitiesȱsituation.ȱȱ(Ex.ȱNNȱ(SchleissȱDepȱatȱ23).)ȱȱToȱsupportȱhis

conclusion,ȱheȱreliesȱonȱthreeȱcaseȱstudies.ȱȱGenȬProbeȱarguesȱthatȱtheseȱstudies

doȱnotȱsupportȱhisȱopinions.

Oneȱarticle,ȱAnȱetiologicȱshiftȱinȱinfantileȱosteomyelitis,ȱTheȱemergenceȱofȱthe

groupȱBȱstreptococcus,ȱ(hereinafterȱreferredȱtoȱasȱtheȱ“Edwards’sȱStudy”)ȱisȱaȱcase

seriesȱreportingȱonȱ21ȱinfantsȱwhoȱsufferedȱfromȱosteomyelitisȱbetweenȱ1966Ȭ77.ȱ

(Ex.ȱOO.)ȱȱTheȱinfectiousȱagentsȱwereȱGBSȱ(8),ȱStaphylococcusȱaureusȱ(6),ȱgramȬ

negativeȱbacilliȱ(4)ȱandȱotherȱagentsȱaccountedȱforȱtheȱremainder.ȱȱ(Id.ȱatȱ579.)ȱ

GenȬProbeȱassertsȱthisȱarticleȱdoesȱnotȱsupportȱDr.ȱSchleiss’ȱopinionȱthatȱGBSȱis

theȱmostȱlikelyȱcauseȱofȱosteomyelitis,ȱasȱtheȱmajorityȱofȱtheȱinfectionsȱdescribed

inȱthisȱarticleȱwereȱcausedȱbyȱanȱagentȱotherȱthanȱGBS.ȱȱTheȱarticleȱalsoȱinvolved
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subjectsȱthatȱpresentedȱwithȱsingleȱboneȱinvolvementȱwhereȱCDBȱpresentedȱwith

multipleȱboneȱinvolvement.ȱȱ(Id.ȱatȱ581.)ȱȱTheȱauthorsȱalsoȱnotedȱnoȱfunctional

deficits,ȱwhereasȱCDBȱisȱallegedȱtoȱhaveȱsufferedȱsuchȱdeficits.ȱȱ(Id.ȱatȱ582.)

Theȱnextȱarticle,ȱSkeletalȱinfectionȱbyȱgroupȱBȱbetaȬhaemolyticȱstreptococciȱin

neonates,ȱreportsȱonȱoneȱcaseȱofȱGBSȱosteomyelitis.ȱȱ(Ex.ȱPȱP.)ȱȱGBSȱwasȱconfirmed

inȱthatȱcaseȱȬȱnotȱinȱthisȱcase.ȱȱNext,ȱtheȱreportȱrelatesȱtoȱlateȬonsetȱGBS,ȱhereȱearly

onsetȱisȱalleged.ȱȱTheȱreportȱalsoȱinvolvedȱsingleȱboneȱinvolvement,ȱandȱthe

infantȱgainedȱfullȱuseȱofȱtheȱarmȱwithinȱfiveȱdays.ȱȱTheȱauthorsȱnotedȱthat

obstetricȱtraumaȱappearedȱtoȱpredisposeȱtoȱinfection.ȱȱInȱthisȱcase,ȱthereȱisȱno

evidenceȱofȱobstetricȱtrauma.

TheȱfinalȱarticleȱisȱStreptococcalȱSkeletalȱInfections,ȱObservationsȱinȱFour

Infants.ȱȱ(Ex.ȱQQ.)ȱȱGBSȱwasȱconfirmedȱinȱallȱfourȱcases.ȱȱTheȱauthorsȱalsoȱnoted

thatȱ“traditionalȱdiagnosticȱmethodsȱ[]ȱareȱnecessaryȱforȱaȱbacteriologicȱdiagnosis

andȱoptimalȱtherapy.”ȱȱ(Id.ȱatȱ467.)ȱȱTheȱauthorsȱnotedȱthatȱGBSȱconfirmationȱis

necessaryȱforȱaȱbacteriologicȱdiagnosisȱbecauseȱGBSȱosteomyelitisȱinȱtheȱcases

resembleȱthatȱobservedȱinȱotherȱformsȱofȱosteomyelitis.ȱȱ(Id.)

