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485 [ummunogenicityHofHtherapeuticHantibodies]VH2009THZaTHYXcXUc 3

484 VH2009TH 8

483 ohallengesHinHdevelopingHantidrugHantibodyHscreeningHassaysVHBioanalysisTH2009THYTHbeeUcX] 2.1 11

482 mssessingHspecificityHforHimmunogenicityHassaysVHBioanalysisTH2009THYTHbYYUc 2.1 15

481 αecondHunternationalHoonferenceHonHmcceleratingHniopharmaceuticalHpevelopmentfHyarchHeUYZTH
ZXXeTHooronadoTHomHγαmVHMAbsTH2009THYTHYeXUZXe 6.6 3

480 oonferenceHreportfHquropeanHnioanalysisHrorumVHBioanalysisTH2009THYTHZc[Ub 2.1 3

479 xigandUbindingHassaysfHriskHofHusingHaHplatformHsupportedHbyHaHsingleHvendorVHBioanalysisTH2009THYTHbZeU[b2.1 13

478 ummunogenicityHofHbiologicallyUderivedHtherapeuticsfHassessmentHandHinterpretationHofHnonclinicalH
safetyHstudiesVH2009THa]THYb]UdZ 197

477 zonclinicalHdevelopmentHofHbiopharmaceuticalsVH2009THY]THYYYZUZZ 22

476 piscoveryHandHdevelopmentHofHbiopharmaceuticalsfHcurrentHissuesVH2009THZXTHbbdUcZ 70

475 mntidrugHantibodyHassayHvalidationfHindustryHsurveyHresultsVHAAPSlJournalTH2009THYYTHY[[Ud 3.7 24

474 ®emovalHofHnHcellHepitopesHasHaHpracticalHapproachHforHreducingHtheHimmunogenicityHofHforeignH
proteinUbasedHtherapeuticsVH2009THbYTHeccUda 64

473 ummunoU™o®HassaysHforHimmunogenicityHtestingVH2009TH[dcTHZcdUdZ 32

472 mdvancesHinHpredictingHandHmanipulatingHtheHimmunogenicityHofHbiotherapeuticsHandHvaccinesVH2009
THZ[THZ[YU]X 9

471 pevelopmentHandHλalidationHofHummunogenicityHmssaysHforH™reclinicalHandHolinicalHαtudiesVHYe[UZ[d 1

470 ™revalenceHandHisotypicHcomplexityHofHtheHantiUohineseHhamsterHovaryHhostHcellHproteinHantibodiesH
inHnormalHhumanHserumVHAAPSlJournalTH2010THYZTHedUYXb 3.7 9

469 βheHsameHgeneticHdefectHinHthreeHβunisianHfamiliesHwithHnernardHαoulierHsyndromefHaHprobableH
founderHαtopHmutationHinHs™ub˛†VH2010THdeTHcaUdY 4
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468 mssessmentHofHimmunogenicityHofHromiplostimHinHclinicalHstudiesHwithHuβ™HsubjectsVH2010THdeHαupplHYTHcaUda 26

467
qvaluationHofHaHgenericHimmunoassayHwithHdrugHtoleranceHtoHdetectHimmuneHcomplexesHinHserumH
samplesHfromHcynomolgusHmonkeysHafterHadministrationHofHhumanHantibodiesVHJournallofl
PharmaceuticallandlBiomedicallAnalysisTH2010THaZTHZ]eUa]

3.5 43

466 mHnovelHgammaUfittingHstatisticalHmethodHforHantiUdrugHantibodyHassaysHtoHestablishHassayHcutHpointsH
forHdataHwithHnonUnormalHdistributionVHJournalloflImmunologicallMethodsTH2010TH[aZTHYbYUd 2.5 13

465 ®heumatoidHfactorHinterferenceHinHimmunogenicityHassaysHforHhumanHmonoclonalHantibodyH
therapeuticsVHJournalloflImmunologicallMethodsTH2010TH[acTHYXUb 2.5 47

464 pevelopmentHandHoptimizationHofHaHcellUbasedHneutralizingHantibodyHassayHusingHaHsampleH
preUtreatmentHstepHtoHeliminateHserumHinterferenceVHJournalloflImmunologicallMethodsTH2010TH[adTH[aU]a2.5 15

463 ummunogenicityfHpredictionTHdetectionHandHeffectiveHassayHdevelopmentVHBioanalysisTH2010THZTHYa[eU]a 2.1 6

462 yotavizumabHforHprophylaxisHofHrespiratoryHsyncytialHvirusHinHhighUriskHchildrenfHaHnoninferiorityH
trialVH2010THYZaTHe[aUaY 150

461 athHnioanalysisHinHolinicalH®esearchVHBioanalysisTH2010THZTHeeeUYXX[ 2.1

460 mntibodyHqngineeringVH2010TH 4

459 ummunogenicityHmssayHpevelopmentHandHλalidationVH2011TH]dcU]ee

458 –vercomingHimmunogenicityHassociatedHwithHtheHuseHofHbiopharmaceuticalsVH2011TH]THbZ[U[Y 20

457 ®ecommendationsHandHrequirementsHforHtheHdesignHofHbioanalyticalHtestingHusedHinHcomparabilityH
studiesHforHbiosimilarHdrugHdevelopmentVHBioanalysisTH2011TH[THa[aU]X 2.1 14

456 VH2011TH 6

455 oompetitiveHxigandUnindingHmssaysHforHtheHpetectionHofHzeutralizingHmntibodiesVH2011THYcaUYeZ 8

454 oonfirmatoryHummunogenicityHmssaysVH2011THYX[UYYc 7

453 suidanceHonHummunogenicityHmssessmentHofHniologicallyHperivedHβherapeuticH™roteinsfHmHquropeanH
™erspectiveVH2011TH[cUab 3

452 outH™ointsHandH™erformanceHoharacteristicsHforHmntiUprugHmntibodyHmssaysVH2011THZdcU[Xd 7

451 ™rinciplesHofH®iskHmssessmentHandHyonitoringHofHmntibodyH®esponsesHtoHniopharmaceuticalsVH2011THYUYZ 2
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450 ummunogenicityHofHβherapeuticH™roteinsfHmH®egulatoryH™erspectiveVH2011THY[U[a 4

449 typersensitivityH®eactionsHtoHniopharmaceuticalsfHpetectionHandH uantificationHofHprugUαpecificH
ugqHmntibodiesVH2011THZYYUZ[Y

448 αtandardizationHandHλalidationHofHummunoassaysVH2011THZ[[UZ]Z 2

447 αtandardizationHandHλalidationHofHoellUnasedHmssaysHforHtheHpetectionHofHzeutralizingHmntiUprugH
mntibodiesVH2011THZ][UZbd 3

446 mntibodyHmssaysHinHmnimalH®esearchVH2011TH[[YU[]Y

445 ummunogenicityHofHyicrobialHpigestiveHqnzymesHforH–ralH®eplacementHβherapyHinH™ancreaticH
qxocrineHunsufficiencyVH2011TH[][U[bc

444 ®ecommendationsHforHtheHvalidationHofHflowHcytometricHtestingHduringHdrugHdevelopmentfHuuHassaysVH
JournalloflImmunologicallMethodsTH2011TH[b[THYZXU[] 2.5 80

443 αolutionHqxuαmHasHaHplatformHofHchoiceHforHdevelopmentHofHrobustTHdrugHtolerantHimmunogenicityH
assaysHinHsupportHofHdrugHdevelopmentVHJournalloflImmunologicallMethodsTH2011TH[baTH[dU]e 2.5 76

442 αtatisticalHconsiderationsHforHcalculationHofHimmunogenicityHscreeningHassayHcutHpointsVHJournallofl
ImmunologicallMethodsTH2011TH[c[THZXXUd 2.5 28

