Edgar Filing: Invitae Corp - Form 10-K

Invitae Corp

Form 10-K

February 28, 2019

false--12-31FY434652018-12-3110-K000150113476811562YestruetrueAccelerated Filer477800000Invitae
CorpfalsefalseNoYesNVTAO0P3Y 1.000.020800000.00010.00014000000004000000005359700075481000535970007548100(
0001501134 2018-01-01 2018-12-31 0001501134 nvta:CombiMatrixCorporationMember 2018-01-01 2018-12-31
0001501134 nvta:GoodStartGeneticsIncMember 2018-01-01 2018-12-31 0001501134 nvta:OmmdomIncMember
2018-01-01 2018-12-31 0001501134 nvta:AltaVoiceMember 2018-01-01 2018-12-31 0001501134 2018-06-29
0001501134 2019-02-22 0001501134 2017-12-31 0001501134 2018-12-31 0001501134 2016-01-01 2016-12-31
0001501134 2017-01-01 2017-12-31 0001501134 nvta:CollaborationAndGenomeNetworkMember 2018-01-01
2018-12-31 0001501134 nvta:CollaborationAndGenomeNetworkMember 2016-01-01 2016-12-31 0001501134
nvta:CollaborationAndGenomeNetworkMember 2017-01-01 2017-12-31 0001501134 nvta:DiagnosticTestsMember
2018-01-01 2018-12-31 0001501134 nvta:DiagnosticTestsMember 2016-01-01 2016-12-31 0001501134
nvta:DiagnosticTestsMember 2017-01-01 2017-12-31 0001501134 us-gaap:AdditionalPaidInCapitalMember
2017-01-01 2017-12-31 0001501134 us-gaap:CommonStockMember 2015-12-31 0001501134 2015-12-31
0001501134 us-gaap:PreferredStockMember 2018-12-31 0001501134 us-gaap: AdditionalPaidInCapitalMember
2018-01-01 2018-12-31 0001501134 us-gaap:RetainedEarningsMember 2018-01-01 2018-12-31 0001501134
us-gaap:CommonStockMember 2017-01-01 2017-12-31 0001501134 us-gaap:CommonStockMember 2017-12-31
0001501134 us-gaap:CommonStockMember 2018-12-31 0001501134 us-gaap:CommonStockMember 2018-01-01
2018-12-31 0001501134 us-gaap:RetainedEarningsMember 2017-12-31 0001501134 2016-12-31 0001501134
us-gaap:AdditionalPaidInCapitalMember 2015-12-31 0001501134 us-gaap:CommonStockMember 2016-01-01
2016-12-31 0001501134 us-gaap:PreferredStockMember 2015-12-31 0001501134 us-gaap:RetainedEarningsMember
2018-01-01 0001501134 us-gaap: AccumulatedOtherComprehensivelncomeMember 2018-12-31 0001501134
us-gaap:CommonStockMember 2016-12-31 0001501134 us-gaap:AdditionalPaidInCapitalMember 2016-12-31
0001501134 us-gaap:AdditionalPaidInCapitalMember 2016-01-01 2016-12-31 0001501134
us-gaap:AdditionalPaidInCapitalMember 2017-12-31 0001501134 us-gaap:PreferredStockMember 2017-01-01
2017-12-31 0001501134 us-gaap:RetainedEarningsMember 2015-12-31 0001501134

us-gaap: AccumulatedOtherComprehensivelncomeMember 2018-01-01 2018-12-31 0001501134
us-gaap:AccumulatedOtherComprehensivelncomeMember 2017-12-31 0001501134
us-gaap:RetainedEarningsMember 2016-01-01 2016-12-31 0001501134 us-gaap:PreferredStockMember 2016-12-31
0001501134 us-gaap: AccumulatedOtherComprehensivelncomeMember 2015-12-31 0001501134
us-gaap:PreferredStockMember 2017-12-31 0001501134 us-gaap:RetainedEarningsMember 2017-01-01 2017-12-31
0001501134 us-gaap: AccumulatedOtherComprehensivelncomeMember 2016-01-01 2016-12-31 0001501134
us-gaap:AdditionalPaidInCapitalMember 2018-12-31 0001501134 us-gaap:RetainedEarningsMember 2018-12-31
0001501134 us-gaap:RetainedEarningsMember 2016-12-31 0001501134 2018-01-01 0001501134

us-gaap: AccumulatedOtherComprehensivelncomeMember 2017-01-01 2017-12-31 0001501134
us-gaap:General And AdministrativeExpenseMember us-gaap:LeaseholdImprovementsMember 2016-01-01
2016-12-31 0001501134 nvta:CustomerMember us-gaap:AccountsReceivableMember
us-gaap:CustomerConcentrationRiskMember 2018-01-01 2018-12-31 0001501134 srt:MaximumMember 2018-01-01
2018-12-31 0001501134 nvta:CustomerMember srt:MaximumMember us-gaap:SalesRevenueNetMember
us-gaap:CustomerConcentrationRiskMember 2018-01-01 2018-12-31 0001501134 nvta:CustomerMember
us-gaap:AccountsReceivableMember us-gaap:CustomerConcentrationRiskMember 2017-01-01 2017-12-31
0001501134 srt:MaximumMember us-gaap:CustomerRelationshipsMember 2018-01-01 2018-12-31 0001501134
nvta:CustomerMember us-gaap:SalesRevenueNetMember us-gaap:CustomerConcentrationRiskMember 2017-01-01
2017-12-31 0001501134 nvta:CustomerMember us-gaap:SalesRevenueNetMember
us-gaap:CustomerConcentrationRiskMember 2016-01-01 2016-12-31 0001501134 nvta:CustomerMember
us-gaap:SalesRevenueNetMember us-gaap:CustomerConcentrationRiskMember 2018-01-01 2018-12-31 0001501134
us-gaap:Furniture AndFixturesMember 2018-01-01 2018-12-31 0001501134 us-gaap:EquipmentMember 2018-01-01
2018-12-31 0001501134 us-gaap:SoftwareAndSoftwareDevelopmentCostsMember 2018-01-01 2018-12-31
0001501134 us-gaap: AutomobilesMember 2018-01-01 2018-12-31 0001501134
us-gaap:ComputerEquipmentMember 2018-01-01 2018-12-31 0001501134 srt:MinimumMember 2018-01-01



Edgar Filing: Invitae Corp - Form 10-K

2018-12-31 0001501134 srt:MinimumMember us-gaap:CustomerRelationshipsMember 2018-01-01 2018-12-31
0001501134 srt:MaximumMember 2018-01-01 2018-01-01 0001501134
us-gaap:AccountingStandardsUpdate201409Member 2018-01-01 0001501134 nvta:DiagnosticTestsMember
nvta:ChangelnEstimateOfRevenueRecognitionMember 2018-01-01 2018-12-31 0001501134
us-gaap:AccountingStandardsUpdate201409Member

us-gaap:DifferenceBetweenRevenueGuidancelnEffectBefore AndAfterTopic606Member 2018-01-01 2018-12-31
0001501134 us-gaap: AccountingStandardsUpdate201409Member
us-gaap:CalculatedUnderRevenueGuidancelnEffectBeforeTopic606Member 2018-01-01 2018-12-31 0001501134
nvta:DiagnosticTestsMember us-gaap: AccountingStandardsUpdate201409Member
us-gaap:DifferenceBetweenRevenueGuidancelnEffectBefore AndAfterTopic606Member 2018-01-01 2018-12-31
0001501134 nvta:DiagnosticTestsMember us-gaap: AccountingStandardsUpdate201409Member
us-gaap:CalculatedUnderRevenueGuidancelnEffectBeforeTopic606Member 2018-01-01 2018-12-31 0001501134
nvta:InstitutionsMember nvta:DiagnosticTestsMember 2017-01-01 2017-12-31 0001501134
nvta:PatientInsuranceMember nvta:DiagnosticTestsMember 2017-01-01 2017-12-31 0001501134
nvta:PatientInsuranceMember nvta:DiagnosticTestsMember 2018-01-01 2018-12-31 0001501134
nvta:InstitutionsMember nvta:DiagnosticTestsMember 2018-01-01 2018-12-31 0001501134
nvta:PatientDirectMember nvta:DiagnosticTestsMember 2018-01-01 2018-12-31 0001501134
nvta:PatientDirectMember nvta:DiagnosticTestsMember 2017-01-01 2017-12-31 0001501134
us-gaap:AccountingStandardsUpdate201409Member
us-gaap:DifferenceBetweenRevenueGuidancelnEffectBeforeAndAfterTopic606Member 2018-12-31 0001501134
us-gaap:AccountingStandardsUpdate201409Member
us-gaap:CalculatedUnderRevenueGuidancelnEffectBeforeTopic606Member 2018-12-31 0001501134
nvta:GoodStartGeneticsIncMember us-gaap:CustomerRelationshipsMember 2017-08-04 2017-08-04 0001501134
nvta:GoodStartGeneticsIncMember us-gaap:DevelopedTechnologyRightsMember 2017-08-04 2017-08-04
0001501134 nvta:GoodStartGeneticsincMember us-gaap:DevelopedTechnologyRightsMember 2017-08-04
0001501134 nvta:GoodStartGeneticsIncMember us-gaap:CustomerRelationshipsMember 2017-08-04 0001501134
nvta:GoodStartGeneticsIncMember us-gaap:TradeNamesMember 2017-08-04 0001501134
nvta:GoodStartGeneticsIncMember 2017-08-04 0001501134 nvta:GoodStartGeneticsIncMember
us-gaap:TradeNamesMember 2017-08-04 2017-08-04 0001501134 nvta:AltaVoiceMember 2017-01-06 0001501134
nvta:AltaVoiceMember us-gaap:CustomerRelationshipsMember 2017-01-06 0001501134 nvta: AltaVoiceMember
us-gaap:NoncompeteAgreementsMember 2017-01-06 0001501134 nvta:AltaVoiceMember
us-gaap:DevelopedTechnologyRightsMember 2017-01-06 0001501134 nvta:OmmdomIncMember 2017-06-11
2017-06-11 0001501134 nvta:CombiMatrixCorporationMember us-gaap:SeriesFPreferredStockMember 2017-07-31
2017-07-31 0001501134 nvta:AltaVoiceMember 2017-01-06 2017-01-06 0001501134 nvta:OmmdomIncMember
us-gaap:CommonStockMember 2018-06-01 2018-06-30 0001501134 nvta: AltaVoiceMember

us-gaap:General AndAdministrativeExpenseMember 2018-01-01 2018-12-31 0001501134
nvta:CombiMatrixCorporationMember 2018-12-31 0001501134 nvta:CombiMatrixCorporationMember
us-gaap:CommonStockMember us-gaap:General AndAdministrativeExpenseMember 2017-07-31 2017-07-31
0001501134 nvta:GoodStartGeneticsincMember us-gaap:CommonStockMember

us-gaap:General AndAdministrativeExpenseMember 2017-08-04 2017-08-04 0001501134
nvta:GoodStartGeneticsIncMember us-gaap:CommonStockMember 2017-08-04 2017-08-04 0001501134
nvta:AltaVoiceMember us-gaap:CommonStockMember 2017-01-06 2017-01-06 0001501134
us-gaap:EmployeeStockOptionMember nvta:CombiMatrixCorporationMember 2017-07-31 2017-07-31 0001501134
nvta:AltaVoiceMember nvta:OtherIncomeExpenseMember 2017-01-01 2017-12-31 0001501134
nvta:CombiMatrixCorporationMember us-gaap:CustomerRelationshipsMember 2018-01-01 2018-12-31 0001501134
nvta:AltaVoiceMember us-gaap:NoncompeteAgreementsMember 2018-01-01 2018-12-31 0001501134
nvta:GoodStartGeneticsIncMember us-gaap:CommonStockMember 2018-12-31 0001501134 nvta:AltaVoiceMember
2018-03-31 0001501134 srt:MaximumMember nvta:AltaVoiceMember
nvta:NewContingentMilestoneBasedOnAchievingRevenueTargetDuringTwoThousandSeventeen AndTwoThousandEighteenM
us-gaap:ScenarioForecastMember 2019-03-31 0001501134 us-gaap:RestrictedStockUnitsRSUMember
nvta:CombiMatrixCorporationMember us-gaap:General And AdministrativeExpenseMember