GenȬProbeȱfurtherȱnotesȱthatȱDr.ȱSchleissȱdidȱnotȱperformȱaȱdifferential

diagnosisȱtoȱruleȱoutȱotherȱcausesȱevenȱthoughȱotherȱcausesȱwereȱdiscussedȱinȱthe
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literatureȱuponȱwhichȱheȱrelies.ȱȱDr.ȱSchleissȱagreedȱthatȱitȱwasȱpossibleȱthatȱMs.

DittrichȬBigleyȱcouldȱhaveȱcontractedȱGBSȱbetweenȱtheȱscreeningȱandȱdelivery.ȱ

(Ex.ȱNNȱ(SchleissȱDep.ȱatȱ28Ȭ29).)ȱȱHeȱbelievesȱthatȱCDBȱwasȱinfectedȱduring

laborȱandȱdeliveryȱbecauseȱthatȱisȱtheȱstatisticallyȱmostȱplausibleȱexplanation.ȱ

(Id.ȱatȱ28.)

Finally,ȱGenȬProbeȱarguesȱthatȱDr.ȱSchleiss’sȱcausationȱopinionsȱareȱbased

onȱspeculation.ȱȱAtȱhisȱdeposition,ȱheȱtestifiedȱthatȱtheȱonlyȱunequivocal

confirmationȱisȱtoȱgrowȱtheȱorganismȱbyȱculture,ȱandȱwithoutȱthat,ȱitȱisȱjustȱan

educatedȱguess.ȱȱ(Id.ȱatȱ31Ȭ32.)ȱȱ

Althoughȱthereȱareȱbasesȱuponȱwhichȱtoȱdistinguishȱtheȱaboveȱarticlesȱfrom

theȱspecificȱfactsȱofȱthisȱcase,ȱtheȱCourtȱnonethelessȱfindsȱthatȱtheȱarticlesȱlend

supportȱforȱtheȱgeneralȱcausationȱopinionȱthatȱinfantȱosteomyelitisȱmayȱbeȱcaused

byȱanȱearlyȬonsetȱGBSȱinfection.ȱȱDr.ȱSchleissȱreviewedȱCDB’sȱmedicalȱrecords

andȱtheȱrelevantȱmedicalȱliterature,ȱandȱbasedȱonȱthatȱreviewȱandȱhisȱexperience,

heȱhasȱrenderedȱopinionsȱasȱtoȱtheȱcauseȱofȱCDB’sȱinjuries.ȱȱGenȬProbeȱhasȱnot

demonstratedȱthatȱtheseȱopinionsȱareȱsoȱfundamentallyȱunsupportedȱsoȱasȱnotȱto

offerȱanyȱassistanceȱtoȱtheȱtrierȱofȱfact.ȱȱAccordingly,ȱGenȬProbe’sȱmotionȱto

excludeȱDr.ȱSchleiss’sȱopinionsȱasȱtoȱcausationȱofȱCDB’sȱosteomyelitisȱwillȱbe
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denied.

2. JawȱAnkylosisȱOpinion

GenȬProbeȱarguesȱthatȱatȱhisȱdeposition,ȱDr.ȱSchleissȱindicatedȱthatȱhe

wouldȱprovideȱtheȱopinionȱthatȱCDB’sȱjawȱissuesȱresultedȱfromȱtheȱpreviously

diagnosedȱosteomyelitis.ȱȱ(Ex.ȱNNȱ(SchleissȱDep.ȱatȱ35).)ȱȱSpecifically,ȱheȱtestified

thatȱCDB’sȱjawȱwasȱseededȱduringȱhisȱacuteȱhematogenousȱosteomyelitis.ȱȱ(Id.)ȱ

Heȱfurtherȱtestifiedȱthatȱthisȱopinionȱwasȱbasedȱonȱaȱpatientȱthatȱheȱhadȱtreated

yearsȱearlier,ȱwhoȱhadȱbeenȱdiagnosedȱwithȱosteomyelitisȱinȱtheȱhip,ȱandȱwho

laterȱexperiencedȱcomplicationsȱinȱtheȱjawȱfromȱtheȱosteomyelitis.ȱȱ(Id.)