441
pevelopmentHofHaHnovelHradioimmunoassayHtoHdetectHautoantibodiesHtoHamyloidHbetaHpeptidesHinH
theHpresenceHofHaHcrossUreactiveHtherapeuticHantibodyVHJournalloflPharmaceuticallandlBiomedicall
AnalysisTH2011THabTHYXZeU[]

3.5 6

440 ummunogenicityHofHbiotherapeuticsHinHtheHcontextHofHdevelopingHbiosimilarsHandHbiobettersVH2011TH
YbTH[]aUa[ 34

439 ®efinedHanalysisHofHantigenUspecificHantibodyHresponsesUUaHnewHoneUstepHtoolHinHimmunogenicityH
studiesVH2011TH]]THYdcUe[ 1

438 αummaryHofHconfirmationHcutHpointHdiscussionsVHAAPSlJournalTH2011THY[THZZcUe 3.7 18

437
®ecommendationsHforHtheHvalidationHofHcellUbasedHassaysHusedHforHtheHdetectionHofHneutralizingH
antibodyHimmuneHresponsesHelicitedHagainstHbiologicalHtherapeuticsVHJournalloflPharmaceuticallandl
BiomedicallAnalysisTH2011THaaTHdcdUdd

3.5 93

436
petectionHofHlowUaffinityHantiUdrugHantibodiesHandHimprovedHdrugHtoleranceHinHimmunogenicityH
testingHbyH–ctetP´fiQHbiolayerHinterferometryVHJournalloflPharmaceuticallandlBiomedicallAnalysisTH
2011THa]THZdbUe]

3.5 63

435 olinicalHimmunogenicityHspecificityHassessmentsfHaHplatformHevaluationVHJournalloflPharmaceuticall
andlBiomedicallAnalysisTH2011THa]THbZeU[a 3.5 17

434 uncreasedHrheumatoidHfactorHinterferenceHobservedHduringHimmunogenicityHassessmentHofHanH
rcUengineeredHtherapeuticHantibodyVHJournalloflPharmaceuticallandlBiomedicallAnalysisTH2011THaaTHYX]YUe3.5 21

433 mHformalHcomparisonHofHdifferentHmethodsHforHestablishingHcutHpointsHtoHdistinguishHpositiveHandH
negativeHsamplesHinHimmunoassaysVHJournalloflPharmaceuticallandlBiomedicallAnalysisTH2011THaaTHYY]dUab3.5 19
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432 nioanalyticalHinterferencesHinHimmunoassaysHforHantibodyHbiotherapeuticsVHBioanalysisTH2011TH[THcX[Ub 2.1 16

431 nioanalyticalHconsiderationsHinHtheHcomparabilityHassessmentHofHbiotherapeuticsVHBioanalysisTH2011TH
[THbY[UZZ 2.1 9

430 zaturalHantibodiesHagainstHboneHmorphogenicHproteinsHandHinterferonsHinHhealthyHdonorsHandHinH
patientsHwithHinfectionsHlinkedHtoHtypeUYHcytokineHresponsesVH2011TH[YTHbbYUe 10

429 unsightsHinHregulatedHbioanalysisHofHhumanHinsulinHandHinsulinHanalogsHbyHimmunoanalyticalH
methodsVHBioanalysisTH2011TH[THdd[Ued 2.1 10

428 ohallengesHinHdevelopingHbioanalyticalHassaysHforHcharacterizationHofHantibodyUdrugHconjugatesVH
BioanalysisTH2011TH[THbccUcXX 2.1 58

427 ™reclinicalHpharmacokineticsHandHsafetyHofHαymXX]fHaHsynergisticHantibodyHmixtureHdirectedHagainstH
epidermalHgrowthHfactorHreceptorVHClinicallCancerlResearchTH2011THYcTHaebZUcZ 12.9 34

426 γniqueHchallengesHofHprovidingHbioanalyticalHsupportHforHbiologicalHtherapeuticHpharmacokineticH
programsVHBioanalysisTH2011TH[THaXeUZY 2.1 31

425  ualityHrequirementsHforHcriticalHassayHreagentsHusedHinHbioanalysisHofHtherapeuticHproteinsfHwhatH
bioanalystsHshouldHknowHaboutHtheirHreagentsVHBioanalysisTH2011TH[THaZ[U[] 2.1 53

424 ™roposalHforHaHnewHproteinHtherapeuticHimmunogenicityHtiterHassayHcutpointVHBioanalysisTH2011TH[THZbZcU[b2.1 3

423 λalidationHofHpreclinicalHpharmacokineticHandHimmunogenicityHassaysHforHanHantiU™oαweHantibodyVH
2011TH[ZTHZebU[Yc 2

422 –vercomingHsolubleHtargetHinterferenceHinHanHantiUtherapeuticHantibodyHscreeningHassayHforHanH
antibodyUdrugHconjugateHtherapeuticVHBioanalysisTH2012TH]THZXY[UZb 2.1 23

421 αtrategiesHtoHestimateHandHimproveHdrugHtoleranceHinHantiUdrugHantibodyHassaysVHBioanalysisTH2012TH
]THYeeeUZXYZ 2.1 6

420 pevelopmentHissuesfHantibodyHstabilityTHdevelopabilityTHimmunogenicityTHandHcomparabilityVH2012TH[ccUaea 5

419 umprovedHanalyticalHmethodsHforHtheHdetectionHandHquantificationHofHneutralizingHantibodiesHtoH
biopharmaceuticalsVHBioanalysisTH2012TH]THZYceUeX 2.1 7

418 pevelopmentHandHvalidationHofHcellUbasedHassaysHforHtheHdetectionHofHneutralizingHantibodiesHtoH
drugHproductsfHaHpracticalHapproachVHBioanalysisTH2012TH]THZeaeUcX 2.1 13

417 prugUspecificHβhZHcellsHandHugqHantibodiesHinHaHpatientHwithHanaphylaxisHtoHrituximabVH2012THYaeTH[ZYUb 45

416
mssessmentHofHpotentialHcrossUreactivityHofHhumanHendogenousHmatrixHmetalloproteinasesHwithH
collagenaseHolostridiumHhistolyticumHantibodiesHinHhumanHseraHobtainedHfromHpatientsHwithH
pupuytrenOsHcontractureVH2012THYeTHabZUe

16

415 ®ozrolimupabTHaHmixtureHofHZaHrecombinantHhumanHmonoclonalH®hpHantibodiesTHinHtheHtreatmentHofH
primaryHimmuneHthrombocytopeniaVH2012THYZXTH[bcXUb 39
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414 niosimilarsHandHbiobettersHasHtoolsHforHunderstandingHandHmitigatingHtheHimmunogenicityHofH
biotherapeuticsVH2012THYcTHYZdZUd 24

413 mHsurveyHofHapplicationsHofHbiologicalHproductsHforHdrugHinterferenceHofHimmunogenicityHassaysVH
2012THZeTH[[d]UeZ 36

412 αtrategicHselectionHandHdevelopmentHofHimmunogenicityHbindingHmethodsVHBioanalysisTH2012TH]THY]eYUaXd2.1 9

411
mHplaceboUcontrolledTHdoubleUblindTHdoseUescalationHstudyHtoHassessHtheHsafetyTHtolerabilityHandH
pharmacokineticsWpharmacodynamicsHofHsingleHandHmultipleHintravenousHinfusionsHofHmZpecc[HinH
patientsHwithHsevereHsepsisHandHsepticHshockVH2012THYbTH®[Y

19

410 xigandHbindingHassaysHinHtheHZYstHoenturyHlaboratoryfHplatformsVHAAPSlJournalTH2012THY]THYY[Ud 3.7 12