Edgar Filing: Invitae Corp - Form 10-K

us-gaap:CommonStockMember 2017-07-31 2017-07-31 0001501134 nvta:CombiMatrixCorporationMember
us-gaap:CommonStockMember 2017-07-31 0001501134 nvta:OmmdomIncMember us-gaap:CommonStockMember
2017-06-11 2017-06-11 0001501134 nvta:AltaVoiceMember us-gaap:CommonStockMember 2018-04-01 2018-04-30
0001501134 nvta:AltaVoiceMember us-gaap:General AndAdministrativeExpenseMember 2017-01-01 2017-12-31
0001501134 nvta:AltaVoiceMember
nvta:NewContingentMilestoneBasedOnAchievingRevenueTargetDuringTwoThousandSeventeen AndTwoThousandEighteenM
us-gaap:ScenarioForecastMember 2019-03-31 2019-03-31 0001501134 nvta:CombiMatrixCorporationMember
nvta:SeriesFWarrantsMember 2017-07-31 2017-07-31 0001501134 nvta:CombiMatrixCorporationMember
2017-11-14 0001501134 nvta:CombiMatrixCorporationMember us-gaap:CommonStockMember 2017-07-31
2017-07-31 0001501134 us-gaap:RestrictedStockUnitsRSUMember nvta:CombiMatrixCorporationMember
2017-07-31 2017-07-31 0001501134 nvta:GoodStartGeneticsincMember us-gaap:CustomerRelationshipsMember
2018-01-01 2018-12-31 0001501134 nvta:CombiMatrixCorporationMember 2017-07-31 0001501134
nvta:GoodStartGeneticsIncMember 2017-08-04 2017-08-04 0001501134 nvta:CombiMatrixCorporationMember
us-gaap: WarrantMember 2017-07-31 2017-07-31 0001501134 nvta: AltaVoiceMember
nvta:MilestoneBasedOnCertainThresholdOfRevenue AchievedDuringTwoThousandSeventeenMember 2018-03-31
0001501134 nvta:OmmdomIncMember 2017-06-11 0001501134 nvta:AltaVoiceMember
us-gaap:CommonStockMember 2018-03-31 2018-03-31 0001501134 nvta: AltaVoiceMember
nvta:OtherIncomeExpenseMember 2018-01-01 2018-12-31 0001501134 nvta:GoodStartGeneticsincMember
us-gaap:CommonStockMember us-gaap:General AndAdministrativeExpenseMember 2018-09-01 2018-09-30
0001501134 nvta:CombiMatrixCorporationMember nvta:SeriesDWarrantsMember 2017-07-31 2017-07-31
0001501134 nvta:GoodStartGeneticsincMember us-gaap:CommonStockMember

us-gaap:General AndAdministrativeExpenseMember us-gaap:SubsequentEventMember 2019-01-01 2019-01-31
0001501134 nvta:GoodStartGeneticsincMember us-gaap:CommonStockMember us-gaap:SubsequentEventMember
2019-01-01 2019-01-31 0001501134 nvta:CombiMatrixCorporationMember 2017-07-31 2017-07-31 0001501134
nvta:GoodStartGeneticsIncMember us-gaap:CommonStockMember 2018-09-01 2018-09-30 0001501134
nvta:AltaVoiceMember us-gaap:CommonStockMember 2018-03-31 0001501134 nvta:OmmdomIncMember
us-gaap:TradeNamesMember 2017-06-11 0001501134 nvta:OmmdomIncMember
us-gaap:CustomerRelationshipsMember 2017-06-11 2017-06-11 0001501134 nvta:OmmdomIncMember
us-gaap:DevelopedTechnologyRightsMember 2017-06-11 2017-06-11 0001501134 nvta:OmmdomIncMember
us-gaap:TradeNamesMember 2017-06-11 2017-06-11 0001501134 nvta:OmmdomIncMember
us-gaap:DevelopedTechnologyRightsMember 2017-06-11 0001501134 nvta:OmmdomIncMember
us-gaap:CustomerRelationshipsMember 2017-06-11 0001501134 nvta: AltaVoiceMember
us-gaap:CustomerRelationshipsMember 2017-01-06 2017-01-06 0001501134 nvta:AltaVoiceMember
us-gaap:NoncompeteAgreementsMember 2017-01-06 2017-01-06 0001501134 nvta:AltaVoiceMember
us-gaap:DevelopedTechnologyRightsMember 2017-01-06 2017-01-06 0001501134
nvta:CombiMatrixCorporationMember us-gaap:TradeNamesMember 2017-11-14 0001501134
nvta:CombiMatrixCorporationMember us-gaap:DevelopedTechnologyRightsMember 2017-11-14 0001501134
nvta:CombiMatrixCorporationMember us-gaap:OffMarketFavorableLeaseMember 2017-11-14 0001501134
nvta:CombiMatrixCorporationMember nvta:PatentLicensingAgreementMember 2017-11-14 0001501134
nvta:CombiMatrixCorporationMember us-gaap:CustomerRelationshipsMember 2017-11-14 0001501134
nvta:CombiMatrixCorporationMember us-gaap:CustomerRelationshipsMember 2017-11-14 2017-11-14 0001501134
nvta:CombiMatrixCorporationMember us-gaap:DevelopedTechnologyRightsMember 2017-11-14 2017-11-14
0001501134 nvta:CombiMatrixCorporationMember us-gaap:TradeNamesMember 2017-11-14 2017-11-14
0001501134 nvta:CombiMatrixCorporationMember us-gaap:OffMarketFavorableLeaseMember 2017-11-14
2017-11-14 0001501134 nvta:CombiMatrixCorporationMember nvta:PatentLicensingAgreementMember 2017-11-14
2017-11-14 0001501134 us-gaap:TradeNamesMember 2018-12-31 0001501134 nvta:FavorableLeasesMember
2018-12-31 0001501134 nvta:FavorableLeasesMember 2018-01-01 2018-12-31 0001501134
us-gaap:DevelopedTechnologyRightsMember 2018-01-01 2018-12-31 0001501134
us-gaap:DevelopedTechnologyRightsMember 2018-12-31 0001501134 nvta:PatentLicensingAgreementMember
2018-12-31 0001501134 us-gaap:CustomerRelationshipsMember 2018-12-31 0001501134
nvta:PatentLicensingAgreementMember 2018-01-01 2018-12-31 0001501134



Edgar Filing: Invitae Corp - Form 10-K

us-gaap:NoncompeteAgreementsMember 2018-12-31 0001501134 us-gaap:Noncompete AgreementsMember
2018-01-01 2018-12-31 0001501134 us-gaap:TradeNamesMember 2018-01-01 2018-12-31 0001501134
us-gaap:CustomerRelationshipsMember 2018-01-01 2018-12-31 0001501134 nvta:OmmdomIncMember 2017-12-31
0001501134 nvta:AltaVoiceMember 2018-12-31 0001501134 nvta:OmmdomIncMember 2018-12-31 0001501134
nvta:GoodStartGeneticsIncMember 2017-12-31 0001501134 nvta:CombiMatrixCorporationMember 2017-12-31
0001501134 nvta:AltaVoiceMember 2017-12-31 0001501134 nvta:GoodStartGeneticsIncMember 2018-12-31
0001501134 us-gaap:Furniture AndFixturesMember 2018-12-31 0001501134
us-gaap:LeaseholdImprovementsMember 2017-12-31 0001501134 us-gaap: AssetsHeldUnderCapitalLeasesMember
2018-12-31 0001501134 us-gaap:SoftwareAndSoftwareDevelopmentCostsMember 2018-12-31 0001501134
us-gaap:AssetsHeldUnderCapitalLeasesMember 2017-12-31 0001501134 us-gaap:ComputerEquipmentMember
2018-12-31 0001501134 us-gaap: AutomobilesMember 2017-12-31 0001501134
us-gaap:ConstructionIlnProgressMember 2018-12-31 0001501134 us-gaap:ConstructionlnProgressMember
2017-12-31 0001501134 us-gaap:LeaseholdImprovementsMember 2018-12-31 0001501134
us-gaap:ComputerEquipmentMember 2017-12-31 0001501134 us-gaap:EquipmentMember 2017-12-31 0001501134
us-gaap:AutomobilesMember 2018-12-31 0001501134 us-gaap:Software AndSoftwareDevelopmentCostsMember
2017-12-31 0001501134 us-gaap:Furniture AndFixturesMember 2017-12-31 0001501134 us-gaap:EquipmentMember
2018-12-31 0001501134 nvta:AltaVoiceMember us-gaap:FairValuelnputsLevel3Member

us-gaap:General AndAdministrativeExpenseMember 2018-01-01 2018-12-31 0001501134
us-gaap:FairValuelnputsLevel3Member us-gaap:FairValueMeasurementsRecurringMember
nvta:ContingentConsiderationMember 2017-12-31 0001501134 us-gaap:FairValuelnputsLevel3Member
us-gaap:FairValueMeasurementsRecurringMember nvta:ContingentConsiderationMember 2018-12-31 0001501134
us-gaap:FairValuelnputsLevel2Member us-gaap:EstimateOfFairValueFairValueDisclosureMember
us-gaap:FairValueMeasurementsRecurringMember 2017-12-31 0001501134 us-gaap:FairValuelnputsLevel2Member
us-gaap:CarryingReported AmountFairValueDisclosureMember us-gaap:FairValueMeasurementsRecurringMember
2017-12-31 0001501134 us-gaap:FairValueMeasurementsRecurringMember nvta:ContingentConsiderationMember
2017-12-31 0001501134 us-gaap:FairValuelnputsLevel2Member us-gaap:FairValueMeasurementsRecurringMember
2017-12-31 0001501134 us-gaap:FairValuelnputsLevel | Member us-gaap:FairValueMeasurementsRecurringMember
2017-12-31 0001501134 us-gaap:EmployeeStockOptionMember 2018-01-01 2018-12-31 0001501134
nvta:NonEmployeeStockOptionMember 2018-01-01 2018-12-31 0001501134
nvta:EmployeeStockPurchasePlan2015Member 2018-01-01 2018-12-31 0001501134
us-gaap:FairValuelnputsLevel3Member us-gaap:FairValueMeasurementsRecurringMember 2017-12-31 0001501134
us-gaap:FairValuelnputsLevel | Member us-gaap:FairValueMeasurementsRecurringMember
us-gaap:CertificatesOfDepositMember 2017-12-31 0001501134 us-gaap:FairValueMeasurementsRecurringMember
us-gaap:CertificatesOfDepositMember 2017-12-31 0001501134
us-gaap:USGovernmentAgenciesDebtSecuritiesMember 2017-12-31 0001501134
us-gaap:FairValueMeasurementsRecurringMember 2017-12-31 0001501134 us-gaap:CertificatesOfDepositMember
2017-12-31 0001501134 us-gaap:FairValueMeasurementsRecurringMember
us-gaap:USGovernmentAgenciesDebtSecuritiesMember 2017-12-31 0001501134
us-gaap:FairValuelnputsLevel | Member us-gaap:FairValueMeasurementsRecurringMember
us-gaap:USTreasurySecuritiesMember 2017-12-31 0001501134 us-gaap:MoneyMarketFundsMember 2017-12-31
0001501134 us-gaap:FairValuelnputsLevel ] Member us-gaap:FairValueMeasurementsRecurringMember
us-gaap:MoneyMarketFundsMember 2017-12-31 0001501134 us-gaap:FairValueMeasurementsRecurringMember
us-gaap:MoneyMarketFundsMember 2017-12-31 0001501134 us-gaap:USTreasurySecuritiesMember 2017-12-31
0001501134 us-gaap:FairValuelnputsLevel2Member us-gaap:FairValueMeasurementsRecurringMember
us-gaap:USGovernmentAgenciesDebtSecuritiesMember 2017-12-31 0001501134
us-gaap:FairValueMeasurementsRecurringMember us-gaap:USTreasurySecuritiesMember 2017-12-31 0001501134
nvta:ContingentConsiderationMember 2017-12-31 0001501134 nvta:AltaVoiceMember
us-gaap:FairValuelnputsLevel3Member us-gaap:FairValueMeasurementsRecurringMember
nvta:ContingentConsiderationMember 2017-01-31 0001501134 nvta:AltaVoiceMember
us-gaap:FairValuelnputsLevel3Member us-gaap:FairValueMeasurementsRecurringMember
nvta:ContingentConsiderationMember 2018-01-01 2018-12-31 0001501134 srt:MinimumMember