GenȬProbeȱarguesȱDr.ȱSchleiss’ȱopinionȱthatȱCDB’sȱjawȱankylosisȱwas

causedȱbyȱosteomyelitisȱlacksȱaȱreliableȱfoundationȱandȱisȱderivedȱfrom

unreliableȱmethodology.ȱȱTheȱopinionȱisȱnotȱbasedȱonȱreferencesȱtoȱanyȱliterature

orȱstudiesȱthatȱsupportȱsuchȱopinion.ȱȱInstead,ȱitȱisȱbasedȱsolelyȱonȱtheȱcase

historyȱofȱaȱpriorȱpatientȱheȱtreatedȱinȱ2003.ȱȱ(Id.ȱatȱ35Ȭ36.)ȱȱThatȱcaseȱis

distinguishableȱfromȱthisȱcase,ȱhowever,ȱbecauseȱtheȱGBSȱinfectionȱwas

confirmedȱthroughȱcultures.ȱ(Id.)ȱȱȱInȱaddition,ȱwithoutȱseeingȱtheȱpatientȱor

reviewingȱmedicalȱrecords,ȱDr.ȱSchleissȱmerelyȱsurmisedȱthatȱtheȱjawȱissuesȱin

thatȱchildȱwereȱtheȱresultȱofȱGBSȱinfection.ȱȱGenȬProbeȱassertsȱthatȱevenȱif
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confirmed,ȱitȱisȱmerelyȱoneȱcaseȱreportȱwhichȱisȱnotȱaȱreliableȱbasisȱforȱcausation.

Additionally,ȱGenȬProbeȱarguesȱthatȱDr.ȱSchleiss’sȱopinionȱasȱtoȱcausation

ofȱCDB’sȱjawȱankylosisȱisȱnotȱreliableȱbecauseȱheȱdidȱnotȱconductȱaȱdifferential

diagnosisȱtoȱruleȱinȱosteomyelitisȱandȱruleȱoutȱotherȱcauses.ȱ

TheȱCourtȱfindsȱthatȱDr.ȱSchleiss’sȱexperienceȱasȱaȱpediatricȱinfectious

diseaseȱspecialist,ȱtogetherȱwithȱhisȱexperiencesȱtreatingȱanotherȱpatientȱwith

osteomyelitisȱandȱjawȱankylosis,ȱtheȱclinicalȱfactsȱofȱthisȱcase,ȱandȱtheȱabsenceȱof

otherȱfactorsȱthatȱwouldȱpointȱtoȱanotherȱetiology,ȱprovidesȱsufficientlyȱreliable

supportȱforȱhisȱconclusionsȱasȱtoȱtheȱcauseȱofȱCDB’sȱjawȱankylosis.ȱȱAsȱwithȱDr.

Lerer,ȱGenȬProbeȱisȱfreeȱtoȱchallengeȱtheȱfactualȱbasisȱofȱthisȱopinionȱonȱcrossȬ

examination.

3. Antibiotic

Dr.ȱSchleissȱalsoȱopinesȱthatȱifȱMs.ȱDittrichȬBigleyȱwouldȱhaveȱtested

positiveȱforȱGBS,ȱsheȱwouldȱhaveȱbeenȱgivenȱantibiotics.ȱȱGenȬProbeȱarguesȱthat

Dr.ȱSchleissȱisȱnotȱqualifiedȱtoȱrenderȱsuchȱanȱopinion,ȱasȱheȱhasȱnoȱexperienceȱin

theȱareaȱofȱobstetrics.ȱȱAsȱsuch,ȱheȱcannotȱprovideȱsuchȱanȱopinionȱonȱthe

standardsȱofȱcare,ȱorȱtheȱprotocolsȱconcerningȱtheȱcircumstancesȱunderȱwhichȱan

obstetricianȱwouldȱadministerȱantibiotics.ȱȱDr.ȱSchleissȱalsoȱdoesȱnotȱprovideȱany
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foundationȱorȱmethodologyȱforȱthisȱopinion.ȱ

TheȱCourtȱfindsȱthatȱthereȱisȱsufficientȱsupportȱinȱtheȱmedicalȱliteratureȱto

supportȱtheȱopinionȱthatȱgenerally,ȱantibioticȱprophylaxsisȱisȱanȱeffectiveȱmeans

toȱpreventȱearlyȬonsetȱGBSȱinfectionȱinȱinfants.ȱȱAccordingly,ȱtheȱCourtȱfindsȱDr.