409 xigandHbindingHassaysHinHtheHZYstHcenturyHlaboratoryfHrecommendationsHforHcharacterizationHandH
supplyHofHcriticalHreagentsVHAAPSlJournalTH2012THY]TH[YbUZd 3.7 85

408 ummunogenicityHtoHtherapeuticHproteinsfHimpactHonH™wW™pHandHefficacyVHAAPSlJournalTH2012THY]THZebU[XZ3.7 209

407
pevelopmentHandHvalidationHofHnovelHenzymeHactivityHmethodsHtoHassessHinhibitionHofHmatrixH
metalloproteinasesHPyy™sQHinHhumanHserumHbyHantibodiesHagainstHenzymeHtherapeuticsVHJournallofl
PharmaceuticallandlBiomedicallAnalysisTH2012THcXTH]XdUY]

3.5 5

406 senericHantiUdrugHantibodyHassayHwithHdrugHtoleranceHinHserumHsamplesHfromHmiceHexposedHtoH
humanHantibodiesVH2012TH][XTHYe[Ue 13

405 ohallengesHofHimmunogenicityHassaysHforHvaccinesVHBioanalysisTH2012TH]TH[ecU]Xb 2.1 9

404 ohallengesHofHdevelopingHandHvalidatingHimmunogenicityHassaysHtoHsupportHcomparabilityHstudiesH
forHbiosimilarHdrugHdevelopmentVHBioanalysisTH2012TH]THZYbeUcc 2.1 27

403 rαpmfHmHymβxmnHtoolboxHforHrobustHanalysisHandHinteractiveHdataHexplorationVH2012THYYbTHYcU[Z 49

402 mddressingHdrugHeffectsHonHcutHpointHdeterminationHforHanHantiUdrugHantibodyHassayVHJournallofl
ImmunologicallMethodsTH2012TH[d]THYaZUb 2.5 4

401 ummunogenicityHassessmentHinHnonUclinicalHstudiesVH2012THYaTH[[cU]c 32

400 γniversalHimmunoassayHappliedHduringHearlyHdevelopmentHofHlargeHmoleculesHtoHunderstandHimpactH
ofHimmunogenicityHonHbiotherapeuticHexposureVHAAPSlJournalTH2012THY]THd][Ue 3.7 18

399 tumanHmonoclonalHantibodiesHagainstHglucagonHreceptorHimproveHglucoseHhomeostasisHbyH
suppressionHofHhepaticHglucoseHoutputHinHdietUinducedHobeseHmiceVHPLoSlONETH2012THcTHeaXea] 3.7 11

398 xigandUnindingHmssaysVH2012THY

397 mntiUdrugHantibodiesVH2012THZTHYY 8
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396 pevelopmentHandHvalidationHofHaHcellUbasedHαqm™HreporterHassayHforHtheHdetectionHofHneutralizingH
antibodiesHagainstHanHantiUuxUY[HtherapeuticHantibodyVHJournalloflImmunologicallMethodsTH2012TH[caTHZadUb[2.5 5

395
umplementationHofHdesignHofHexperimentsHPp–qQHinHtheHdevelopmentHandHvalidationHofHaHcellUbasedH
bioassayHforHtheHdetectionHofHantiUdrugHneutralizingHantibodiesHinHhumanHserumVHJournallofl
ImmunologicallMethodsTH2012TH[cbTH[ZU]a

2.5 15

394 zovelHniopharmaceuticalsVH2013THecUY[c 4

393 mlteringHdrugHtoleranceHofHsurfaceHplasmonHresonanceHassaysHforHtheHdetectionHofHantiUdrugH
antibodiesVH2013TH]]YTHYc]Ue 5

392 βheoreticalHconsiderationsHandHpracticalHapproachesHtoHaddressHtheHeffectHofHantiUdrugHantibodyH
PmpmQHonHquantificationHofHbiotherapeuticsHinHcirculationVHAAPSlJournalTH2013THYaTHb]bUad 3.7 50

391 yodelingTHsimulationTHandHtranslationHframeworkHforHtheHpreclinicalHdevelopmentHofHmonoclonalH
antibodiesVHAAPSlJournalTH2013THYaTHaaYUd 3.7 14

390 αtratificationHofHantibodyUpositiveHsubjectsHbyHantibodyHlevelHrevealsHanHimpactHofHimmunogenicityH
onHpharmacokineticsVHAAPSlJournalTH2013THYaTH[XU]X 3.7 32

389 oomparisonHofHtwoHdirectHneutralizingHassayHformatsHusingHrecombinantHfollicleUstimulatingH
hormoneHasHagonistVHJournalloflImmunologicallMethodsTH2013TH]XXU]XYTHdcUeb 2.5 4

388 pevelopmentHofHanHenzymaticHassayHforHtheHdetectionHofHneutralizingHantibodiesHagainstH
therapeuticHangiotensinUconvertingHenzymeHZHPmoqZQVHJournalloflImmunologicallMethodsTH2013TH[deTHaZUbX2.5 15

387 olinicalHdevelopmentHofHbiosimilarsfHanHevolvingHlandscapeVHBioanalysisTH2013THaTHacaUdb 2.1 12

386 oomparisonHstudyHofHtwoHcommerciallyHavailableHmethodsHforHtheHdeterminationHofHinfliximabTH
adalimumabTHetanerceptHandHantiUdrugHantibodyHlevelsVH2013THaYTHeZdcUe 30

385 yonitoringHofHadalimumabHandHantibodiesUtoUadalimumabHlevelsHinHpatientHserumHbyHtheH
homogeneousHmobilityHshiftHassayVHJournalloflPharmaceuticallandlBiomedicallAnalysisTH2013THcdUceTH[eU]]3.5 62

384 ralseUpositiveHimmunogenicityHresponsesHareHcausedHbyHopZXSHnHcellHmembraneHfragmentsHinHanH
antiUofatumumabHantibodyHbridgingHassayVHJournalloflImmunologicallMethodsTH2013TH[e]THZZU[Y 2.5 23

383 oonsiderationsHforHtheHnonclinicalHsafetyHevaluationHofHantibodyHdrugHconjugatesHforHoncologyVH2013
THbcTH[dZUeY 32

382 xigandHnindingHmssaysHinHprugHpevelopmentVH2013THb]cUbac

381 ™harmacokineticHandHpharmacodynamicHpropertiesHofHaHnewHlongUactingHgranulocyteH
colonyUstimulatingHfactorHPtyYX]bXmQHinHhealthyHvolunteersVH2013THZcTHY]eUad 5

380
βheHdevelopmentHandHvalidationHofHanHimmunoassayHforHtheHmeasurementHofHantiUthymidineH
phosphorylaseHantibodiesHinHmouseHandHdogHseraVHJournalloflPharmaceuticallandlBiomedicallAnalysis
TH2013THcZTHYbUZ]

3.5 2

379 oorrelationHofHscreeningHandHconfirmatoryHresultsHinHtieredHimmunogenicityHtestingHbyH
solutionUphaseHbridgingHassaysVHJournalloflPharmaceuticallandlBiomedicallAnalysisTH2013THc]THZ[aU]a 3.5 15
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378 βUcellHdependentHimmunogenicityHofHproteinHtherapeuticsfH™reclinicalHassessmentHandHmitigationVH
2013THY]eTHa[]Uaa 180

377 mnHelectrochemiluminescenceHPqoxQUbasedHassayHforHtheHspecificHdetectionHofHantiUdrugHantibodiesH
ofHtheHugqHisotypeVHJournalloflPharmaceuticallandlBiomedicallAnalysisTH2013THdbTHc[UdY 3.5 10