Edgar Filing: Invitae Corp - Form 10-K

nvta:AltaVoiceMember
nvta:NewContingentMilestoneBasedOnAchievingRevenueTargetDuringTwoThousandSeventeen AndTwoThousandEighteenM
us-gaap:ScenarioForecastMember 2019-03-31 0001501134 srt:MaximumMember nvta: AltaVoiceMember
us-gaap:CommonStockMember 2018-12-31 0001501134 us-gaap:FairValuelnputsLevel2Member
us-gaap:FairValueMeasurementsRecurringMember 2018-12-31 0001501134
us-gaap:USGovernmentAgenciesDebtSecuritiesMember 2018-12-31 0001501134
nvta:ContingentConsiderationMember 2018-12-31 0001501134 us-gaap:FairValueMeasurementsRecurringMember
us-gaap:USGovernmentAgenciesDebtSecuritiesMember 2018-12-31 0001501134
us-gaap:FairValueMeasurementsRecurringMember us-gaap:USTreasurySecuritiesMember 2018-12-31 0001501134
us-gaap:FairValuelnputsLevel3Member us-gaap:FairValueMeasurementsRecurringMember 2018-12-31 0001501134
us-gaap:MoneyMarketFundsMember 2018-12-31 0001501134 us-gaap:FairValueMeasurementsRecurringMember
us-gaap:CertificatesOfDepositMember 2018-12-31 0001501134 us-gaap:FairValuelnputsLevel2Member
us-gaap:FairValueMeasurementsRecurringMember us-gaap:USGovernmentAgenciesDebtSecuritiesMember
2018-12-31 0001501134 us-gaap:FairValuelnputsLevel | Member us-gaap:FairValueMeasurementsRecurringMember
us-gaap:MoneyMarketFundsMember 2018-12-31 0001501134 us-gaap:FairValuelnputsLevel I Member
us-gaap:FairValueMeasurementsRecurringMember us-gaap:CertificatesOfDepositMember 2018-12-31 0001501134
us-gaap:FairValuelnputsLevel2Member us-gaap:FairValueMeasurementsRecurringMember
us-gaap:CommercialPaperMember 2018-12-31 0001501134 us-gaap:FairValuelnputsLevel | Member
us-gaap:FairValueMeasurementsRecurringMember us-gaap:CommercialPaperMember 2018-12-31 0001501134
us-gaap:FairValuelnputsLevel2Member us-gaap:FairValueMeasurementsRecurringMember
us-gaap:CertificatesOfDepositMember 2018-12-31 0001501134 us-gaap:FairValueMeasurementsRecurringMember
2018-12-31 0001501134 us-gaap:FairValueMeasurementsRecurringMember us-gaap:CommercialPaperMember
2018-12-31 0001501134 us-gaap:CommercialPaperMember 2018-12-31 0001501134
us-gaap:FairValueMeasurementsRecurringMember nvta:ContingentConsiderationMember 2018-12-31 0001501134
us-gaap:USTreasurySecuritiesMember 2018-12-31 0001501134 us-gaap:FairValueMeasurementsRecurringMember
us-gaap:MoneyMarketFundsMember 2018-12-31 0001501134 us-gaap:FairValuelnputsLevel I Member
us-gaap:FairValueMeasurementsRecurringMember us-gaap:USTreasurySecuritiesMember 2018-12-31 0001501134
us-gaap:FairValuelnputsLevel I Member us-gaap:FairValueMeasurementsRecurringMember 2018-12-31 0001501134
us-gaap:CertificatesOfDepositMember 2018-12-31 0001501134 nvta:KEWIncMember 2018-01-01 2018-12-31
0001501134 nvta:ServiceAgreementsAndLaboratorySuppliesMember 2018-12-31 0001501134
us-gaap:SecuredDebtMember nvta:LoanAndSecurity AgreementMember nvta:SecondTermLoanMember 2017-03-31
0001501134 nvta:LoanAndSecurity AgreementMember nvta:ThirdTermLoanMember 2018-12-31 0001501134
us-gaap:SecuredDebtMember nvta:LoanAndSecurity AgreementMember 2017-03-01 2017-03-31 0001501134
nvta:NotePurchaseAgreementMember us-gaap:CommonStockMember 2018-11-01 2018-11-30 0001501134
nvta:OfficeFacilityInSanFranciscoMember nvta:NewLeasesMember 2015-09-30 0001501134
us-gaap:SecuredDebtMember nvta:LoanAndSecurity AgreementMember nvta:SecondTermLoanMember 2017-03-01
2017-03-31 0001501134 nvta:NotePurchaseAgreementMember
us-gaap:DebtInstrumentRedemptionPeriodTwoMember 2018-01-01 2018-12-31 0001501134
us-gaap:SecuredDebtMember nvta:LoanAndSecurity AgreementMember 2018-01-01 2018-12-31 0001501134
nvta:LoanAndSecurity AgreementMember nvta:FirstTermLoanMember 2017-03-01 2017-03-31 0001501134
nvta:CoDevelopmentAgreementMember 2018-12-31 0001501134 nvta:NotePurchaseAgreementMember 2018-01-01
2018-12-31 0001501134 us-gaap:SecuredDebtMember nvta:L.oanAndSecurity AgreementMember 2017-03-31
0001501134 nvta:NotePurchase AgreementMember 2018-12-31 0001501134 nvta:NotePurchase AgreementMember
us-gaap:CommonStockMember 2018-11-30 0001501134 nvta:LoanAndSecurity AgreementMember
nvta:SecondTermLoanMember 2017-03-01 2017-03-31 0001501134 us-gaap:SecuredDebtMember
nvta:LoanAndSecurityAgreementMember 2016-01-01 2016-12-31 0001501134 us-gaap:SecuredDebtMember
nvta:LoanAndSecurity AgreementMember 2018-11-01 2018-11-30 0001501134
nvta:LoanAndSecurityAgreementMember nvta:FirstTermLoanMember 2017-03-31 0001501134
nvta:NotePurchaseAgreementMember us-gaap:DebtInstrumentRedemptionPeriodOneMember 2018-01-01
2018-12-31 0001501134 nvta:CoDevelopmentAgreementMember 2018-01-01 2018-12-31 0001501134
nvta:NotePurchaseAgreementMember 2018-11-30 0001501134 us-gaap:SecuredDebtMember



Edgar Filing: Invitae Corp - Form 10-K

nvta:LoanAndSecurityAgreementMember 2018-12-31 0001501134 nvta:NotePurchaseAgreementMember
nvta:TrancheOneMember 2018-11-30 0001501134 nvta:NotePurchaseAgreementMember
us-gaap:ScenarioForecastMember 2020-01-01 0001501134 us-gaap:SecuredDebtMember

nvta:LoanAndSecurity AgreementMember 2017-01-01 2017-12-31 0001501134
nvta:NotePurchaseAgreementMember nvta:TrancheOneMember 2018-11-01 2018-11-30 0001501134
nvta:LoanAndSecurityAgreementMember nvta:SecondTermLoanMember 2018-03-31 0001501134
us-gaap:SecuredDebtMember nvta:LoanAndSecurity AgreementMember 2018-10-01 2018-12-31 0001501134
srt:MaximumMember us-gaap:SecuredDebtMember nvta:L.oanAndSecurity AgreementMember 2017-03-31
0001501134 srt:MinimumMember us-gaap:SecuredDebtMember nvta:LoanAndSecurity AgreementMember
2017-03-31 0001501134 nvta:OfficeFacilityInSanFranciscoMember nvta:NewLeasesMember 2018-12-31
0001501134 nvta:NotePurchase AgreementMember us-gaap:DebtInstrumentRedemptionPeriodThreeMember
2018-01-01 2018-12-31 0001501134 nvta:NotePurchaseAgreementMember 2018-11-01 2018-11-30 0001501134
srt:MaximumMember nvta:CowenAndCompanyLimitedLiabilityCompanyMember
nvta:CommonStockSalesAgreementMember 2018-08-01 2018-08-31 0001501134
nvta:SeriesAConvertiblePreferredStockConvertedtoCommonStockMember us-gaap:SeriesAPreferredStockMember
us-gaap:SubsequentEventMember 2019-01-01 2019-02-28 0001501134 us-gaap:PrivatePlacementMember
2017-08-01 2017-08-31 0001501134 us-gaap:SeriesAPreferredStockMember us-gaap:PrivatePlacementMember
2017-08-01 2017-08-31 0001501134 nvta:UnderwrittenPublicOfferingMember 2018-04-01 2018-04-30 0001501134
us-gaap:CommonStockMember us-gaap:PrivatePlacementMember 2017-08-31 0001501134
nvta:CowenAndCompanyLimitedLiabilityCompanyMember nvta:CommonStockSalesAgreementMember 2018-08-01
2018-08-31 0001501134 nvta:SeriesAConvertiblePreferredStockConvertedtoCommonStockMember
us-gaap:CommonStockMember us-gaap:SubsequentEventMember 2019-02-28 0001501134
us-gaap:SeriesAPreferredStockMember us-gaap:PrivatePlacementMember 2017-08-31 0001501134
nvta:CowenAndCompanyLimitedLiabilityCompanyMember us-gaap:CommonStockMember
nvta:CommonStockSalesAgreementMember 2018-01-01 2018-12-31 0001501134 us-gaap:CommonStockMember
us-gaap:PrivatePlacementMember 2017-08-01 2017-08-31 0001501134 us-gaap:PrivatePlacementMember
2017-08-31 0001501134 us-gaap:CommonStockMember nvta:UnderwrittenPublicOfferingMember 2018-04-01
2018-04-30 0001501134 us-gaap:CommonStockMember nvta:UnderwrittenPublicOfferingMember 2018-04-30
0001501134 nvta:WarrantsissuedtolenderunderL.oanandSecurity Agreement2018 AmendmentsMember
us-gaap:CommonStockMember 2018-12-31 0001501134 nvta:CombiMatrixCorporationMember
nvta:SeriesFWarrantsMember us-gaap:CommonStockMember 2018-12-31 0001501134
nvta:WarrantsIssuedToLenderUnderLoanAndSecurity AgreementMember us-gaap:CommonStockMember
2018-12-31 0001501134 us-gaap:EmployeeStockOptionMember nvta:StockIncentivePlanMember 2017-12-31
0001501134 us-gaap:RestrictedStockUnitsRSUMember 2018-12-31 0001501134
nvta:EmployeeStockPurchasePlan2015Member 2017-12-31 0001501134 nvta:StockPayableLiabilitiesMember
2017-12-31 0001501134 us-gaap: WarrantMember 2018-12-31 0001501134 us-gaap: WarrantMember 2017-12-31
0001501134 nvta:StockPayableLiabilitiesMember 2018-12-31 0001501134
us-gaap:ContingentConsiderationClassified AsEquityMember 2017-12-31 0001501134
us-gaap:EmployeeStockOptionMember nvta:StockIncentivePlanMember 2018-12-31 0001501134
us-gaap:RestrictedStockUnitsRSUMember 2017-12-31 0001501134 us-gaap:ConvertiblePreferredStockMember
2018-12-31 0001501134 us-gaap:ConvertiblePreferredStockMember 2017-12-31 0001501134
nvta:EmployeeStockPurchasePlan2015Member 2018-12-31 0001501134
us-gaap:ContingentConsiderationClassified AsEquityMember 2018-12-31 0001501134
us-gaap:PrivatePlacementMember 2018-08-01 2018-08-31 0001501134 us-gaap:EmployeeStockOptionMember
nvta:EmployeesAndDirectorsStockOptionsMember 2017-01-01 2017-12-31 0001501134
us-gaap:EmployeeStockOptionMember nvta:EmployeesAndDirectorsStockOptionsMember 2018-01-01 2018-12-31
0001501134 us-gaap:EmployeeStockOptionMember nvta:EmployeesAndDirectorsStockOptionsMember 2016-01-01
2016-12-31 0001501134 us-gaap:EmployeeStockOptionMember nvta:StockIncentivePlanMember 2016-01-01
2016-12-31 0001501134 us-gaap:RestrictedStockUnitsRSUMember 2016-01-01 2016-12-31 0001501134
nvta:PerformanceRestrictedStockUnitsRsusMember nvta:StockIncentivePlan2015Member 2017-01-01 2017-12-31
0001501134 nvta:EmployeeStockPurchasePlan2015Member 2017-01-01 2017-12-31 0001501134