Schleiss’sȱopinionsȱasȱtoȱtheȱefficacyȱofȱantibioticȱprophylaxsisȱinȱgeneralȱis

properlyȱsupportedȱandȱisȱthereforeȱreliable.ȱȱItȱthusȱfollowsȱthatȱhisȱopinionȱthat

hadȱMs.ȱDittrichȬBigleyȱbeenȱgivenȱantibioticsȱpriorȱtoȱCDB’sȱbirth,ȱtheȱantibiotics

wouldȱhaveȱpreventedȱinfectionȱinȱCDBȱisȱproperlyȱsupported.ȱȱGenȬProbeȱisȱfree

toȱchallengeȱDr.ȱSchleissȱonȱcrossȬexaminationȱasȱtoȱtheȱfactualȱbasesȱforȱthis

opinion.

D. Dr.ȱSonnyȱBal

Dr.ȱBalȱisȱanȱAssociateȱProfessorȱinȱtheȱDepartmentȱofȱOrthopaedicȱSurgery

atȱtheȱUniversityȱofȱMissouriȱHealthȱCareȱinȱColumbia,ȱMissouri.ȱȱHeȱattended

CornellȱUniversityȱMedicalȱCollege,ȱtheȱUniversityȱofȱCaliforniaȱHospitalsȱand

ClinicsȱinȱGeneralȱSurgeryȱandȱtheȱUniversityȱofȱMissouriȱSchoolȱofȱMedicineȱin

KansasȱCityȱinȱtheȱOrthopaedicȱSurgeryȱDepartment.ȱȱDr.ȱBalȱreviewedȱCDB’s

medicalȱrecordsȱandȱhasȱprovidedȱtheȱopinionȱthatȱtoȱaȱreasonableȱdegreeȱof

medicalȱcertainty,ȱCDBȱwillȱmoreȱlikelyȱthanȱnotȱrequireȱanȱarmȱlengthening
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procedureȱasȱheȱgrowsȱandȱthatȱheȱwillȱrequireȱreplacementȱofȱhisȱentireȱleft

shoulderȱjoint.ȱȱ(Ex.ȱRR.)

1. Qualifications

GenȬProbeȱarguesȱthatȱDr.ȱBalȱdoesȱnotȱhaveȱtheȱspecializedȱexpertiseȱto

renderȱtheȱopinionȱasȱtoȱCDB’sȱfutureȱcare,ȱasȱheȱhasȱneverȱtreatedȱaȱchildȱwith

GBSȱcausedȱosteomyelitis.ȱȱFurther,ȱheȱhasȱneverȱperformedȱpediatricȱsurgeries,

andȱheȱhasȱneverȱperformedȱanȱarmȬlengtheningȱsurgeryȱonȱaȱpatientȱofȱanyȱage.ȱ

Hisȱspecialityȱisȱhipȱandȱkneeȱreplacements.

Asȱnotedȱpreviously,ȱgapsȱinȱanȱexpert’sȱqualificationsȱgoȱtoȱtheȱweightȱof

theȱopinion,ȱnotȱtoȱadmissibility.ȱȱDr.ȱBalȱisȱaȱboardȱcertifiedȱorthopedicȱsurgeon,

andȱasȱsuch,ȱheȱisȱqualifiedȱtoȱprovideȱopinionsȱasȱtoȱorthopedicȱsurgeries.

2. Reliability

GenȬProbeȱfurtherȱarguesȱthatȱDr.ȱBal’sȱopinionsȱareȱnotȱbasedȱonȱaȱreliable

foundationȱorȱderivedȱfromȱaȱreliableȱmethodology.ȱȱWithȱregardȱtoȱtheȱopinion

thatȱCDBȱwillȱrequireȱanȱarmȱlengtheningȱprocedure,ȱDr.ȱBalȱadmittedȱthatȱsuch

opinionȱwasȱnotȱbasedȱonȱanyȱresearch,ȱjustȱonȱhisȱexperienceȱandȱsimpleȱreason.ȱ