376 ®egardingHconfirmatoryHimmunogenicityHassaysVHJournalloflPharmaceuticallandlBiomedicallAnalysisTH
2013THd]THYc[Ub 3.5 3

375 αtatisticalHmethodsHandHtoolHforHcutHpointHanalysisHinHimmunogenicityHassaysVHJournallofl
ImmunologicallMethodsTH2013TH[deTHceUdc 2.5 27

374 uncreasedHsensitivityHofHα™®HassaysHinHplasmaHthroughHefficientHparallelHassayHoptimizationVHJournall
oflPharmaceuticallandlBiomedicallAnalysisTH2013THcdUceTHZZ]U[Z 3.5 9

373 pevelopmentHofHaHbiosensorUbasedHimmunogenicityHassayHcapableHofHblockingHsolubleHdrugHtargetH
interferenceVHJournalloflImmunologicallMethodsTH2013TH[ebTH]]Uaa 2.5 31

372
zovelHdataHanalysisHmethodsHtoHovercomeHcutHpointHchallengesHandHenableHcomprehensiveH
assessmentHofHantidrugHbindingHactivityHinHconfirmatoryHassaysVHJournalloflImmunologicallMethodsTH
2013TH[eZTH[dU]d

2.5 6

371 mnalyticalHandHbioanalyticalHassayHchallengesHtoHsupportHcomparabilityHstudiesHforHbiosimilarHdrugH
developmentVHBioanalysisTH2013THaTHaYcUZX 2.1 26

370 mdaptingHdriedHbloodHspotHsamplingHforHanHantiUtherapeuticHantibodyHimmunogenicityHassayVHJournall
oflImmunologicallMethodsTH2013TH[e[THa[UbX 2.5 2

369 αtatisticalHandHbioanalyticalHconsiderationsHforHestablishingHaHdepletionHcriterionHforHspecificityH
testingHduringHimmunogenicityHassessmentHofHaHbiotherapeuticVHAAPSlJournalTH2013THYaTHYYbXUc 3.7 6

368 ourrentHregulatoryHguidelinesHforHimmunogenicityHassaysVH2013THbUYc

367 usHtheHtieredHimmunogenicityHtestingHofHbiologicsHtheHadequateHapproachHinHpreclinicalH
developmentkVHBioanalysisTH2013THaTHc][Ub 2.1 2

366 γniversalHimmunogenicityHvalidationHandHassessmentHduringHearlyHbiotherapeuticHdevelopmentHtoH
supportHaHgreenHlaboratoryVHBioanalysisTH2013THaTHZ]eaUaXc 2.1 3

365 oriticalHreagentHstabilityHforHimmunogenicityHassaysVH2013THeZUYX] 1

364 soodHpracticesHforHstatisticalHestimationHofHcutHpointVH2013THaXUbX 1

363 ummunogenicityHmssayHpevelopmentTHλalidationHandHumplementationVH2013TH

362 ummunogenicityHtestingHstrategyHandHbioanalyticalHassaysHforHantibodyUdrugHconjugatesVHBioanalysisTH
2013THaTHYX]YUaa 2.1 27

361 nioanalysisHofHniotherapeuticsVH2013TH
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360 βheHemergenceHofHobsessiveHcompulsiveHandHcompulsiveHbuyingHsymptomatologyHafterHacuteHstressH
andHshortUtermHuseHofHribavirinfHcaseHreportsVH2013TH[THZ]bUaX 2

359 nioanalyticalHchallengesHinHtheHdevelopmentHofHbiosimilarsVH2013THbZUca 1

358 ™harmacokineticHandHpharmacodynamicHpropertiesHofHcanakinumabHinHpatientsHwithHgoutyHarthritisVH
2013THa[THYZ]XUaY 25

357 mllergologicalHinHvitroHandHinHvivoHevaluationHofHpatientsHwithHhypersensitivityHreactionsHtoH
infliximabVH2013TH][THbaeUb] 45

356 nioanalysisHofHantibodyUdrugHconjugatesfHmmericanHmssociationHofH™harmaceuticalHαcientistsH
mntibodyUprugHoonjugateHWorkingHsroupHpositionHpaperVHBioanalysisTH2013THaTHeecUYXXb 2.1 118

355 nioanalyticalHassayHstrategiesHforHtheHdevelopmentHofHantibodyUdrugHconjugateHbiotherapeuticsVH
BioanalysisTH2013THaTHZXYUZb 2.1 172

354 ummunogenicityHassaysHforHantibodyUdrugHconjugatesfHcaseHstudyHwithHadoUtrastuzumabHemtansineVH
BioanalysisTH2013THaTHYXXcUZ[ 2.1 39

353 mHnovelHapproachHforHtheHsimultaneousHquantificationHofHaHtherapeuticHmonoclonalHantibodyHinH
serumHproducedHfromHtwoHdistinctHhostHcellHlinesVHMAbsTH2013THaTHYaXUbY 6.6 4

352 oharacterizationHofHcriticalHreagentsHinHligandUbindingHassaysfHenablingHrobustHbioanalyticalHmethodsH
andHlifecycleHmanagementVHBioanalysisTH2013THaTHZZcU]] 2.1 38

351 nioanalysisHofHantibodyâ��drugHconjugatesVH2013THbUYb

350 pistinctHcharacteristicsHofHantibodyHresponsesHagainstHfactorHλuuuHinHhealthyHindividualsHandHinH
differentHcohortsHofHhemophiliaHmHpatientsVH2013THYZYTHYX[eU]d 122

349 ™racticalHconsiderationsHforHoutsourcingHligandHbindingHassaysHinHaHregulatedHenvironmentVH2013THebUYXc

348 olinicalHeffectHandHsafetyHprofileHofHrecombinantHhumanHlysosomalHacidHlipaseHinHpatientsHwithH
cholesterylHesterHstorageHdiseaseVH2013THadTHeaXUc 82

347 βieredHapproachHtoHantiUdrugHantibodyHtestingVH2013THc]UeX

346 unterviewHwithHprHnowsherVHBioanalysisTH2013THaTHY[[cU]X 2.1 0

345 prugUtolerantHimmunogenicityHtestingVH2013TH[dU]d

344 ™erspectivesHofHbioanalysisHinHdrugHdevelopmentVH2013THYdU[]

343 VH2014TH 4
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342 VH2014TH 1

341 nioanalyticalHchallengesHofHbiosimilarsVHBioanalysisTH2014THbTH[]eUab 2.1 10

340 αampleHsizeHconsiderationHforHimmunoassayHscreeningHcutUpointHdeterminationVH2014THZ]THa[aU]a 3

339 γseHofHgenericHxoUyαWyαHassaysHtoHcharacterizeHatypicalH™wHprofileHofHaHbiotherapeuticHmonoclonalH
antibodyVHBioanalysisTH2014THbTH[ZZaU[a 2.1 20

338 qnrHrecommendationHforHstabilityHtestingHofHantiUdrugHantibodiesgHlessonsHlearnedHfromHantiUvaccineH
antibodyHstabilityHstudiesVHBioanalysisTH2014THbTHY]XeUY[ 2.1 7

337 unterferenceHinHimmunoassaysHtoHsupportHtherapeuticHantibodyHdevelopmentHinHpreclinicalHandH
clinicalHstudiesVHBioanalysisTH2014THbTHYe[eUaY 2.1 22

336 ohallengesHinHbioanalyticalHassaysHforHbiosimilarsVHBioanalysisTH2014THbTHZYYYU[ 2.1 2

335 rreeHanalyteH oHconceptfHaHnovelHapproachHtoHproveHcorrectHquantificationHofHfreeHtherapeuticH
proteinHdrugWbiomarkerHconcentrationsVHBioanalysisTH2014THbTH]daUeb 2.1 13