Edgar Filing: Invitae Corp - Form 10-K

srt:MaximumMember nvta:StockIncentivePlan2010Member 2018-01-01 2018-12-31 0001501134
nvta:EmployeeStockPurchasePlan2015Member 2016-01-01 2016-12-31 0001501134
nvta:EmployeeStockPurchasePlan2015Member 2015-01-01 2015-01-31 0001501134
us-gaap:RestrictedStockUnitsRSUMember 2017-01-01 2017-12-31 0001501134
us-gaap:EmployeeStockOptionMember nvta:StockIncentivePlanMember 2018-01-01 2018-12-31 0001501134
us-gaap:EmployeeStockOptionMember nvta:StockIncentivePlanMember 2017-01-01 2017-12-31 0001501134
us-gaap:RestrictedStockUnitsRSUMember 2018-01-01 2018-12-31 0001501134 srt:MinimumMember
nvta:StockIncentivePlan2010Member 2018-01-01 2018-12-31 0001501134
us-gaap:RestrictedStockUnitsRSUMember nvta:StockIncentivePlanMember 2018-01-01 2018-12-31 0001501134
nvta:PerformanceRestrictedStockUnitsRsusMember 2018-12-31 0001501134
nvta:PerformanceRestrictedStockUnitsRsusMember nvta:StockIncentivePlan2015Member 2017-02-01 2017-02-28
0001501134 nvta:StockIncentivePlanMember 2018-01-01 2018-12-31 0001501134
nvta:PerformanceRestrictedStockUnitsRsusMember 2016-01-01 2016-12-31 0001501134
nvta:PerformanceRestrictedStockUnitsRsusMember nvta:StockIncentivePlan2015Member 2016-02-01 2016-02-29
0001501134 nvta:PerformanceRestrictedStockUnitsRsusMember nvta:StockIncentivePlan2015Member 2016-01-01
2016-12-31 0001501134 nvta:PerformanceRestrictedStockUnitsRsusMember 2018-01-01 2018-12-31 0001501134
nvta:CostOfTestRevenueMember 2017-01-01 2017-12-31 0001501134 nvta:CostOfTestRevenueMember 2018-01-01
2018-12-31 0001501134 nvta:CostOfTestRevenueMember 2016-01-01 2016-12-31 0001501134

us-gaap:General AndAdministrativeExpenseMember 2016-01-01 2016-12-31 0001501134
us-gaap:SellingAndMarketingExpenseMember 2018-01-01 2018-12-31 0001501134

us-gaap:General AndAdministrativeExpenseMember 2018-01-01 2018-12-31 0001501134

us-gaap:General AndAdministrativeExpenseMember 2017-01-01 2017-12-31 0001501134
nvta:ResearchAndDevelopmentMember 2016-01-01 2016-12-31 0001501134
nvta:ResearchAndDevelopmentMember 2018-01-01 2018-12-31 0001501134
nvta:ResearchAndDevelopmentMember 2017-01-01 2017-12-31 0001501134
us-gaap:SellingAndMarketingExpenseMember 2016-01-01 2016-12-31 0001501134
us-gaap:SellingAndMarketingExpenseMember 2017-01-01 2017-12-31 0001501134
us-gaap:RestrictedStockUnitsRSUMember nvta:StockIncentivePlanMember
nvta:FirstAnniversaryOfGrantDateMember 2018-01-01 2018-12-31 0001501134
nvta:PerformanceRestrictedStockUnitsRsusMember nvta:StockIncentivePlan2015Member 2018-01-01 2018-12-31
0001501134 us-gaap:RestrictedStockUnitsRSUMember nvta:StockIncentivePlanMember
nvta:SecondAnniversaryOfGrantDateMember 2018-01-01 2018-12-31 0001501134
us-gaap:RestrictedStockUnitsRSUMember nvta:StockIncentivePlanMember
nvta:ThirdAnniversaryOfGrantDateMember 2018-01-01 2018-12-31 0001501134 srt:MaximumMember
nvta:NonEmployeeStockOptionMember 2016-01-01 2016-12-31 0001501134
nvta:NonEmployeeStockOptionMember 2016-01-01 2016-12-31 0001501134 srt:MinimumMember
nvta:NonEmployeeStockOptionMember 2016-01-01 2016-12-31 0001501134 srt:MinimumMember
nvta:NonEmployeeStockOptionMember 2017-01-01 2017-12-31 0001501134 srt:MaximumMember
nvta:NonEmployeeStockOptionMember 2018-01-01 2018-12-31 0001501134 srt:MaximumMember
nvta:NonEmployeeStockOptionMember 2017-01-01 2017-12-31 0001501134 srt:MinimumMember
nvta:NonEmployeeStockOptionMember 2018-01-01 2018-12-31 0001501134
nvta:PerformanceRestrictedStockUnitsRsusMember 2017-01-01 2017-12-31 0001501134 2018-10-01 2018-12-31
0001501134 us-gaap:CaliforniaFranchiseTaxBoardMember 2018-01-01 2018-12-31 0001501134
us-gaap:InternalRevenueServicelRSMember nvta:ExpirationTaxYearUnknownMember 2018-12-31 0001501134
us-gaap:StateAndLocalJurisdictionMember 2018-12-31 0001501134 us-gaap:InternalRevenueServicelRSMember
2018-12-31 0001501134 us-gaap:InternalRevenueServicelRSMember nvta:ExpirationTaxYear2019Member
2018-12-31 0001501134 us-gaap:CaliforniaFranchiseTaxBoardMember us-gaap:ResearchMember 2018-12-31
0001501134 us-gaap:InternalRevenueServicelRSMember us-gaap:ResearchMember 2018-12-31 0001501134
us-gaap:InternalRevenueServicelRSMember 2018-01-01 2018-12-31 0001501134
us-gaap:RestrictedStockUnitsRSUMember 2018-01-01 2018-12-31 0001501134
nvta:EmployeeStockPurchasePlan2015Member 2017-01-01 2017-12-31 0001501134 us-gaap: WarrantMember



Edgar Filing: Invitae Corp - Form 10-K

2018-01-01 2018-12-31 0001501134 nvta:EmployeeStockPurchasePlan2015Member 2018-01-01 2018-12-31
0001501134 us-gaap:EmployeeStockOptionMember 2018-01-01 2018-12-31 0001501134
us-gaap:RestrictedStockUnitsRSUMember 2017-01-01 2017-12-31 0001501134
nvta:PerformanceRestrictedStockUnitsRsusMember 2017-01-01 2017-12-31 0001501134
nvta:SeriesAConvertiblePreferredStockMember 2016-01-01 2016-12-31 0001501134
us-gaap:EmployeeStockOptionMember 2017-01-01 2017-12-31 0001501134
nvta:SeriesAConvertiblePreferredStockMember 2018-01-01 2018-12-31 0001501134
nvta:EmployeeStockPurchasePlan2015Member 2016-01-01 2016-12-31 0001501134
nvta:PerformanceRestrictedStockUnitsRsusMember 2018-01-01 2018-12-31 0001501134
nvta:SeriesAConvertiblePreferredStockMember 2017-01-01 2017-12-31 0001501134 us-gaap: WarrantMember
2017-01-01 2017-12-31 0001501134 nvta:PerformanceRestrictedStockUnitsRsusMember 2016-01-01 2016-12-31
0001501134 us-gaap:EmployeeStockOptionMember 2016-01-01 2016-12-31 0001501134 us-gaap:WarrantMember
2016-01-01 2016-12-31 0001501134 us-gaap:RestrictedStockUnitsRSUMember 2016-01-01 2016-12-31 0001501134
country:CA 2017-01-01 2017-12-31 0001501134 nvta:RestOfWorldMember 2017-01-01 2017-12-31 0001501134
country:US 2018-01-01 2018-12-31 0001501134 country:US 2017-01-01 2017-12-31 0001501134
nvta:RestOfWorldMember 2018-01-01 2018-12-31 0001501134 nvta:RestOfWorldMember 2016-01-01 2016-12-31
0001501134 country:US 2016-01-01 2016-12-31 0001501134 country:CA 2016-01-01 2016-12-31 0001501134
country:CA 2018-01-01 2018-12-31 0001501134 2018-07-01 2018-09-30 0001501134 2018-01-01 2018-03-31
0001501134 2017-07-01 2017-09-30 0001501134 2017-04-01 2017-06-30 0001501134 2017-01-01 2017-03-31
0001501134 2018-04-01 2018-06-30 0001501134 2017-10-01 2017-12-31 is04217:USD nvta:Segment is04217:USD
xbrli:shares nvta:gene xbrli:shares xbrli:pure nvta:Employee

UNITED STATES

SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549

Form 10 K

XANNUAL REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT
OF 1934

For the fiscal year ended December 31, 2018

TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE
° ACT OF 1934

For the transition period from to
Commission File No. 001 36847

Invitae Corporation

(Exact name of the registrant as specified in its charter)

Delaware 27 1701898

(State or other jurisdiction of (I.R.S. Employer

incorporation or organization) Identification No.)

1400 16th Street, San Francisco, California 94103

(Address of principal executive offices, Zip Code)

(415) 374 7782

(Registrant’s telephone number, including area code)

Securities registered pursuant to Section 12(b) of the Act:

Title of each class: Name of each exchange on which registered:

Common Stock, par value $0.0001 per share The New York Stock Exchange
Securities registered pursuant to Section 12(g) of the Act: None
Indicate by check mark if the registrant is a well known seasoned issuer, as defined in Rule 405 of the

Securities Act. Yes x No o



Edgar Filing: Invitae Corp - Form 10-K

Indicate by check mark if the registrant is not required to file reports pursuant to Section 13 or 15(d) of the
Act. Yes o No x

Indicate by check mark whether the registrant: (1) has filed all reports required to be filed by Section 13 or
15(d) of the Securities Exchange Act of 1934 during the preceding 12 months (or for such shorter period
that the registrant was required to file such reports), and (2) has been subject to such filing requirements for
the past 90 days. Yes x No o

Indicate by check mark whether the registrant has submitted electronically every Interactive Data File
required to be submitted pursuant to Rule 405 of Regulation S T (§232.405 of this chapter) during the
preceding 12 months (or for such shorter period that the registrant was required to submit and post such
files). Yes x No o

Indicate by check mark if disclosure of delinquent filers pursuant to ltem 405 of Regulation S K (§229.405
of this chapter) is not contained herein, and will not be contained, to the best of registrant’s knowledge, in
definitive proxy or information statements incorporated by reference in Part Ill of this Form 10 K or any
amendment to this Form 10 K. x




Edgar Filing: Invitae Corp - Form 10-K

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a
non accelerated filer, a smaller reporting company, or an emerging growth company. See the definitions of
“large accelerated filer,” “accelerated filer,” “smaller reporting company” and “emerging growth company” in
Rule 12b 2 of the Exchange Act.
Large accelerated filer o Accelerated filer X
Non-accelerated filer o Smaller reporting company o

Emerging growth company x
If an emerging growth company, indicate by check mark if the registrant has elected not to use the
extended transition period for complying with any new or revised financial accounting standards provided
pursuant to Section 13(a) of the Exchange Act. x
Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b 2 of the
Act). Yes oNo x
As of June 29, 2018, the aggregate market value of common stock held by non affiliates of the Registrant
was approximately $477.8 million, based on the closing price of the common stock as reported on The New
York Stock Exchange for that date.

The number of shares of the registrant’s Common Stock outstanding as of February 22, 2019 was
76,811,562.

DOCUMENTS INCORPORATED BY REFERENCE

ltems 10 (as to directors and Section 16(a) Beneficial Ownership Reporting Compliance), 11, 12, 13 and 14
of Part lll incorporate by reference information from the registrant’s proxy statement to be filed with the
Securities and Exchange Commission in connection with the solicitation of proxies for the registrant’s 2019
Annual Meeting of Stockholders.

10



Edgar Filing: Invitae Corp - Form 10-K

TABLE OF CONTENTS

PARTI

ltem 1. Business

ltem 1A.Risk Factors

Item 1B.Unresolved Staff Comments
ltem 2. Properties

ltem 3. Legal Proceedings

ltem 4. Mine Safety Disclosure

PART I
ltem 5 Market for Rggiglrgnls Qgr.n.mgn Equity. Related Stockholder Matters and Issuer
= Purch f Equi riti
ltem 6. Selected Financial Data
i ion and Analysis of Financial Condition and R
ltem 7A. litative an ntitative Disclosures A Market Risk
Financial ments an lemen

in and Di reements with A ntan nA nting and Financial Di

Item 9A.Controls and Procedures
ltem 9B. Other Information
PART Il
ltem 10. Dir rs, Ex ive Officers an rpor vernan
ltem 11. Executive Compensation
ri wnership of Certain Beneficial Owners and Man
Stockholder Matters
ltem 13. Certain Relationshi nd Rel Tran ion nd Dir
ltem 14. Principal A ntant F i
PART IV
ltem 15. Exhibits. Financial Statement Schedules
ltem 16. Form 10-K Summar
SIGNATURES

ltem 12.

L0 W W2 |2 = IO
RRERE R

I8

BRERRIEE
ol o )|l o @)\ U, VN @}

Mol No2u NoRu NoN No}
NI

»—al\o
S O
.

11



Edgar Filing: Invitae Corp - Form 10-K

PARTI
ITEM 1. Business.
This report contains forward looking statements within the meaning of the Private Securities Litigation
Reform Act of 1995. All statements in this report other than statements of historical fact, including
statements identified by words such as “believe,” “may,” “will,” “estimate,” “continue,” “anticipate,” “intend,
similar expressions, are forward looking statements. Forward looking statements include, but are not
limited to, statements about:
our views regarding the future of genetic testing and its role in mainstream medical practice;
our mission and strategy for our business, products and technology, including our ability to expand our
content and develop new content while maintaining attractive pricing, further enhance our genetic testing
service and the related user experience, build interest in and demand for our tests and attract potential
partners;
the implementation of our business model;
the expected benefits, including cost-savings and synergies, from our acquisitions;
the rate and degree of market acceptance of our tests and genetic testing generally;
our ability to scale our infrastructure and operations in a cost effective manner;
the timing of and our ability to introduce improvements to our genetic testing platform and to expand our
assay to include additional genes;
our expectations with respect to future hiring;
the timing and results of studies with respect to our tests;
developments and projections relating to our competitors and our industry;
our competitive strengths;
the degree to which individuals will share genetic information generally, as well as share any related
potential economic opportunities with us;
our commercial plans, including our sales and marketing expectations;
our ability to obtain and maintain adequate reimbursement for our tests;

regulatory developments in the United States and foreign

countries;
our ability to attract and retain key scientific or management personnel;
our expectations regarding our ability to obtain and maintain intellectual property protection and not infringe
on the rights of others;
our expectations regarding the time during which we will be an emerging growth company under the JOBS
Act;
our ability to obtain funding for our operations and the growth of our business, including potential
acquisitions;
our financial performance;

the impact of accounting pronouncements and our critical accounting policies, judgments,
estimates and assumptions on our financial results;

our expectations regarding our future revenue, cost of revenue, operating expenses and capital
expenditures, and our future capital requirements; and
the impact of tax laws on our business.