(Ex.ȱSȱSȱ(BalȱDep.ȱatȱ15Ȭ16).)ȱȱDr.ȱBalȱfurtherȱadmittedȱthatȱheȱdidȱnotȱknow

whetherȱCDBȱevenȱhadȱanȱarmȱlengthȱdiscrepancy,ȱandȱadmittedȱthatȱsomeȱofȱhis
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opinionsȱmayȱbeȱspeculative.ȱȱ(Id.ȱatȱ20,ȱ25,ȱ26.)ȱȱGenȬProbeȱfurtherȱpointsȱoutȱthat

Dr.ȱBal’sȱopinionȱisȱcontraryȱtoȱtheȱopinionȱofȱCDB’sȱtreatingȱphysician,ȱDr.ȱVan

Heest,ȱthatȱitȱisȱmoreȱlikelyȱthanȱnotȱthatȱCDBȱwillȱnotȱneedȱanȱarmȱlengthening

procedure.ȱȱ(SeeȱEx.ȱIȱatȱ3.)

WithȱregardȱtoȱtheȱopinionȱthatȱCDBȱwillȱneedȱshoulderȱsurgery,ȱGenȬ

ProbeȱarguesȱthatȱDr.ȱBalȱhasȱalsoȱfailedȱtoȱsufficientlyȱexplainȱtheȱfoundationȱof

thisȱopinion,ȱandȱtheȱmethodologyȱusedȱtoȱreachȱsuchȱopinion,ȱotherȱthanȱstating

itȱisȱbasedȱonȱhisȱreviewȱofȱtheȱmedicalȱrecordsȱandȱhisȱexperience.ȱȱUnder

Daubert,ȱGenȬProbeȱarguesȱthatȱexpertȱwitnessesȱmustȱexplainȱhowȱthat

experienceȱleadsȱtoȱtheȱconclusionȱreached,ȱwhyȱthatȱexperienceȱisȱaȱsufficient

basisȱforȱanȱopinionȱandȱhowȱthatȱexperienceȱisȱreliablyȱapplied.ȱ

ThereȱisȱnoȱdisputeȱthatȱCDBȱsufferedȱfromȱosteomyelitis,ȱandȱthatȱCDB

hasȱsufferedȱaȱgrowthȱplateȱabnormalityȱinȱhisȱleftȱshoulder.ȱȱAtȱhisȱdeposition,

Dr.ȱBalȱsufficientlyȱexplainedȱtheȱbasisȱforȱhisȱopinionȱthatȱCDBȱwillȱrequireȱarm

lengtheningȱsurgeryȱinȱtheȱfuture.ȱȱHeȱtestifiedȱbecauseȱofȱtheȱgrowthȱplateȱinjury

“theȱarmȱorȱtheȱhumerus,ȱthatȱparticularȱone,ȱisȱnotȱgoingȱtoȱgrowȱfromȱthat

growthȱplate.ȱȱTheȱonlyȱplaceȱitȱcanȱgrowȱisȱtheȱelbow.”ȱȱ(Ex.ȱSȱSȱ(BalȱDep.ȱatȱ15).)ȱ

Heȱfurtherȱexplainedȱthatȱwhereȱthereȱisȱaȱgrowthȱplateȱinjuryȱfromȱinfection,
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thereȱwillȱbeȱaȱlimbȱlengthȱdiscrepancy.ȱȱ(Id.)ȱȱHeȱalsoȱpointedȱoutȱthatȱCDB’s

treatingȱphysicianȱhasȱalsoȱindicatedȱthatȱtheȱextentȱofȱtheȱdiscrepancyȱis

unknown,ȱandȱwillȱnotȱbeȱknownȱuntilȱCDBȱstopsȱgrowing.ȱȱ(Id.ȱatȱ24Ȭ25.)ȱȱȱ

WithȱregardȱtoȱtheȱopinionȱthatȱCDBȱwillȱrequireȱshoulderȱreplacement

surgery,ȱDr.ȱBalȱexplainedȱthatȱsuchȱsurgeryȱwillȱbeȱrequiredȱbecauseȱCDBȱhas

alreadyȱsufferedȱdamageȱtoȱtheȱballȱandȱsocketȱofȱhisȱleftȱshoulder.ȱȱ(Id.ȱatȱ30.)ȱȱIn

addition,ȱCDB’sȱtreatingȱorthopedicȱphysicianȱalsoȱbelievesȱCDBȱwillȱrequire

shoulderȱreplacementȱsurgery.ȱȱ(Id.ȱatȱ38.)ȱȱ

TheȱCourtȱfindsȱthatȱDr.ȱBal’sȱȱopinionsȱthatȱCDBȱmayȱneedȱlimb

lengtheningȱsurgeryȱandȱshoulderȱreplacementȱinȱtheȱfutureȱareȱbasedȱonȱa

reliableȱfoundationȱandȱareȱderivedȱfromȱaȱreliableȱmethodology.ȱȱTheȱmotionȱto

excludeȱDr.ȱBal’sȱopinionsȱwillȱbeȱdenied.