334 αtabilityHstudiesHofHbindingHandHfunctionalHantiUvaccineHantibodiesVHBioanalysisTH2014THbTHY[daUe[ 2.1 15

333 ZXY]HWhiteH™aperHonHrecentHissuesHinHbioanalysisfHaHfullHimmersionHinHbioanalysisHP™artH[HUHxnmHandH
immunogenicityQVHBioanalysisTH2014THbTH[[aaUbd 2.1 29

332 ohallengesHinHkeepingHpaceHwithHimmunogenicityHadvancesHthroughoutHtheHclinicalHdevelopmentHofH
aHbiologicalHtherapeuticVHBioanalysisTH2014THbTHYea[UbX 2.1

331 oonjugatedHcriticalHreagentHcharacterizationHforHligandUbindingHassaysfHusingHymxpuUβ–rUyαHasHanH
orthogonalHtoolHtoHassessHassayHperformanceVHBioanalysisTH2014THbTHed[UeZ 2.1 15

330 –rthogonalHtoolsHtoHhelpHdetermineHtheHrequiredHselectivityHofHligandUbindingHassaysHinHdrugH
developmentVHBioanalysisTH2014THbTHYX[cU]X 2.1 2

329 yechanismsHγnderlyingHtheHummunogenicityHofHβherapeuticH™roteinsfH®iskHmssessmentHandH
yanagementHαtrategiesVH2014TH[]THeZ[Ue[X 4

328
mHtwoUstepHapproachHPqnzymeUlinkedHimmunosorbentHassayHandHconfirmationHassayQHtoHdetectH
antibodiesHagainstHvonHWillebrandHfactorHinHpatientsHwithHmcquiredHvonHWillebrandHαyndromeVH2014TH
Y[]THY[YbUZZ

2

327 ohannelingHpostmarketingHpatientHdataHintoHpharmaceuticalHregulatoryHsystemsVH2014THYeTHYdecUeYZ 1

326 αtrategicHcharacterizationHofHantiUdrugHantibodyHresponsesHforHtheHassessmentHofHclinicalHrelevanceH
andHimpactVHBioanalysisTH2014THbTHYaXeUZ[ 2.1 21

325 αtabilityHofHantiUimmunotherapeuticHantibodiesHinHfrozenHhumanHserumHsamplesVHBioanalysisTH2014TH
bTHY[eaU]Xc 2.1 17
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324 αebelipaseHalfaHoverHaZHweeksHreducesHserumHtransaminasesTHliverHvolumeHandHimprovesHserumH
lipidsHinHpatientsHwithHlysosomalHacidHlipaseHdeficiencyVH2014THbYTHYY[aU]Z 64

323 ™roteinUbasedHmatrixHinterferencesHinHligandUbindingHassaysVHBioanalysisTH2014THbTHYY[YU]X 2.1 21

322 ummunogenicityWhypersensitivityHofHbiologicsVHToxicologiclPathologyTH2014TH]ZTHZe[U[XX 2.1 65

321 mHwhiteHpaperUUconsensusHandHrecommendationsHofHaHglobalHharmonizationHteamHonHassessingHtheH
impactHofHimmunogenicityHonHpharmacokineticHmeasurementsVHAAPSlJournalTH2014THYbTH]ddUed 3.7 46

320 ummunogenicityHofH™roteinHβherapeuticsfH®iskHmssessmentHandH®iskHyitigationVH2014TH[]cU[bd

319 pevelopmentHofHaHmethodHthatHeliminatesHfalseUpositiveHresultsHdueHtoHnerveHgrowthHfactorH
interferenceHinHtheHassessmentHofHfulranumabHimmunogenicityVHAAPSlJournalTH2014THYbTH]b]Ucc 3.7 28

318 mssessmentHandHreportingHofHtheHclinicalHimmunogenicityHofHtherapeuticHproteinsHandH
peptidesUharmonizedHterminologyHandHtacticalHrecommendationsVHAAPSlJournalTH2014THYbTHbadUc[ 3.7 187

317 mHcomparisonHofHmethodsHforHclassifyingHsamplesHasHtrulyHspecificHwithHconfirmatoryHimmunoassaysVH
JournalloflPharmaceuticallandlBiomedicallAnalysisTH2014THddTHZcU[a 3.5 4

316 ®ecommendationsHforHtheHcharacterizationHofHimmunogenicityHresponseHtoHmultipleHdomainH
biotherapeuticsVHJournalloflImmunologicallMethodsTH2014TH]XdTHYUYZ 2.5 44

315 nioanalyticalHyethodsHandHummunogenicityHmssaysVH2014THZXcUZ]Z

314 ummunologicalHussuesHwithHzanomedicinesfHummunogenicityTHtypersensitivityTHmcceleratedH
olearanceHandHummuneHαuppressionVH2014TH]aUc[ 3

313 ummunogenicityHevaluationHstrategyHforHaHsecondUgenerationHtherapeuticTH™qsUurzU˛†UYaVHBioanalysis
TH2015THcTHZdXYUYY 2.1 6

312 mntidrugHmntibodiesfHnHoellHummunityHmgainstHβherapyVH2015THdZTHYd]UeX 6

311 ummunogenicityHconsiderationsVH2015THZ[Ubb

310 ZXYaHWhiteH™aperHonHrecentHissuesHinHbioanalysisfHfocusHonHnewHtechnologiesHandHbiomarkersHP™artH
[UUxnmTHbiomarkersHandHimmunogenicityQVHBioanalysisTH2015THcTH[YXcUZ] 2.1 51

309 oonsiderationsHonHummunogenicityVH2015TH]acU]bc

308 olinicalHummunogenicityHofHrtu™tZXTHaHtyaluronidaseHqnablingHαubcutaneousHprugHmdministrationVH
AAPSlJournalTH2015THYcTHYY]]Uab 3.7 25

307 oomparativeHimmunogenicityHassessmentfHaHcriticalHconsiderationHforHbiosimilarHdevelopmentVH
BioanalysisTH2015THcTH[c[UdY 2.1 20
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306 αafetyHandHmctivityHofHtheHrirstUinUolassHαymXX]HmntiUqsr®HmntibodyHyixtureHinH™atientsHwithH
®efractoryHoolorectalHoancerVH2015THaTHaedUbXe 65

305 nlockadeHofHinterferonU˛‡HnormalizesHinterferonUregulatedHgeneHexpressionHandHserumHoXoxYXH
levelsHinHpatientsHwithHsystemicHlupusHerythematosusVH2015THbcTHZcY[UZZ 46

304
αtandardizingHtermsTHdefinitionsHandHconceptsHforHdescribingHandHinterpretingHunwantedH
immunogenicityHofHbiopharmaceuticalsfHrecommendationsHofHtheHunnovativeHyedicinesHunitiativeH
mnu®uαwHconsortiumVH2015THYdYTH[daU]XX

62

303 mnHexHvivoHpotencyHassayHtoHassessHactiveHdrugHlevelsHofHaHsx™UYHagonisticHpeptideHduringHpreclinicalH
safetyHstudiesVHBioanalysisTH2015THcTH[Xb[UcZ 2.1 4

302 zovelHyethodsHforHmddressingHummunogenicityHofHβherapeuticHqnzymesVH2015THb[Ucc 1

301 petectionHofHdrugHspecificHcirculatingHimmuneHcomplexesHfromHinHvivoHcynomolgusHmonkeyHserumH
samplesVHJournalloflImmunologicallMethodsTH2015TH]YbTHYZ]U[b 2.5 15

300 αtatisticalHevaluationHofHseveralHmethodsHforHcutUpointHdeterminationHofHimmunogenicityHscreeningH
assayVH2015THZaTHZbeUce 17