LT3 LT LT ” ”

expect”

Forward looking statements are subject to a number of risks and uncertainties that could cause actual
results to differ materially from those expected. These risks and uncertainties include, but are not limited to,
those risks discussed in Item 1A of this report. Although we believe that the expectations and assumptions
reflected in the forward looking statements are reasonable, we cannot guarantee future results, level of
activity, performance or achievements. In addition, neither we nor any other person assumes responsibility

12



Edgar Filing: Invitae Corp - Form 10-K

for the accuracy and completeness of any of these forward looking statements. Any forward looking

statements in this report speak only as of the date of this report. We expressly disclaim any obligation or
undertaking to update any forward looking statements.

2
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This report contains statistical data and estimates that we obtained from industry publications and reports.
These publications typically indicate that they have obtained their information from sources they believe to
be reliable, but do not guarantee the accuracy and completeness of their information. Some data contained
in this report is also based on our internal estimates. Although we have not independently verified the

third party data, we believe it to be reasonable.

In this report, all references to “Invitae,” “we,” “us,” “our,” or “the company” mean Invitae Corporation.
Invitae and the Invitae logo are trademarks of Invitae Corporation. We also refer to trademarks of other
companies and organizations in this report.

Overview

Combining genetic testing services that support patient care throughout life’s journey — from inherited
disease diagnosis, to family planning, to proactive health screening — with a unique, rapidly expanding
network of patients, healthcare providers, biopharma and advocacy partners, Invitae is capturing the broad
potential of genetics and helping to expand its use across the healthcare continuum. Through the custom
design and application of automation, robotics and bioinformatics software solutions tailored to the
complexity of sample processing and complex variant interpretation, Invitae can apply its world-class
clinical expertise to medical interpretation at scale, simplifying the process of obtaining and utilizing
affordable, high-quality genetic information to inform critical healthcare decisions.

By pioneering new ways of sharing and understanding genetic information, Invitae is transforming the field
of genetics from one-dimensional testing to complex information management.

Mission and strategy

Invitae’s mission is to bring comprehensive genetic information into mainstream medical practice to
improve the quality of healthcare for billions of people. Our goal is to aggregate a majority of the world’s
genetic information into a comprehensive network that enables sharing of data among network participants
to improve healthcare and clinical outcomes.

We were founded on four core principles:

Patients should own and control their own genetic information;

Healthcare professionals are fundamental in ordering and interpreting genetic information;

Driving down the price of genetic information will increase its clinical and personal utility; and

Genetic information is more valuable when shared.

Our strategy for long-term growth centers on five key drivers of our business, which we believe work in
conjunction to create a flywheel effect extending our leadership position in the new market we are building:

” M

Expanding our content offering. We intend to continue steadily adding additional content to the Invitae
platform, ultimately leading to affordable access to the personal molecular information relevant

3
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in enabling personalized medicine. The breadth and depth of our offering is a core and central contribution
to an improved user experience.

Creating a unique user experience. A state-of-the-art interactive platform will enhance our service
offering, leverage the uniquely empowering characteristics of online sharing of genetic information and, we
believe, enable a superior economic offering to clients. We intend to continue to expend substantial efforts
developing, acquiring and implementing technology-driven enhancements to our customers’ experience.
We believe that an enhanced user experience and the resulting benefits to our brand and reputation will
help draw customers to us over and above our direct efforts to do so.

Driving volume. We intend to increase our brand equity and visibility through excellent service and a
variety of marketing and promotional techniques, including scientific publications and presentations, sales,
marketing, public relations, social media and web technology vehicles. We believe that rapidly increasing
the volume of customers using our platform helps us to attract partners.

Attracting partners. As we add more customers to our platform, we believe our business becomes
particularly attractive to potential partners that can help the patients in our network further benefit from their
genetic information or that provide us access to new customers who may wish to join our network. We
believe the cumulative effect of the increased volume brought by all of these strategic components will
allow us to lower the cost of our service.

Lowering the cost and price of genetic information. Our goal is to provide customers with a broad
menu of genetic content at a reasonable price and rapid turn-around time in order to grow volume and
further achieve economies of scale. As we do so and benefit from further cost savings, we expect that
those cost savings will allow us to deliver still more comprehensive information at decreasing prices and
further improve the customer experience, allowing us to reap the cumulative benefits from all of the efforts
outlined above.

We seek to differentiate our service in the market by establishing an exceptional experience for our

customers. To that end, we believe that elevating the needs of the customer over those of our other

stakeholders is essential to our success. Thus, in our decision-making processes, we will strive to prioritize,
in order:

*The needs of our customers;

*Motivating our employees to serve our customers; and

*Our long-term stockholder value.

We are certain that focusing on customers as our top priority rather than short-term financial goals is the

best way to build and operate an organization for maximum long-term value creation.

Business overview

We are focused on making comprehensive, high-quality genetic information more accessible by lowering

the cost of genetic testing, by creating a network of partners to increase the utility of genetic information

across the healthcare continuum, and ultimately by managing that information on behalf of our customers.

As our market share grows, we expect that our business will grow in three stages:

1) Genetic testing: making genetic testing more affordable and more accessible with fast turnaround time.
We believe that there is a significant market opportunity for high-volume, low-cost genetic testing that
allows us to serve a large number of customers. We launched our first commercial offering in November
2013 with an offering of approximately 200 genes, growing the test menu over time to include more than
20,000 genes to help diagnose disease, inform family planning, and serve healthy individuals. In 2018,
we accessioned approximately 303,000 samples and generated revenue of $147.7 million reflecting an
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approximate 102% and 117% increase over 2017 volume and revenue, respectively. In 2018, we
achieved a full-year gross profit of $67.6 million, compared to a full-year gross profit of $18.1 million in
2017. In support of our efforts to reduce the cost per test, expand our test menu, and develop a scalable
laboratory infrastructure, we incurred research and development expenses of $63.5 million, $46.5 million
and $44.6 million in 2018, 2017, and 2016, respectively.
Genome network: sharing genetic information on a global scale to advance science and medicine. We
2)are focusing our efforts on partnering with patients, family members, healthcare professionals, payers,
industry professionals, researchers, and clinical trial sponsors to advance the development of our
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genome network. Our goal is to build a network through which individuals can access, aggregate, and
customize information based on their genotype and phenotype and participate in new research, clinical
trials, treatment planning, or other related purposes that may benefit the individual and/or their clinician.
Individuals can also decide to share information if they feel it will benefit them or will contribute more
broadly to furthering knowledge about their conditions.
In addition to investing in informatics solutions and infrastructure to support network development, we have
begun partnering with biopharmaceutical companies, including Alnylam Pharmaceuticals, Inc., Ariad
Pharmaceuticals, Inc. (a subsidiary of Takeda Pharmaceutical Company Limited), AstraZeneca, BioMarin
Pharmaceutical Inc., Blueprint Medicines Corporation, Jazz Pharmaceuticals plc, Merck & Co., Inc.,
MyoKardia, Inc., Parion Sciences, Inc. and others to support clinical trial recruitment and other
research-related initiatives. Our biopharmaceutical industry partnerships are complemented by partnerships
with leading health systems, executive health programs and leading research institutions, including the
Geisinger Health System, the Mayo Clinic, Memorial Sloan Kettering Cancer Center, MedCan, NorthShore
University HealthSystem, and Stanford Health Care, among others.
Genome management: building a secure and trusted genome management infrastructure. By
3)generating and storing large amounts of individualized genetic information for every patient sample, we
believe we can create value over the course of disease or lifetime of a customer.
Competition
Our competitors include companies that offer molecular genetic testing services, including specialty and
reference laboratories that offer traditional single and multi-gene tests. Principal competitors include
companies such as Ambry Genetics, a subsidiary of Konica Minolta Inc.; Athena Diagnostics, a subsidiary
of Quest Diagnostics Incorporated; Baylor Genetics; Blueprint Genetics, Inc.; Centogene AG; Color
Genomics, Inc.; Connective Tissue Gene Test LLC; Cooper Surgical, Inc.; Eurofins Scientific; GeneDx, a
subsidiary of OPKO Health, Inc.; Laboratory Corporation of America Holdings; MNG Laboratories, LLC;
Myriad Genetics, Inc.; Natera, Inc.; Perkin Elmer, Inc.; PreventionGenetics, LLC; Progenity, Inc.; Quest
Diagnostics Incorporated; and Sema4 Genomics; as well as other commercial and academic labs. In
addition, there are a large number of new entrants into the market for genetic information ranging from
informatics and analysis pipeline developers to focused, integrated providers of genetic tools and services
for health and wellness, including lllumina, Inc. which is also one of our suppliers. In addition to the
companies that currently offer traditional genetic testing services and research centers, other established
and emerging healthcare, information technology and service companies may commercialize competitive
products including informatics, analysis, integrated genetic tools and services for health and wellness.
We believe the principal competitive factors in our market are:
*breadth and depth of content;
squality;
ereliability;
saccessibility of results;
turnaround time of testing results;
sprice and quality of tests;
scoverage and reimbursement arrangements with third-party payers;
sconvenience of testing;
*brand recognition of test provider;
«additional value-added services and informatics tools;
«client service; and
*quality of website content.
We believe that we compare favorably with our competitors on the basis of these factors. However, many
of our competitors and potential competitors have longer operating histories, larger customer bases,
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greater brand recognition and market penetration, substantially greater financial, technological and
research and development resources and selling and marketing capabilities, and more experience dealing
with third party payers. As a result, they may be able to respond more quickly to changes in customer
requirements, devote greater resources to the development, promotion and sale of their tests, or sell their
tests at prices designed to win significant levels of market share. We may not be able to compete
effectively against these organizations.

5
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Regulation

Reimbursement

In September 2014, the American Medical Association, or AMA, published new Current Procedural
Terminology, or CPT, codes for genomic sequencing procedures that are effective for dates of service on
or after January 1, 2015. These include genomic sequencing procedure codes for panels, including
hereditary colon cancer syndromes, targeted genomic sequence analysis panels for solid organ
neoplasms, targeted genomic sequence analysis panels for hematolymphoid neoplasm or disorders, whole
exome analyses, and whole genome analyses. In a final determination under the Medicare Clinical
Laboratory Fee Schedule, or CLFS, published in November 2014, the Centers for Medicare and Medicaid
Services, or CMS, set the 2015 payment rate for these codes by the gap fill process. Under the gap fill
process, local Medicare Administrative Contractors, or MACs, establish rates for those codes that each
MAC believes meet the criteria for Medicare coverage and considering laboratory charges and discounts to
charges, resources, amounts paid by other payers for the tests, and amounts paid by the MAC for similar
tests. In 2015, gap-filled payment rates were established for some, but not all, of the above referenced
codes. For those codes for which local gap filled rates were established in 2015, a national limitation
amount for Medicare was established for 2016. Codes for which local gap filled rates were not established
in 2015 were priced by the local MACs in 2016 insofar as an individual MAC determined that such codes
should be covered. Where available, the national limitation amount serves as a cap on the Medicare and
Medicaid payment rates for a test procedure. If we are required to report our tests under these codes, there
can be no guarantees that Medicare (or its contractors) has or will set adequate reimbursement rates for
these codes.

The AMA also released several CPT codes effective January 2016 that may be appropriate to report
certain of our tests. In a November 2015 final determination, CMS set the calendar year 2016 CLFS
payment rate for these new codes by the gap-fill process. CMS and the local MACs went through the
gap-fill process in 2016 and announced final gap-filled rates for 2017 on September 30, 2016. The calendar
year 2017 national limitation amounts for certain codes were significantly less than the rates at which we
have historically offered our tests.

In April 2014, Congress passed the Protecting Access to Medicare Act of 2014, or PAMA, which included
substantial changes to the way in which clinical laboratory services are paid under Medicare. Under the
regulations implementing PAMA, laboratories that realize at least $12,500 in Medicare CLFS revenues
during the six month reporting period and that receive the majority of their Medicare revenue from
payments made under the CLFS or the Physician Fee Schedule must report, beginning in 2017, and then
every three years thereafter (or annually for “advanced diagnostic laboratory tests”), private payer payment
rates and volumes for their tests. We do not believe that our tests meet the current definition of advanced
diagnostic laboratory tests, and therefore believe we are required to report private payer rates for our tests
on an every three years basis. CMS uses the rates and volumes reported by laboratories to develop
Medicare payment rates for the tests equal to the volume weighted median of the private payer payment
rates for the tests. Laboratories that fail to report the required payment information may be subject to
substantial civil money penalties.

As set forth under the regulations implementing PAMA, for tests furnished on or after January 1, 2018,
Medicare payments for clinical diagnostic laboratory tests are paid based upon these reported private payer
rates. For clinical diagnostic laboratory tests that are assigned a new or substantially revised code, initial
payment rates for clinical diagnostic laboratory tests that are not advanced diagnostic laboratory tests will
be assigned by the cross walk or gap fill methodology, as under prior law. Initial payment rates for new
advanced diagnostic laboratory tests will be based on the actual list charge for the laboratory test.