E. CaseyȱDye

CaseyȱDyeȱwasȱretainedȱbyȱPlaintiffsȱasȱanȱexpertȱinȱtheȱfieldȱofȱlifeȱcare

planning.ȱȱDyeȱpreparedȱaȱlifeȱcareȱplanȱwhichȱsetsȱforthȱCDB’sȱanticipatedȱfuture

medicalȱtreatmentȱandȱpresentȱdayȱcostsȱonȱAugustȱ1,ȱ2012.ȱȱ(Ex.ȱTTȱ(LifeȱCare

Plan).)ȱȱDyeȱwasȱcertifiedȱasȱaȱlifeȱcareȱplannerȱonȱAugustȱ3,ȱ2012,ȱafterȱshe

preparedȱCDB’sȱplan.ȱȱCDB’sȱlifeȱcareȱplanȱisȱonlyȱtheȱfourthȱorȱfifthȱplanȱsheȱhas
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completed.ȱȱ

UnderȱMinnesotaȱlaw,ȱaȱclaimȱforȱdamagesȱforȱfutureȱmedicalȱexpenses

mustȱbeȱsupportedȱbyȱevidenceȱthatȱ“(1)ȱdemonstrate[s]ȱthatȱfutureȱmedical

treatmentsȱwillȱbeȱrequiredȱandȱ(2)ȱestablish[es]ȱtheȱamountȱofȱtheȱdamages.”ȱ

Lallasȱv.ȱPaquette,ȱNo.ȱA08Ȭ1364,ȱ2009ȱWLȱ20115821ȱatȱ*3ȱ(Minn.ȱCt.ȱApp.ȱJul.ȱ14,

2009)ȱ(citingȱMyersȱv.ȱHearthȱTechs.,ȱInc.,ȱ621ȱN.W.2dȱ787,ȱ793ȱ(Minn.ȱCt.ȱApp.

2001),ȱrev.ȱdenied,ȱ(Minn.ȱ2001)).ȱ“Bothȱrequirementsȱmustȱbeȱsubstantiated

throughȱcompetentȱevidence,ȱwhichȱordinarilyȱisȱestablishedȱthroughȱexpert

testimony.”ȱȱId.ȱȱMinnesotaȱcourtsȱhave,ȱhowever,ȱaffirmedȱawardsȱforȱfuture

medicalȱexpensesȱinȱtheȱabsenceȱofȱexpertȱtestimony.ȱȱShimekȱv.ȱWeinigȱAG,ȱNo.

99Ȭ2015,ȱ2002ȱWLȱ1839239,ȱatȱ*2Ȭ3ȱ(D.ȱMinn.ȱAug.ȱ9,ȱ2002)ȱ(citingȱcases).ȱȱIn

addition,ȱaȱplaintiffȱneedȱnotȱestablishȱfutureȱmedicalȱexpenseȱdamagesȱtoȱan

absoluteȱcertainty,ȱonlyȱthatȱtheȱnecessityȱofȱsuchȱexpensesȱareȱmoreȱlikelyȱthan

not.ȱȱId.ȱ(citingȱDornbergȱv.ȱSt.ȱPaulȱCityȱRy.,ȱ253ȱMinn.ȱ291,ȱ295,ȱ91ȱN.W.2dȱ178,

185ȱ(1958)).ȱȱ

GenȬProbeȱarguesȱthatȱunlessȱtreatmentȱincludedȱinȱtheȱlifeȱcareȱplanȱis

supportedȱbyȱaȱdoctor’sȱrecommendation,ȱitȱisȱnotȱscientificallyȱreliable.ȱȱHere,