299 unfliximabHdrugHandHantibodyHlevelsHinHpatientsHwithHdermatologicalHconditionsVH2015TH[cTH[ZXUb 3

298
usolationHofHhighUaffinityTHneutralizingHantiUidiotypeHantibodiesHbyHphageHandHribosomeHdisplayHforH
applicationHinHimmunogenicityHandHpharmacokineticHanalysesVHJournalloflImmunologicallMethodsTH
2015TH]YbTH]eUad

2.5 13

297 mHfitUforUpurposeHstrategyHforHtheHriskUbasedHimmunogenicityHtestingHofHbiotherapeuticsfHaH
quropeanHindustryHperspectiveVHJournalloflImmunologicallMethodsTH2015TH]YcTHYUe 2.5 26

296 αtatisticalHapproachesHforHtheHdeterminationHofHcutHpointsHinHantiUdrugHantibodyHbioassaysVHJournall
oflImmunologicallMethodsTH2015TH]YdTHd]UYXX 2.5 14

295 yanagingHunwantedHimmunogenicityHofHbiologicalsVH2015THY]THabeUc] 40

294 mntiU™qsHantibodyHbioanalysisfHaHclinicalHcaseHstudyHwithH™qsUurzU˛»UYaHandH™qsUurzU˛–ZaHinHnaiveH
patientsVHBioanalysisTH2015THcTHYXe[UYXb 2.1 25

293 orossUreactiveHandHpreUexistingHantibodiesHtoHtherapeuticHantibodiesUUqffectsHonHtreatmentHandH
immunogenicityVHMAbsTH2015THcTHbbZUcY 6.6 67

292 ummunogenicityHassessmentHofHbiotherapeuticHproductsfHmnHoverviewHofHassaysHandHtheirHutilityVH
2015TH][THZedU[Xb 93

291 αponsorHrelationshipsTHanalyteHstabilityHinHligandUbindingHassaysHandHcriticalHreagentHmanagementfHaH
bioanalyticalHo®–HperspectiveVHBioanalysisTH2015THcTHY[[cU]b 2.1 3

290 qnhancingHefficiencyHandHqualityHofHstatisticalHestimationHofHimmunogenicityHassayHcutHpointsH
throughHstandardizationHandHautomationVHJournalloflImmunologicallMethodsTH2015TH]ZaTHddUeb 2.5 1

289 reasibilityHofHimmunoU™o®HtechnologyHplatformsHasHanHultrasensitiveHtoolHforHtheHdetectionHofH
antiUdrugHantibodiesVHBioanalysisTH2015THcTHZdaUe] 2.1 14
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288
qvaluationHofHtheHimmunogenicityHofHtheHsyntheticH˛–UmelanocyteUstimulatingHhormoneHP˛–UyαtQH
analogueHafamelanotideHP[zle]UpU™hec]U˛–UyαtTHαcenesse´fiQHinHerythropoieticHprotoporphyriaH
patientsHbyHqxuαmHdetectingHbothHantiUafamelanotideHandHantiU˛–UyαtHantibodiesVH2015THZdTHYX[UY[

7

287 βheHhumanHugsHantiUcarbohydrateHrepertoireHexhibitsHaHuniversalHarchitectureHandHcontainsH
specificityHforHmicrobialHattachmentHsitesVH2015THcTHZberaY 66

286 –ralHimmunotherapyHwithHtypeHλHcollagenHinHidiopathicHpulmonaryHfibrosisVH2015TH]aTHY[e[U]XZ 46

285 pevelopmentHofHanHqxuαmHforHtheH™harmacokineticHqvaluationHofHaHyurineHmntiHopbbHyonoclonalH
mntibodyHinHtumanHαerumVH2015TH[bTHaceUeb

284 unsightsHonHtheHimmunogenicityHofHantibodyUdrugHconjugatesVHBioanalysisTH2015THcTHYabaUd 2.1 13

283 ®ecommendationsHforHtheHdevelopmentHandHvalidationHofHconfirmatoryHantiUdrugHantibodyHassaysVH
BioanalysisTH2015THcTHYbYeU[Y 2.1 7

282 oomparisonHofHimmunogenicityHtestHmethodsHusedHinHclinicalHstudiesHofHinfliximabHandHitsHbiosimilarH
PoβU™Y[QVH2015THYYHαupplHYTHα[[U]Y 24

281 mHbreakthroughHnovelHmethodHtoHresolveHtheHdrugHandHtargetHinterferenceHproblemHinH
immunogenicityHassaysVHJournalloflImmunologicallMethodsTH2015TH]ZbTHbZUe 2.5 41

280 niobettersVH2015TH 1

279 qpitopeHcharacterizationHofHtheHmpmHresponseHdirectedHagainstHaHtargetedHimmunocytokineVHJournall
oflPharmaceuticallandlBiomedicallAnalysisTH2015THYY]THZebU[X] 3.5 8

278 ™haseHYH®andomizedTHpoubleUnlindTH™laceboUoontrolledHαtudyHofH®scbbcTHanHmnticytomegalovirusH
oombinationHyonoclonalHmntibodyHβherapyTHinHtealthyHmdultsVH2015THaeTH]eYeUZe 23

277 zonUnormalHrandomHeffectsHmodelsHforHimmunogenicityHassayHcutHpointHdeterminationVH2015THZaTHZeaU[Xb 7

276 ummunogenicityHofHantibodyHdrugHconjugatesfHbioanalyticalHmethodsHandHmonitoringHstrategyHforHaH
novelHtherapeuticHmodalityVHAAPSlJournalTH2015THYcTH[aU][ 3.7 49

275 ™harmacokineticsHofH®ecombinantHαolubleHtumanHβhrombomodulinHinHαubjectsHwithHzormalHandH
λariousHumpairedH®enalHrunctionVH2016THaTH 1

274 VH2016TH 4

273 γnravelingHtheHqffectHofHummunogenicityHonHtheH™wW™pTHqfficacyTHandHαafetyHofHβherapeuticH
™roteinsVH2016THZXYbTHZ[]ZYdc 37

272 qvaluationHofHyultipleHummunoassayHβechnologyH™latformsHtoHαelectHtheHmntiUprugHmntibodyHmssayH
qxhibitingHtheHyostHmppropriateHprugHandHβargetHβoleranceVH2016THZXYbTHaXbebcd 18

271 ummunogenicityHmssessmentHofHxipegfilgrastimHinH™atientsHwithHnreastHoancerH®eceivingH
ohemotherapyVH2016THZXYbTHeZ]dXbY 3
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270 mpplicationHofHaH™lugUandU™layHummunogenicityHmssayHinHoynomolgusHyonkeyHαerumHforHmposHatH
qarlyHαtagesHofHprugHpevelopmentVH2016THZXYbTHZbYdaca 11

269 pevelopmentHofHummunocaptureUxoWyαHmssayHforHαimultaneousHmpmHusotypingHandH
αemiquantitationVH2016THZXYbTHcbdZ]cZ 21

268 γseHofHunHλitroHmssaysHtoHmssessHummunogenicityH®iskHofHmntibodyUnasedHniotherapeuticsVHPLoSlONE
TH2016THYYTHeXYae[Zd 3.7 59

267 nloodH™lasmaUperivedHmntiUslycanHmntibodiesHtoHαialylatedHandHαulfatedHslycansHudentifyH–varianH
oancerH™atientsVHPLoSlONETH2016THYYTHeXYb]Z[X 3.7 14

266 γnderstandingHtheHαupersensitiveHmntiUprugHmntibodyHmssayfHγnexpectedHtighHmntiUprugHmntibodyH
uncidenceHandHutsHolinicalH®elevanceVH2016THZXYbTH[XcZadb 40