The payment rates calculated under PAMA went into effect starting January 1, 2018. Where applicable,
reductions to payment rates resulting from the new methodology are limited to 10% per test per year in
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each of the years 2018 through 2020 and to 15% per test per year in each of 2021 through 2023 (following
a second round of private payer rate reporting in 2020 to establish rates for 2021 through 2023).

PAMA codified Medicare coverage rules for laboratory tests by requiring any local coverage determination
to be made following the local coverage determination process. PAMA also authorizes CMS to consolidate
coverage policies for clinical laboratory tests among one to four laboratory specific MACs. These same
contractors may also be designated to process claims if CMS determines that such a model is appropriate.
It is unclear whether CMS will proceed with contractor consolidation under this authorization.

PAMA also authorized the adoption of new, temporary billing codes and/or unique test identifiers for

FDA cleared or approved tests as well as advanced diagnostic laboratory tests. The American Medical
Association has created a new section of billing codes, Proprietary Laboratory Analyses, to facilitate
implementation of this section of PAMA. At this time, it is unclear how these codes would apply to our tests.

6
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In March 2018, CMS published a final national coverage determination, or NCD, for next generation
sequencing, or NGS, tests for patients with advanced cancer. The final NCD establishes full coverage for
FDA-approved or FDA-cleared NGS-based companion diagnostic assays when offered for their
FDA-approved or FDA-cleared use(s), ordered by the patient’s treating physician for Medicare beneficiaries
with advanced cancer (recurrent, relapsed, refractory, metastatic, or advanced stage Ill or IV cancer) who
have not have previously been tested with the same test for the same primary diagnosis of cancer or are
seeking repeat testing for a new primary cancer diagnosis, and have decided to seek further cancer
treatment. The final NCD also gives MACs the authority to establish local coverage for NGS-based assays
that are not FDA-approved or FDA-cleared companion diagnostics when offered to patients meeting the
above-referenced criteria. It is unclear, however, whether MACs retain the authority to establish local
coverage for NGS-based tests provided for patients with cancer that do not meet the above-referenced
criteria - e.g., patients with earlier stage cancers or patients with a personal history of cancer - or if such
tests are nationally non-covered under the NCD. If CMS interprets the final NCD to exclude coverage for
patients with earlier stage cancers or patients with a personal history of cancer, MACs will no longer have
discretion to cover our current tests when offered to such patients, notwithstanding historical Medicare
coverage for such tests. An interpretation of the NCD that results in Medicare non-coverage for our current
and future assays would have significant negative impact on our business, financial condition, and results
of operations.

Clinical Laboratory Improvement Amendments of 1988, or CLIA

Our clinical reference laboratories in California are required to hold certain federal certificates to conduct
our business. Under CLIA, we are required to hold certificates applicable to the type of laboratory
examinations we perform and to comply with standards covering personnel, facilities administration,
inspections, quality control, quality assurance and proficiency testing. In 2018, we closed our laboratory in
Cambridge, Massachusetts and transferred operations from that facility to our laboratory in San Francisco,
California.

We have current certifications under CLIA to perform testing at our laboratory locations in San Francisco
and Irvine, California. To renew our CLIA certifications, we are subject to survey and inspection every two
years to assess compliance with program standards. Moreover, CLIA inspectors may make random
inspections of our clinical reference laboratories. The regulatory and compliance standards applicable to
the testing we perform may change over time, and any such changes could have a material effect on our
business.

If our clinical reference laboratories are out of compliance with CLIA requirements, we may be subject to
sanctions such as suspension, limitation or revocation of our CLIA certificates, as well as directed plan of
correction, state on site monitoring, civil money penalties, civil injunctive suit or criminal penalties. We
must maintain CLIA compliance and certifications to be eligible to bill for diagnostic services provided to
Medicare and Medicaid beneficiaries. If we were to be found out of compliance with CLIA requirements and
subjected to sanction, our business could be harmed.

State laboratory licensure

We are required to maintain in-state licenses to conduct testing in California. California laws establish
standards for day to day operations of our laboratories in San Francisco and Irvine. Such laws mandate
proficiency testing, which involves testing of specimens that have been specifically prepared for the
laboratories. If our clinical reference laboratories are out of compliance with California standards, the
California Department of Health Services, or DHS, may suspend, restrict or revoke our licenses to operate
our clinical reference laboratories, assess substantial civil money penalties, or impose specific corrective
action plans. Any such actions could materially affect our business. We maintain current licenses in good
standing with DHS. However, we cannot provide assurance that DHS will at all times in the future find us to
be in compliance with all such laws.
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Several states require the licensure of out of state laboratories that accept specimens from those states
and/or receive specimens from laboratories in those states. Our laboratories hold the required out of state
laboratory licenses for Maryland, New York, Pennsylvania, and Rhode Island.

In addition to having laboratory licenses in New York, our clinical reference laboratories in California are
also required to obtain approval on a test specific basis by the New York State Department of Health, or
NYDOH, before specific testing is performed on samples from New York.

Other states may adopt similar licensure requirements in the future, which may require us to modify, delay
or stop our operations in such jurisdictions. Complying with licensure requirements in new jurisdictions may
be expensive, time consuming, and subject us to significant and unanticipated delays. If we identify any
other state with such requirements, or if we are contacted by any other state advising us of such
requirements, we intend to follow instructions from the state regulators as to how we should comply with
such requirements.

7
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We may also be subject to regulation in foreign jurisdictions as we seek to expand international utilization of
our tests or such jurisdictions adopt new licensure requirements, which may require review of our tests in
order to offer them or may have other limitations such as restrictions on the transport of human blood or
saliva necessary for us to perform our tests that may limit our ability to make our tests available outside of
the United States.

U.S. Food and Drug Administration, or FDA

We provide our tests as laboratory developed tests, or LDTs. CMS and certain state agencies regulate the
performance of LDTs (as authorized by CLIA and state law, respectively).

Historically, the FDA has exercised enforcement discretion with respect to most LDTs and has not required
laboratories that furnish LDTs to comply with the agency’s requirements for medical devices

(e.g., establishment registration, device listing, quality systems regulations, premarket clearance or
premarket approval, and post market controls). In recent years, however, the FDA has stated it intends to
end its policy of general enforcement discretion and regulate certain LDTs as medical devices. To this end,
on October 3, 2014, the FDA issued two draft guidance documents, entitled “Framework for Regulatory
Oversight of Laboratory Developed Tests (LDTs)” and “FDA Notification and Medical Device Reporting for
Laboratory Developed Tests (LDTs),” respectively, that set forth a proposed risk based regulatory
framework that would apply varying levels of FDA oversight to LDTs. The FDA has indicated that it does
not intend to modify its policy of enforcement discretion until the draft guidance documents are finalized.
Subsequently, on January 13, 2017, the FDA published a “discussion paper” in which the agency outlined a
substantially revised “possible approach” to the oversight of LDTs. The discussion paper explicitly states that
it is not a final version of the 2014 draft guidance and that it does not represent the agency’s “formal
position;” rather, the discussion paper describes the evolution of the agency’s thinking on LDTs, which the
agency posted to “spur further dialogue.” Notably, in the discussion paper, the agency expressed its
willingness to consider “grandfathering” currently marketed LDTs from most or all FDA regulatory
requirements. It is unclear at this time when, or if, the FDA will finalize its plans to end enforcement
discretion, and even then, the new regulatory requirements are expected to be phased in over time.
Nevertheless, the FDA may decide to regulate certain LDTs on a case by case basis at any time.
Legislative proposals addressing the FDA’s oversight of LDTs have been introduced in previous
Congresses, and we expect that new legislative proposals will be introduced from time to time. The
likelihood that Congress will pass such legislation and the extent to which such legislation may affect the
FDA'’s plans to regulate certain LDTs as medical devices is difficult to predict at this time.

If the FDA ultimately regulates certain LDTs as medical devices, whether via final guidance, final regulation,
or as instructed by Congress, our tests may be subject to certain additional regulatory requirements.
Complying with the FDA'’s requirements for medical devices can be expensive, time consuming, and
subject us to significant or unanticipated delays. Insofar as we may be required to obtain premarket
clearance or approval to perform or continue performing an LDT, we cannot assure you that we will be able
to obtain such authorization. Even if we obtain regulatory clearance or approval where required, such
authorization may not be for the intended uses that we believe are commercially attractive or are critical to
the commercial success of our tests. As a result, the application of the FDA’s medical device requirements
to our tests could materially and adversely affect our business, financial condition, and results of
operations.

Notwithstanding the FDA’s current position with respect to oversight of our tests, we may voluntarily decide
to pursue FDA pre market review for our current tests and/or tests we may offer in the future if we
determine that doing so would be appropriate from a strategic perspective — e.g., if CMS indicated that it no
longer intended to cover tests offered as LDTs.

Failure to comply with applicable FDA regulatory requirements may trigger a range of enforcement actions
by the FDA including warning letters, civil monetary penalties, injunctions, criminal prosecution, recall or
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seizure, operating restrictions, partial suspension or total shutdown of operations, and denial of or
challenges to applications for clearance or approval, as well as significant adverse publicity.

In addition, in November 2013, the FDA issued final guidance regarding the distribution of products labeled
for research use only. Certain of the reagents and other products we use in our tests are labeled as
research use only products. Certain of our suppliers may cease selling research use only products to us
and any failure to obtain an acceptable substitute could significantly and adversely affect our business,
financial condition and results of operations.

8
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HIPAA and HITECH

Under the administrative simplification provisions of the Health Insurance Portability and Accountability Act
of 1996, or HIPAA, as amended by the Health Information Technology for Economic and Clinical Health Act
of 2009, or HITECH, the U.S. Department of Health and Human Services issued regulations that establish
uniform standards governing the conduct of certain electronic healthcare transactions and requirements for
protecting the privacy and security of protected health information used or disclosed by covered entities,
including health care providers and their respective business associates, including the business associates’
subcontractors. Four principal regulations with which we are required to comply have been issued in final
form under HIPAA and HITECH: privacy regulations, security regulations, the breach notification rule, and
standards for electronic transactions, which establish standards for common healthcare transactions.

The privacy regulations cover the use and disclosure of protected health information by covered entities as
well as business associates, which are persons or entities that perform certain functions for or on behalf of
a covered entity that involve the creation, receipt, maintenance, or transmittal of protected health
information. Business associates are defined to include a subcontractor to whom a business associate
delegates a function, activity, or service, other than in the capacity of the business associate’s workforce.
As a general rule, a covered entity or business associate may not use or disclose protected health
information except as permitted under the privacy regulations. The privacy regulations also set forth certain
rights that an individual has with respect to his or her protected health information maintained by a covered
entity or business associate, including the right to access or amend certain records containing his or her
protected health information, or to request restrictions on the use or disclosure of his or her protected
health information.

Covered entities and business associates also must comply with the security regulations, which establish
requirements for safeguarding the confidentiality, integrity, and availability of protected health information
that is electronically transmitted or electronically stored. In addition, HITECH established, among other
things, certain breach notification requirements with which covered entities and business associates must
comply. In particular, a covered entity must notify any individual whose unsecured protected health
information is breached according to the specifications set forth in the breach notification rule. A covered
entity must also notify the Secretary of the U.S. Department of Health and Human Services and, under
certain circumstances, the media of a breach of unsecured protected health information.

The HIPAA privacy, security, and breach notification regulations establish a uniform federal “floor” and do not
supersede state laws that are more stringent or provide individuals with greater rights with respect to the
privacy or security of, and access to, their records containing protected health information or insofar as
such state laws apply to personal information that is broader in scope than protected health information as
defined under HIPAA. Massachusetts, for example, has a state law that protects the privacy and security of
personal information of Massachusetts residents. Many states also have laws or regulations that
specifically apply to the use or disclosure of genetic information and that are more stringent than the
standards under HIPAA.

There are significant civil and criminal penalties that may be imposed on a covered entity or business
associate for violating HIPAA. A covered entity or business associate may also be liable for civil money
penalties for a violation that is based on an act or omission of any of its agents, including a downstream
business associate, as determined according to the federal common law of agency. Additionally, to the
extent that we submit electronic healthcare claims and payment transactions that do not comply with the
electronic data transmission standards established under HIPAA and HITECH, payments to us may be
delayed or denied.

Federal and state consumer protection laws

The Federal Trade Commission, or FTC, is an independent U.S. law enforcement agency charged with
protecting consumers and enhancing competition across broad sectors of the economy. The FTC’s primary
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legal authority comes from Section 5 of the FTC Act, which prohibits unfair or deceptive acts or practices in
the marketplace. The FTC has increasingly used this broad authority to police data privacy and security,
using its powers to investigate and bring lawsuits. Where appropriate, the FTC can seek a variety of
remedies, such as but not limited to the implementation of comprehensive privacy and security programs,
biennial assessments by independent experts, monetary redress to consumers, and provision of robust
notice and choice mechanisms to consumers. In addition to its enforcement mechanisms, the FTC uses a
variety of tools to protect consumers’ privacy and personal information, including pursuing enforcement
actions to stop violations of law, conducting studies and issuing reports, hosting public workshops,
developing educational materials, and testifying before the U.S. Congress on issues that affect consumer
privacy.