DyeȱhasȱreliedȱonȱtheȱopinionsȱofȱDr.ȱGaryȱYarkonyȱforȱtheȱinclusionȱofȱaȱspeech
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languageȱpathologyȱevaluation,ȱaȱnutritionalȱevaluation,ȱoccupationalȱtherapy,

individualȱpsychologicalȱcounseling,ȱphysicalȱtherapy,ȱspeechȱtherapy,

landscaping,ȱhandymanȱandȱhomeȱcareȱinȱCDB’sȱlifeȱcareȱplan.ȱȱ(Ex.ȱTTȱatȱ19,ȱ25Ȭ

26,ȱ39.)ȱȱDr.ȱYarkonyȱwasȱoriginallyȱidentifiedȱasȱanȱexpertȱbyȱPlaintiffs,ȱbutȱhe

hasȱsinceȱbeenȱdeȬdesignated.ȱȱ(Ex.ȱWW.)ȱȱGenȬProbeȱarguesȱthatȱasȱaȱresult,

PlaintiffsȱcannotȱdemonstrateȱthatȱDye’sȱinclusionȱofȱtheȱaboveȱtherapiesȱare

supportedȱbyȱadmissibleȱevidence,ȱandȱmustȱthereforeȱbeȱexcluded.ȱȱSeeȱHaleȱv.

Gannon,ȱCauseȱNo.ȱ1:11ȬcvȬ277,ȱ2012ȱWLȱ3866864,ȱatȱ*5ȱ(S.D.ȱInd.ȱSept.ȱ5,ȱ2012)

(findingȱthatȱ“[i]fȱtheȱunderlyingȱtreatmentsȱareȱnotȱprovedȱbyȱindependent

admissibleȱevidence,ȱthenȱ[the]ȱprojectedȱcostȱofȱtreatmentȱisȱirrelevant.”)ȱȱ

Similarly,ȱDyeȱhasȱincludedȱfutureȱcostsȱforȱjawȱsurgeries,ȱorthodontic

alignmentȱpriorȱtoȱsurgery,ȱphysicalȱtherapyȱevaluationsȱafterȱjawȱsurgeriesȱand

postȬoperativeȱpainȱmedications.ȱȱ(Ex.ȱTTȱatȱ20,ȱ22,ȱ35.)ȱȱTheseȱitemsȱrelyȱonȱthe

opinionsȱofȱCDB’sȱtreatingȱoralȱsurgeon.ȱȱ(Id.)ȱȱDr.ȱSwiftȱhasȱopined,ȱhowever,

thatȱsurgicalȱinterventionȱisȱimpossibleȱtoȱpredictȱatȱtheȱpresentȱtime.ȱȱ(Ex.ȱS.)ȱ

DyeȱalsoȱreliedȱonȱDrȱSwiftȱforȱinclusionȱofȱindividualȱpsychologicalȱcounseling

andȱevaluation,ȱphysicalȱtherapyȱsessions,ȱdentalȱcleaning,ȱxȬrays,ȱCTȱscans,

therabiteȱdevicesȱandȱbiteȱpads.ȱȱ(Ex.ȱTTȱatȱ25Ȭ29.)ȱȱGenȬProbeȱassertsȱthereȱisȱno
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medicalȱevidenceȱtoȱsupportȱdentalȱcleaning,ȱtherabiteȱdevicesȱandȱbiteȱpads,

thereforeȱthoseȱitemsȱshouldȱbeȱexcluded.ȱȱForȱtheȱremainingȱitems,ȱDyeȱrelies

uponȱaȱquestionnaireȱthatȱsheȱsentȱtoȱDr.ȱSwift.ȱȱHowever,ȱDr.ȱSwiftȱdidȱnot

completeȱtheȱquestionnaireȱȬȱitȱwasȱcompletedȱbyȱaȱsurgicalȱresidentȱthatȱhasȱnot

beenȱnamedȱasȱanȱexpertȱinȱthisȱcase.ȱȱ(Ex.ȱNȱ(SwiftȱDep.ȱatȱ28).)ȱȱEvenȱifȱDr.ȱSwift

hadȱcompletedȱtheȱquestionnaire,ȱthereȱisȱnoȱopinionȱwithinȱtheȱresponsesȱthat

CDBȱwillȱneedȱtheseȱitemsȱtoȱaȱreasonableȱdegreeȱofȱmedicalȱcertainty.ȱȱ(Ex.ȱXX.)ȱȱ