265 ™harmacokineticsHandH™harmacodynamicsHofHoanakinumabHinH™atientsHWithHαystemicHvuvenileH
udiopathicHmrthritisVH2016THabTHYaYbUYaZc 29

264 sβxXXYTHmHβherapeuticHλaccineHforHWomenHunfectedHwithHtumanH™apillomavirusHYbHorHYdHandH
zormalHoervicalHoytologyfH®esultsHofHaH™haseHuHolinicalHβrialVHClinicallCancerlResearchTH2016THZZTH[Z[dU]d 12.9 19

263 nioanalyticalHpevelopmentVH2016TH]aeU]cc

262 mntibodiesHtoHinfliximabHinH®emicadeUtreatedHrheumaticHpatientsHshowHidenticalHreactivityHtowardsH
biosimilarsVH2016THcaTHYbe[Ub 56

261
mnHimmunoinhibitionHapproachHtoHovercomeHtheHimpactHofHpreUexistingHantibodiesHonHcutHpointH
establishmentHforHimmunogenicityHassessmentHofHmoxetumomabHpasudotoxVHJournallofl
ImmunologicallMethodsTH2016TH][aTHbdUcb

2.5 9

260 ™hysicochemicalHcharacterizationHofHbiopharmaceuticalsVHJournalloflPharmaceuticallandlBiomedicall
AnalysisTH2016THY[XTH[bbU[de 3.5 40

259 ™haseH[HαtudyHofH®eslizumabHinH™atientsHWithH™oorlyHoontrolledHmsthmafHqffectsHmcrossHaHnroadH
®angeHofHqosinophilHoountsVH2016THYaXTHceeUdYX 274

258 βheHimpactHofHtheHimmuneHsystemHonHtheHsafetyHandHefficiencyHofHenzymeHreplacementHtherapyHinH
lysosomalHstorageHdisordersVH2016TH[eTH]eeUaYZ 14

257 mnHinnovativeHandHhighlyHdrugUtolerantHapproachHforHdetectingHneutralizingHantibodiesHdirectedHtoH
therapeuticHantibodiesVHBioanalysisTH2016THdTHZYacUbd 2.1 4

256 petectionHofHantidrugHantibodiesHagainstHhumanHtherapeuticHantibodiesHlackingHrcUeffectorH
functionsHbyHusageHofHsolubleHrc˛‡HreceptorHuVHBioanalysisTH2016THdTHZY[aU]a 2.1 6

255 nmYHdYUdec[THaHfullUlengthHrecombinantHfactorHλuuufHtumanHheatHshockHproteinHcXHimprovesHtheH
manufacturingHprocessHwithoutHaffectingHclinicalHsafetyVH2016THYZcTHYYYUYYa 5

254 mHfalseHsenseHofHsecuritykHoanHtieredHapproachHbeHtrustedHtoHaccuratelyHclassifyHimmunogenicityH
sampleskVHJournalloflPharmaceuticallandlBiomedicallAnalysisTH2016THYZdTHYbbUYc[ 3.5 4

253 ™ositiveHcorrelationHbetweenHetanerceptHconcentrationHandHtheHdecreaseHinH™soriasisHmreaHandH
αeverityHundexHscaleHvalueVH2016TH[dTHYY]ZUd 6
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252 αtrategiesHtoHpetermineHmssayHrormatHforHtheHmssessmentHofHzeutralizingHmntibodyH®esponsesHtoH
niotherapeuticsVHAAPSlJournalTH2016THYdTHY[[aUY[aX 3.7 33

251 ZXYbHWhiteH™aperHonHrecentHissuesHinHbioanalysisfHfocusHonHbiomarkerHassayHvalidationHPnmλQfHP™artHZH
UHtybridHxnmWxoyαHandHinputHfromHregulatoryHagenciesQVHBioanalysisTH2016THdTHZ]acUZ]c] 2.1 24

250
pevelopmentTHvalidationTHandHapplicationHofHqxuαmHforHdetectionHofHantiUtpYXaHantibodiesHinH
preUclinicalHsafetyHevaluationHusingHmonkeysVHJournalloflPharmaceuticallandlBiomedicallAnalysisTH
2016THY[YTH[XeU[Ya

3.5 1

249 oirculatingHβHcellsHtoHinfliximabHareHdetectableHmainlyHinHtreatedHpatientsHdevelopingHantiUdrugH
antibodiesHandHhypersensitivityHreactionsVH2016THYdbTH[b]U[cZ 22

248 nioanalyticalHαtrategiesHqnablingHαuccessfulHmpoHβranslationVH2016THYccUZXa

247 αingleHocularHinjectionHofHaHsustainedUreleaseHantiUλqsrHdeliversHbmonthsHpharmacokineticsHandH
efficacyHinHaHprimateHlaserHozλHmodelVH2016THZ]]THYUY[ 35

246 ®esponseHtofHO®eportingHofHpotentialHimmunogenicityHwithHbiologicHdrugsfHclarityHandHaccuracyH
requiredOHbyHyootsHetHalVH2016THcaTHeZa 5

245 mssessingHtheHummunogenicityHofHniopharmaceuticalsVH2016TH[XTHYeaUZXb 75

244 olinicalHmssaysHforHniologicalHyacromoleculesVH2016THZb[UZe]

243
pevelopmentHandHvalidationHofHcellUbasedHluciferaseHreporterHgeneHassaysHforHmeasuringH
neutralizingHantiUdrugHantibodiesHagainstHinterferonHbetaVHJournalloflImmunologicallMethodsTH2016TH
][XTHYUe

2.5 10

242 piagnosticHparametersHofHserologicalHqxuαmHforHinvasiveHamoebiasisTHusingHantigensHpreservedH
withoutHenzymaticHinhibitorsVH2016THYbYTH]dUa[ 9

241 mffinityHcaptureHelutionHbridgingHassayfHmHnovelHimmunoassayHformatHforHdetectionHofH
antiUtherapeuticHproteinHantibodiesVHJournalloflImmunologicallMethodsTH2016TH][YTH]aUaY 2.5 17

240 ™reUexistingHmntibodyfHniotherapeuticHyodalityUnasedH®eviewVHAAPSlJournalTH2016THYdTH[YYUZX 3.7 45

239 mHsubcutaneousHcellularHimplantHforHpassiveHimmunizationHagainstHamyloidU˛†HreducesHbrainHamyloidH
andHtauHpathologiesVH2016THY[eTHYadcUbX] 23

238 undirectHassessmentHofHneutralizingHantiUdrugHantibodiesHutilizingHpharmacokineticHassayHdataVH
JournalloflImmunologicallMethodsTH2016TH]ZeTHZdU[d 2.5

237 ummunogenicityHassayHcutHpointHdeterminationHusingHnonparametricHtoleranceHlimitVHJournallofl
ImmunologicallMethodsTH2017TH]]ZTHZeU[] 2.5 6

236 qvaluationHofHtheHimmunogenicityHofHtheHdabigatranHreversalHagentHidarucizumabHduringH™haseHuH
studiesVHBritishlJournalloflClinicallPharmacologyTH2017THd[THYdYaUYdZa 3.8 10

235 mHrandomisedTHsingleUblindTHsingleUdoseTHthreeUarmTHparallelUgroupHstudyHinHhealthyHsubjectsHtoH
demonstrateHpharmacokineticHequivalenceHofHmn™HaXYHandHadalimumabVH2017THcbTHaZbUa[[ 56

(2017-2016)
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234 αwitchingHfromHbrandedHtoHgenericHglatiramerHacetatefHYaUmonthHsmβqHtrialHextensionHresultsVH2017
THZ[THYeXeUYeYc 17