9

26



Edgar Filing: Invitae Corp - Form 10-K

The vast majority of cases brought by the FTC fall under the “deceptive” prong of Section 5. These cases
often involve a failure on the part of a company to adhere to its own privacy and data protection principles
set forth in its policies. To avoid Section 5 violations, the FTC encourages companies to build privacy
protections and safeguards into relevant portions of the business, and consider privacy and data protection
as the company grows and evolves. In addition, privacy notices should clearly and accurately disclose the
type(s) of information the company collects, how the company uses and shares the information, and the
security measures used by the company to protect the information.

In recent years, the FTC’s enforcement under Section 5 has included alleged violations of the “unfairness”
prong. Many of these cases have alleged that companies were unfair to consumers because they failed to
take reasonable and necessary measures to protect consumer data. The FTC has not provided bright line
rules defining what constitutes “reasonable and necessary measures” for implementing a cybersecurity
program, but it has provided guidance, tips and advice for companies. The FTC has also published past
complaints and consent orders, which it urges companies use as examples to help avoid an FTC
enforcement action, even if a data breach or loss occurs.

In addition to the FTC Act, most U.S. states have unfair and deceptive acts and practices statutes, or
UDAP statutes, that substantially mirror the FTC Act and have been applied in the privacy and data security
context. These vary in substance and strength from state to state. Many have broad prohibitions against
unfair and deceptive acts and practices, while New York’s UDAP statute, for instance, is limited to only
deceptive acts and practice. These statutes generally allow for private rights of action and are enforced by
the states’ Attorneys General. In addition, every U.S. state has a data breach notification law that requires
entities to report certain security incidents to affected consumers and state regulators.

International privacy and data protection laws

There are a growing number of jurisdictions all over the world that have privacy and data protection laws.
These laws are typically triggered by a company’s establishment or physical location in the jurisdiction, data
processing activities that take place in the jurisdiction, and/or the processing of personal information about
individuals located in that jurisdiction. Certain international privacy and data protection laws, such as those
in the European Union, can be more restrictive and prescriptive than those in the U.S., while other
jurisdictions can have laws less restrictive or prescriptive than those in the U.S. Enforcement of these laws
vary from jurisdiction to jurisdiction, with a variety of civil or criminal penalties.

The European Union’s General Data Protection Regulation, or GDPR, took effect in May 2018. The GDPR
applies to any business, regardless of its location, that provides goods or services to residents in the
European Union. The GDPR imposes strict requirements on controllers and processors of personal data,
including special protections for “sensitive information” which includes health and genetic information of data
subjects residing in the European Union. The GDPR also grants individuals various rights in relation to their
personal data including the right to access, rectification, objection to processing and deletion, and provides
an individual with an express right to seek legal remedies if the individual believes his or her rights have
been violated. Failure to comply with the requirements of the GDPR and the related national data protection
laws of the member states of the European Union, which may deviate slightly from the GDPR, may result in
significant fines.

Federal, state and foreign fraud and abuse laws

In the United States, there are various fraud and abuse laws with which we must comply, and we are
potentially subject to regulation by various federal, state and local authorities, including CMS, other
divisions of the U.S. Department of Health and Human Services (e.g., the Office of Inspector General), the
U.S. Department of Justice, and individual U.S. Attorney offices within the Department of Justice, and state
and local governments. We also may be subject to foreign fraud and abuse laws.

In the United States, the federal Anti Kickback Statute prohibits knowingly and willfully offering, paying,
soliciting or receiving remuneration, directly or indirectly, overtly or covertly, in cash or in kind, to induce or
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in return for the referral of an individual for the furnishing of or arranging for the furnishing of any item or
service for which payment may be made in whole or in part by a federal healthcare program, or the
purchasing, leasing, ordering or arranging for or recommending purchasing, leasing or ordering of any
good, facility, service or item for which payment may be made in whole or in part by a federal healthcare
program. Many courts have held that the Anti Kickback Statute may be violated if any one purpose of the
remuneration is to induce or reward patient referrals or other federal healthcare program business,
regardless of whether there are other legitimate purposes for the arrangement. The definition of
‘remuneration” has been broadly interpreted to include anything of value, including gifts, discounts, credit
arrangements, payments of cash, consulting fees, waivers of co payments,

10
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ownership interests, and providing anything at less than its fair market value. The Anti Kickback Statute is
broad and may technically prohibit many innocuous or beneficial arrangements within the healthcare
industry. The Anti-Kickback Statute includes several statutory exceptions, and the U.S. Department of
Health and Human Services has issued a series of regulatory “safe harbors.” These exceptions and safe
harbor regulations set forth certain requirements for various types of arrangements, which, if met, will
protect the arrangement from potential liability under the Anti Kickback Statute. Although full compliance
with the statutory exceptions or regulatory safe harbors ensures against liability under the federal

Anti Kickback Statute, the failure of a transaction or arrangement to fit within a specific statutory exception
or regulatory safe harbor does not necessarily mean that the transaction or arrangement is illegal or that
prosecution under the federal Anti Kickback Statute will be pursued. Penalties for violations of the

Anti Kickback Statute are severe, and include imprisonment, criminal fines, civil money penalties, and
exclusion from participation in federal healthcare programs. Many states also have anti kickback statutes,
some of which may apply to items or services reimbursed by any third party payer, including commercial
insurers.

There are also federal laws related to healthcare fraud and false statements, among others, that apply to
healthcare matters. The healthcare fraud statute prohibits, among other things, knowingly and willfully
executing a scheme to defraud any healthcare benefit program, including private payers. A violation of this
statute is a felony and may result in fines, imprisonment, or exclusion from governmental payer programs
such as the Medicare and Medicaid programs. The false statements statute prohibits, among other things,
knowingly and willfully falsifying, concealing or covering up a material fact, or making any materially false,
fictitious or fraudulent statement in connection with the delivery of or payment for healthcare benefits,
items, or services. A violation of this statute is a felony and may result in fines, imprisonment, or exclusion
from governmental payer programs.

Another development affecting the healthcare industry is the increased enforcement of the federal False
Claims Act and, in particular, actions brought pursuant to the False Claims Act’s “whistleblower” or “qui tam”
provisions. The False Claims Act imposes liability on any person or entity that, among other things,
knowingly presents, or causes to be presented, a false or fraudulent claim for payment by a federal
governmental payer program. The qui tam provisions of the False Claims Act allow a private individual to
bring actions on behalf of the federal government alleging that the defendant has defrauded the federal
government by presenting or causing to be presented a false claim to the federal government and permit
such individuals to share in any amounts paid by the entity to the government in fines or settlement. When
an entity is determined to have violated the False Claims Act, it may be required to pay up to three times
the actual damages sustained by the government, plus civil penalties for each false claim. For penalties
assessed after January 29, 2018, whose associated violations occurred after November 2, 2015, the
penalties range from $11,181 to $22,363 for each false claim. The minimum and maximum per claim
penalty amounts are subject to annual increases for inflation.

In addition, various states have enacted false claim laws analogous to the federal False Claims Act, and
some of these state laws apply where a claim is submitted to any third party payer and not only a
governmental payer program.

Additionally, the civil monetary penalties statute imposes penalties against any person or entity that, among
other things, is determined to have presented or caused to be presented a claim to a federal health
program that the person knows or should know is for an item or service that was not provided as claimed or
for a claim that is false or fraudulent. This law also prohibits the offering or transfer of remuneration to a
Medicare or state healthcare program beneficiary if the person knows or should know it is likely to influence
the beneficiary’s selection of a particular provider, practitioner, or supplier for items or services
reimbursable by Medicare or a state healthcare program. There are several exceptions to the prohibition on
beneficiary inducement.
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A recently enacted law, the Eliminating Kickbacks in Recovery Act of 2018 (“EKRA”), prohibits payments for
referrals to recovery homes, clinical treatment facilities, and laboratories. EKRA’s reach extends beyond
federal health care programs, to include private insurance (i.e., it is an “all payer” statute). For purposes of
EKRA, the term “laboratory” is defined broadly and without reference to any connection to substance use
disorder treatment. EKRA is a criminal statute and violations can result in fines of up to $200,000, up to 10
years in prison, or both, per violation. The law includes a limited number of exceptions, some of which
closely align with corresponding Anti-Kickback Statute exceptions and safe harbors and others that
materially differ.

In Europe various countries have adopted anti bribery laws providing for severe consequences, in the form
of criminal penalties and/or significant fines, for individuals and/or companies committing a bribery offence.
Violations of these anti bribery laws, or allegations of such violations, could have a negative impact on our
business, results of operations and reputation. For instance, in the United Kingdom, under the Bribery Act
2010, which went into effect in July 2011, a bribery occurs when a person offers, gives or promises to give
a financial or other advantage to induce or reward another individual to improperly perform certain functions
or activities, including any function of a public nature. Bribery of foreign public officials also falls within the
scope of the Bribery
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Act 2010. Under the new regime, an individual found in violation of the Bribery Act 2010, faces
imprisonment of up to ten years. In addition, the individual can be subject to an unlimited fine, as can
commercial organizations for failure to prevent bribery.

Physician referral prohibitions

A federal law directed at “self referrals,” commonly known as the “Stark Law,” prohibits a physician from
referring a patient to an entity for certain Medicare-covered designated health services, including laboratory
services, if the physician, or an immediate family member, has a financial relationship with the entity,
unless an exception applies. The Stark Law also prohibits an entity from billing for services furnished
pursuant to a prohibited referral. A physician or entity that engages in a scheme to circumvent the Stark
Law’s referral prohibition may be fined up to $100,000 for each such arrangement or scheme. In addition,
any person who presents or causes to be presented a claim to the Medicare program in violation of the
Stark Law is subject to civil monetary penalties of up to $15,000 per service, an assessment of up to three
times the amount claimed and possible exclusion from participation in federal healthcare programs. Bills
submitted in violation of the Stark Law may not be paid by Medicare, and any person collecting any
amounts with respect to any such prohibited bill is obligated to refund such amounts. Many states have
comparable laws that apply to services covered by other third-party payers. The Stark Law also prohibits
state receipt of federal Medicaid matching funds for services furnished pursuant to a prohibited referral.
This provision of the Stark Law has not been implemented by regulations, but some courts have held that
the submission of claims to Medicaid that would be prohibited as self referrals under the Stark Law for
Medicare could implicate the False Claims Act.

Corporate practice of medicine

Numerous states have enacted laws prohibiting business corporations, such as us, from practicing
medicine and employing or engaging clinicians to practice medicine, generally referred to as the prohibition
against the corporate practice of medicine. These laws are designed to prevent interference in the medical
decision making process by anyone who is not a licensed physician. For example, California’s Medical
Board has indicated that determining what diagnostic tests are appropriate for a particular condition and
taking responsibility for the ultimate overall care of the patient, including providing treatment options
available to the patient, would constitute the unlicensed practice of medicine if performed by an unlicensed
person. Violation of these corporate practice of medicine laws may result in civil or criminal fines, as well as
sanctions imposed against us and/or the professional through licensure proceedings.

Intellectual property

We rely on a combination of intellectual property rights, including trade secrets, copyrights, trademarks,
customary contractual protections and, to a lesser extent, patents, to protect our core technology and
intellectual property. With respect to patents, we believe that the practice of patenting individual genes,
along with patenting tools and methods specific to individual genes, has impeded the progress of the
genetic testing industry beyond single gene tests and is antithetical to our core principle that patients
should own and control their own genomic information. In recent years the U.S. Supreme Court has issued
a series of unanimous (9 0) decisions setting forth limits on the patentability of natural phenomena, natural
laws, abstract ideas and their applications—i.eéMayo Collaborative v. Prometheus Laboratories (2012), or
Mayo, Association for Molecular Pathology v. Myriad Genetics (2013), or Myriad, and Alice Corporation v.
CLS Bank (2014), or Alice. As discussed below, we believe the Mayo, Myriad and Alice decisions bring
clarity to the limits to which patents may cover specific genes, mutations of such genes, or gene specific
technology for determining a patient’s genomic information.