Dyeȱalsoȱincludedȱcostsȱrelatedȱtoȱanȱarmȱlengtheningȱprocedure.ȱȱDye

reliesȱonȱDr.ȱBal’sȱopinionȱforȱinclusionȱofȱtheseȱitems.ȱȱAsȱnotedȱabove,ȱGenȬ

ProbeȱmovesȱtoȱexcludeȱthisȱopinionȱofȱDr.ȱBal.ȱȱIfȱtheȱCourtȱfindsȱsuchȱopinion

inadmissible,ȱthisȱaspectȱofȱDye’sȱlifeȱcareȱplanȱmustȱbeȱexcludedȱasȱwell.

Dyeȱhasȱalsoȱincludedȱtheȱcostsȱrelatedȱtoȱfutureȱshoulderȱsurgeries.ȱȱ(Ex.

TTȱatȱ22,ȱ26.)ȱȱDyeȱforecastsȱtheȱfirstȱsurgeryȱwillȱtakeȱplaceȱinȱ20Ȭ30ȱyears,ȱyet

CDB’sȱtreatingȱphysician,ȱDr.ȱVanȱHeest,ȱdidȱnotȱprovideȱaȱreasonableȱestimateȱas

toȱwhenȱtheȱfirstȱsurgeryȱwouldȱoccur.ȱȱ(Ex.ȱJ.)ȱȱDr.ȱBalȱtestifiedȱatȱhisȱdeposition

thatȱshoulderȱreplacementȱsurgeryȱmayȱbeȱunnecessaryȱasȱalternativeȱtreatments,

suchȱasȱstemȱcellȱandȱautologousȱcartilageȱtreatmentsȱmayȱbeȱavailable.ȱ

Therefore,ȱinclusionȱofȱevenȱoneȱshoulderȱsurgeryȱisȱspeculative.ȱȱȱȱ
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Plaintiffsȱassertȱthatȱitȱisȱcommonȱpracticeȱandȱstandardȱmethodologyȱfor

lifeȱcareȱplannersȱtoȱrelyȱonȱtheȱopinionsȱofȱmedicalȱexpertsȱinȱformulatingȱaȱlife

careȱplan.ȱ(Ex.ȱVVȱ(DyeȱAffidavit);ȱEx.ȱXXȱ(RogerȱWeedȱandȱDebraȱE.ȱBerens,ȱLife

CareȱPlanningȱandȱCaseȱManagementȱHandbook,ȱatȱ749,ȱCRCȱPressȱ(3dȱed.).)ȱ

Dye’sȱopinionsȱareȱbasedȱonȱherȱreviewȱofȱtheȱmedicalȱrecordsȱandȱtheyȱare

supportedȱbyȱtheȱopinionsȱofȱexpertsȱandȱisȱbasedȱuponȱacceptedȱprinciplesȱof

lifeȱcareȱplanning.ȱ

TheȱCourtȱfindsȱthatȱGenȬProbe’sȱargumentsȱgoȱtoȱtheȱfactualȱbasis

supportingȱDye’sȱopinions.ȱȱAgain,ȱaȱchallengeȱtoȱtheȱfactualȱbasisȱofȱanȱexpert

opinionȱgoesȱtoȱtheȱcredibilityȱofȱtheȱtestimony,ȱnotȱtheȱadmissibility.ȱȱBonner,

259ȱF.3dȱatȱ929Ȭ30.ȱȱGenȬProbeȱhasȱnotȱdemonstratedȱthatȱDye’sȱopinionsȱareȱso

fundamentallyȱunsupportedȱtoȱwarrantȱtheirȱexclusion.ȱȱId.ȱ

ITȱISȱHEREBYȱORDEREDȱthatȱGenȬProbe’sȱMotionȱtoȱExcludeȱExpert

Testimonyȱ[Doc.ȱNo.ȱ56]ȱisȱGRANTEDȱinȱpartȱandȱDENIEDȱinȱpartȱasȱsetȱforthȱin

thisȱMemorandumȱOpinionȱandȱOrder.

Date: ȱJulyȱ31,ȱ2013 s/ȱMichaelȱJ.ȱDavisȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱȱ
MichaelȱJ.ȱDavis
ChiefȱJudge
UnitedȱStatesȱDistrictȱCourt
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