233 mssessmentHofHtheHimmunogenicityHofHgonadotrophinsHduringHcontrolledHovarianHstimulationVH2017TH
cdTHeYZbca 5

232
mHbiotinUdrugHextractionHandHacidHdissociationHPnqmpQHprocedureHtoHeliminateHmatrixHandHdrugH
interferenceHinHaHproteinHcomplexHantiUdrugHantibodyHPmpmQHisotypeHspecificHassayVHJournallofl
ImmunologicallMethodsTH2017TH]]bTH[XU[b

2.5 11

231 qffectsHofHsWXXZTHaHnovelHrecombinantHhumanHglucagonUlikeHpeptideUYHPsx™UYQHanalogHfusionH
proteinTHonHot–HrecombinantHcellsHandHnwαUdbHmiceVH2017THa]THbdaUbe[ 1

230 qvaluationHofHtheHorossUreactivityHofHmntidrugHmntibodiesHtoHoβU™Y[HandHunfliximabH®eferenceH
™roductHP®emicadeQfHmnHmnalysisHγsingHummunoassaysHβaggedHwithHnothHmgentsVH2017TH[YTHZZ[UZ[c 27

229 ®egulatedHnioanalysisfHrundamentalsHandH™racticeVH2017TH 3

228 γnderstandingHnioanalysisH®egulationsVH2017THYaU[d 2

227 yonitoringH ualityHofHoriticalH®eagentsHγsedHinHxigandHnindingHmssaysHwithHxiquidHohromatographyH
yassHαpectrometryHPxoUyαQVH2017THYXcUYZd 3

226 nridgingHimmunogenicityHassaysHforHugs]HtherapeuticsfHmitigatingHinterferenceHfromHrcUrcH
interactionsVHBioanalysisTH2017THeTHcXcUcYc 2.1 2

225 pevelopmentHandHoharacterizationHofHaHzeutralizingHmntiUidiotypeHmntibodyHmgainstHyirvetuximabH
forHmnalysisHofHolinicalHαamplesVHAAPSlJournalTH2017THYeTHYZZ[UYZ[] 3.7 1

224 zovelHdrugHandHsolubleHtargetHtolerantHantidrugHantibodyHassayHforHtherapeuticHantibodiesHbearingH
theH™[ZesHmutationVHBioanalysisTH2017THeTHd]eUdae 2.1 7

223
mntibodiesHthatHneutralizeHcellularHuptakeHofHelosulfaseHalfaHareHnotHassociatedHwithHreducedH
efficacyHorHpharmacodynamicHeffectHinHindividualsHwithHyorquioHmHsyndromeVHJournallofl
ImmunologicallMethodsTH2017TH]]XTH]YUaY

2.5 11

222 yitigationHofH™reUexistingHmntibodiesHtoHaHniotherapeuticHinHzonUclinicalHαpeciesHWhenHqstablishingH
mntiUdrugHmntibodyHmssayHoutpointVHAAPSlJournalTH2017THYeTH[Y[U[Ye 3.7 6

221
unhibitionHofHinterleukinUaHinducedHfalseHpositiveHantiUdrugHantibodyHresponsesHagainstH
mepolizumabHthroughHtheHuseHofHaHcompetitiveHblockingHantibodyVHJournalloflImmunologicall
MethodsTH2017TH]]YTHYaUZ[

2.5 9

220 yethodHestablishmentHforHdiscernedHimmunogenicityHassessmentHofHaHrecombinantHglycoproteinH
containingHnonhumanHsialicHacidHzeuascHresiduesVHBioanalysisTH2017THeTHY[daUY[e[ 2.1 2

219 prugHβargetHunterferenceHinHummunogenicityHmssaysfH®ecommendationsHandHyitigationHαtrategiesVH
AAPSlJournalTH2017THYeTHYab]UYaca 3.7 23

218 mssayHsignalHasHanHalternativeHtoHtiterHforHassessmentHofHmagnitudeHofHanHantidrugHantibodyH
responseVHBioanalysisTH2017THeTHYd]eUYdad 2.1 7

217 ®ecombinantHhumanizedHantiUvascularHendothelialHgrowthHfactorHmonoclonalHantibodyHefficientlyH
suppressesHlaserUinducedHchoroidalHneovascularizationHinHrhesusHmonkeysVH2017THYXeTHbZ]Ub[X 4
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216 λalidationHofHtmλHbiomarkerHZmHforHdifferentialHdiagnosticHofHhepatitisHmHinfectedHandHvaccinatedH
individualsHusingHmultiplexHserologyVH2017TH[aTHadd[Uadde 6

215 pemonstratingHbiosimilarHandHoriginatorHantidrugHantibodyHbindingHcomparabilityHinHantidrugH
antibodyHassaysfHaHpracticalHapproachVHBioanalysisTH2017THeTHY[eaUY]Xb 2.1 9

214 qfficacyHandHαafetyHofHniosimilarHαm®[]Z][]HunsulinHxisproHinHmdultsHwithHβypeHYHpiabetesHmlsoH
γsingHunsulinHslargineUα–®qxxmHYHαtudyVH2017THYeTHaYbUaZb 18

213 ®ecommendationsHforHαystematicHαtatisticalHoomputationHofHummunogenicityHoutH™ointsVHAAPSl
JournalTH2017THYeTHY]dcUY]ed 3.7 37

212 pevelopmentHofHzanoxucHbridgingHimmunoassayHforHdetectionHofHantiUdrugHantibodiesVHJournallofl
ImmunologicallMethodsTH2017TH]aXTHYcUZb 2.5 21

211 mdvancementsHinHγnderstandingHummunogenicityHofHniotherapeuticsHinHtheHuntraocularHαpaceVHAAPSl
JournalTH2017THYeTHYbabUYbbd 3.7 18

210 ummunogenicityHandHlossHofHresponseHtoHβzrHinhibitorsfHimplicationsHforHrheumatoidHarthritisH
treatmentVH2017THY[THcXcUcYd 96

209 ®ecommendationsHforHtheHmssessmentHandHyanagementHofH™reUexistingHprugU®eactiveHmntibodiesH
puringHniotherapeuticHpevelopmentVHAAPSlJournalTH2017THYeTHYacbUYadb 3.7 9

208 αtrategyHtoHdetectHpreUexistingHimmunityHtoHmmλHgeneHtherapyVHGenelTherapyTH2017THZ]THcbdUccd 4 45
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niosimilarsHoβU™Y[HandHαnZHinHunflammatoryHnowelHpiseaseVH2018THZ]THbXYUbXb 42

201 ummunogenicityHofHbiologicHtherapiesfHcausesHandHconsequencesVH2018THY]THaY[UaZ[ 32
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3.7 9

159 oollagenHtypeUλHisHaHdangerHsignalHassociatedHwithHprimaryHgraftHdysfunctionHinHlungH
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mntiU™oαweHyonoclonalHmntibodiesVH2019TH[[THacYUace 6
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138 ®eportHonHtheHmm™αHummunogenicityHsuidanceHrorumVHAAPSlJournalTH2019THZYTHaa 3.7 7
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129 mpproachesHtoHimproveHdrugHtoleranceHandHtargetHtoleranceHinHtheHassessmentHofHneutralizingH
antiUdrugHantibodiesVHBioanalysisTH2019THYYTHZXbYUZXc] 2.1 2
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113 pesignHandHqvaluationHofHaHyultiplexedHmssayHtoHmssessHtumanHummunogenicityHmgainstHtumira´fiVH
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inducesHantibodyHresponsesHinHrabbitsHbutHnotHinHclinicalHtrialHparticipantsVH2020THYbTHY[ZcUY[[c
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