12

31



Edgar Filing: Invitae Corp - Form 10-K

Patents

U.S. Supreme Court cases have clarified that naturally occurring DNA sequences are natural phenomena,
which should not be patentable. On June 13, 2013, the U.S. Supreme Court decided Myriad, a case
challenging the validity of patent claims held by Myriad relating to the cancer genes BRCA1 and BRCA2.
The Myriad Court held that genomic DNAs that have been isolated from, or have the same sequence as,
naturally occurring samples, such as the DNA constituting the BRCA1 and BRCA2 genes or fragments
thereof, are not eligible for patent protection. Instead, the Myriad Court held that only those complementary
DNAs (cDNAs) which have a sequence that differs from a naturally occurring fragment of genomic DNA
may be patent eligible. Because it will be applied by other courts to all gene patents, the holding in Myriad
also invalidates patent claims to other genes and gene variants. Prior to Myriad, on August 16, 2012, the
U.S. Court of Appeals for the Federal Circuit had held that certain patent claims of Myriad directed to
methods of comparing or analyzing BRCA1 and BRCA2 sequences to determine whether or not a person
has a variant or mutation are unpatentable abstract processes, and Myriad did not appeal such ruling.

We do not currently have any patents or patent applications directed to the sequences of specific genes or
variants of such genes, nor do we rely on any such in licensed patent rights of any third party. We believe
that correlations between specific gene variants and a person’s susceptibility to certain conditions or
diseases are natural laws that are not patentable under the U.S. Supreme Court’s decision in Mayo. The
Mayo case involved patent claims directed to optimizing, on a patient specific basis, the dosage of a
certain drug by measuring its metabolites in a patient. The Mayo Court determined that patent claims
directed at detection of natural correlations, such as the correlation between drug metabolite levels in a
patient and that drug’s optimal dosage for such patient, are not eligible for patent protection. The Mayo
Court held that claims based on this type of comparison between an observed fact and an understanding of
that fact’s implications represent attempts to patent a natural law and, moreover, when the processes for
making the comparison are not themselves sufficiently inventive, claims to such processes are similarly
patent ineligible. On June 19, 2014, the U.S. Supreme Court decided Alice, where it amplified its Mayo and
Myriad decisions and clarified the analytical framework for distinguishing between patents that claim laws of
nature, natural phenomena and abstract ideas and those that claim patent eligible applications of such
concepts. According to the Alice Court, the analysis depends on whether a patent claim directed to a law of
nature, a natural phenomenon or an abstract idea contains additional elements, an “inventive concept,” that
“is sufficient to ensure that the patent in practice amounts to significantly more than a patent upon the
[ineligible concept] itself;” (citingMayo).

We believe that Mayo, Myriad and Alice not only render as unpatentable genes, gene fragments and the
detection of a person’s sequence for a gene, but also have the same effect on generic applications of
conventional technology to specific gene sequences. For example, we believe that generic claims to
primers or probes directed to specific gene sequences and uses of such primers and probes in determining
a person’s genetic information are not patentable. We do not currently have any patents or patent
applications directed to such subject matter nor have we in licensed such patents rights of any third party.
Unlike patents directed to specific genes, we do rely upon, in part, patent protection to protect technology
that is not gene specific and that provides us with a potential competitive advantage as we focus on
making comprehensive genetic information less expensive and more broadly available to our customers. In
this regard, we have issued U.S. patents, pending U.S. patent applications and corresponding non-U.S.
patents and patent applications directed to various aspects of our laboratory, analytic and business
practices. We intend to pursue further patent protection where appropriate.
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Trade secrets

In addition to seeking patent protection for some of our laboratory, analytic and business practices, we also
rely on trade secrets, including unpatented know how, technology and other proprietary information, to
maintain and develop our competitive position. We have developed proprietary procedures for both the
laboratory processing of patient samples and the analysis of the resulting data to generate clinical reports.
For example, we have automated aspects of our processes for curating information about known variants,
identifying variants in an individual’s sequence information, associating those variants with known
information about their potential effects on disease, and presenting that information for review by personnel
responsible for its interpretation and for the delivery of test reports to clinicians. We try to protect these
trade secrets, in part, by taking reasonable steps to keep them confidential. This includes entering into
nondisclosure and confidentiality agreements with parties who have access to them, such as our
employees and certain third parties. We also enter into invention or patent assignment agreements with our
employees and consultants that obligate them to assign to us any inventions developed in the course of
their work for us. However, we may not enter into such agreements with all relevant parties, and these
parties may not abide by the terms of their agreements. Despite measures taken to protect our intellectual
property, unauthorized parties might copy or independently develop and commercially exploit aspects of
our technology or obtain and use information that we regard as proprietary.

Trademarks

We work hard to achieve a high level of quality in our operations and to provide our customers with a
superior experience when interacting with us. As a consequence, our brand is very important to us, as it is
a symbol of our reputation and representative of the goodwill we seek to generate with our customers. As a
consequence, we have invested significant resources in protection of our trademarks.

Environmental matters

Our operations require the use of hazardous materials (including biological materials) that subject us to a
variety of federal, state and local environmental and safety laws and regulations. Some of these regulations
provide for strict liability, holding a party potentially liable without regard to fault or negligence. We could be
held liable for damages and fines as a result of our, or others’, business operations should contamination of
the environment or individual exposure to hazardous substances occur. We cannot predict how changes in
laws or new regulations will affect our business, operations or the cost of compliance.

Raw materials and suppliers

We rely on a limited number of suppliers, or, in some cases, sole suppliers, including Illlumina, Inc.,
Integrated DNA Technologies Incorporated, Qiagen N.V., Roche Holdings Ltd. and Twist Bioscience
Corporation for certain laboratory reagents, as well as sequencers and other equipment and materials
which we use in our laboratory operations. We rely on Illumina as the sole supplier of next generation
sequencers and associated reagents and as the sole provider of maintenance and repair services for these
sequencers. Our laboratory operations could be interrupted if we encounter delays or difficulties in securing
these reagents, sequencers or other equipment or materials, and if we cannot obtain an acceptable
substitute. Any such interruption could significantly affect our business, financial condition, results of
operations and reputation. We believe that there are only a few other manufacturers that are currently
capable of supplying and servicing the equipment necessary for our laboratory operations, including
sequencers and various associated reagents. The use of equipment or materials provided by these
replacement suppliers would require us to alter our laboratory operations. Transitioning to a new supplier
would be time consuming and expensive, may result in interruptions in our laboratory operations, could
affect the performance specifications of our laboratory operations or could require that we revalidate our
tests. We cannot assure you that we would be able to secure alternative equipment, reagents and other
materials, or bring such equipment, reagents and materials on line and revalidate them without
experiencing interruptions in our workflow. If we encounter delays or difficulties in securing, reconfiguring or
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revalidating the equipment and reagents we require for our tests, our business and reputation could be
adversely affected.

Customer concentration

We receive payment for our tests from partners, patients, institutional customers and third-party payers. As
of December 31, 2018, substantially all our revenue has been derived from test reports generated from our
assays. A single payer accounted for 22%, 13%, and 11% of our revenue for the years ended

December 31, 2018, 2017, and 2016, respectively.
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Employees

We had 788 employees as of December 31, 2018.

General Information

We were incorporated in the State of Delaware on January 13, 2010 under the name Locus

Development, Inc. and changed our name to Invitae Corporation in 2012. In February 2015 we completed
an initial public offering of our common stock.

Our principal executive offices are located at 1400 16th Street, San Francisco, California 94103, and our
telephone number is (415) 374 7782. Our website address is www.invitae.com. The information contained
on, or that can be accessed through, our website is not part of this annual report on Form 10 K.

We make available free of charge on our website our annual reports on Form 10 K, quarterly reports on
Form 10 Q, current reports on Form 8 K and amendments to those reports, as soon as reasonably
practicable after we electronically file or furnish such materials to the Securities and Exchange
Commission, or SEC. You may obtain a free copy of these reports in the Investor Relations section of our
website, www.invitae.com. All reports that we file are also available at www.sec.gov.

ITEM 1A. Risk Factors.

Risks related to our business and strategy

We expect to continue incurring significant losses, and we may not successfully execute our plan
to achieve or sustain profitability.

We have incurred substantial losses since our inception. For the years ended December 31, 2018, 2017
and 2016, our net losses were $129.4 million, $123.4 million and $100.3 million, respectively. At

December 31, 2018, our accumulated deficit was $516.7 million. While our revenue has increased over
time, we expect to continue to incur significant losses. In addition, these losses may increase as we focus
on scaling our business and operations and expanding our testing capabilities, which may increase our
operating expenses. In addition, as a result of the integration of acquired businesses, we may be subject to
unforeseen or additional expenditures, costs or liabilities. Our prior losses and expected future losses have
had and will continue to have an adverse effect on our stockholders’ equity, working capital and stock price.
Our failure to achieve and sustain profitability in the future would negatively affect our business, financial
condition, results of operations and cash flows, and could cause the market price of our common stock to
decline.

We began operations in January 2010 and commercially launched our initial assay in late November 2013;
accordingly, we have a relatively limited operating history upon which you can evaluate our business and
prospects. Our limited commercial history makes it difficult to evaluate our current business and makes
predictions about our future results, prospects or viability subject to significant uncertainty. Our prospects
must be considered in light of the risks and difficulties frequently encountered by companies in their early
stage of development, particularly companies in new and rapidly evolving markets such as ours. These
risks include an evolving and unpredictable business model and the management of growth. To address
these risks, we must, among other things, increase our customer base; implement and successfully
execute our business and marketing strategy; identify, acquire and successfully integrate companies,
assets or technologies in areas that are complementary to our business strategy; successfully enter into
other strategic collaborations or relationships; obtain access to capital on acceptable terms and effectively
utilize that capital; identify, hire and successfully integrate additional employees; continue to expand,
automate and upgrade our laboratory, technology and data systems; obtain, maintain and expand coverage
and reimbursement by healthcare payers; provide rapid test turnaround times with accurate results at low
prices; provide superior customer service; respond to competitive developments; and attract, retain and
motivate qualified personnel. We cannot assure you that we will be successful in addressing these risks,
and the failure to do so could have a material adverse effect on our business, prospects, financial condition
and results of operations.
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We have acquired and may continue to acquire businesses or assets, form joint ventures or make
investments in other companies or technologies that could harm our operating results, dilute our
stockholders’ ownership, or cause us to incur debt or significant expense.

As part of our business strategy, we have pursued and may continue to pursue acquisitions of
complementary businesses or assets, as well as technology licensing arrangements. We also may pursue
strategic alliances that leverage our core technology and industry experience to expand our offerings or
distribution, or make investments in other companies. As an organization, we have limited experience with
respect to acquisitions as well as the formation of strategic alliances and joint ventures.
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In 2017, we established a leading position in family health genetic information services through the
strategic acquisition of reproductive health testing capabilities, which included our acquisition of Good Start
Genetics, Inc., or Good Start, a molecular diagnostics company focused on preimplantation and carrier
screening for inherited disorders, and CombiMatrix Corporation, a company specializing in prenatal
diagnosis, miscarriage analysis and pediatric developmental disorders. In 2017 we also acquired AltaVoice,
formerly PatientCrossroads, a patient-centered data company with a global platform for collecting, curating,
coordinating and delivering safeguarded data from patients and clinicians, and Ommdom, Inc. and its
product, CancerGene Connect, an end-to-end platform for collecting and managing genetic family histories
to deliver personalized genetic risk information.

With respect to our acquired businesses and any acquisitions we may make in the future, we may not be
able to integrate these acquisitions successfully into our existing business, and we could assume unknown
or contingent liabilities. Any acquisitions by us also could result in significant write-offs or the incurrence of
debt and contingent liabilities, any of which could harm our operating results. Furthermore, the loss of
customers, payers, partners or suppliers following the completion of any acquisitions by us could harm our
business. For example, we experienced a reduction in Good Start’s sales as a result of the termination of a
contract by a third-party laboratory that had performed expanded carrier screening for Good Start. Changes
in services, sources of revenue, and branding or rebranding initiatives may involve substantial costs and
may not be favorably received by customers, resulting in an adverse impact on our financial results,
financial condition and stock price. Integration of an acquired company or business also may require
management’s time and resources that otherwise would be available for ongoing development of our
existing business. For example, we diverted resources from other projects in order to develop an expanded
carrier screening test as a result of the termination of the third-party laboratory contract with Good Start.
We may also need to divert cash from other uses in order to fund these integration activities. Ultimately, we
may not realize the anticipated benefits of any acquisition, technology license, strategic alliance, joint
venture or investment, or these benefits may take longer to realize than we expected.

To finance any acquisitions or investments, we may raise additional funds. If we raise funds by issuing
equity securities, dilution to our stockholders could result. Any equity securities issued also may provide for
rights, preferences or privileges senior to those of holders of our common stock. If we raise funds by
issuing debt securities, these debt securities would have rights, preferences and privileges senior to those
of holders of our common stock. The terms of debt securities issued or borrowings could impose significant
restrictions on our operations. If we raise funds through collaborations and licensing arrangements, we
might be required to relinquish significant rights to our technologies or products, or grant licenses on terms
that are not favorable to us. If the price of our common stock is low or volatile, we may not be able to
acquire other companies for stock. In addition, our stockholders may experience substantial dilution as a
result of additional securities we may issue for acquisitions. Open market sales of substantial amounts of
our common stock issued to stockholders of companies we acquire could also depress our share price.
Alternatively, we may raise additional funds for our acquisition activities through public or private financings.
Additional funds may not be available on terms that are favorable to us, or at all. In addition, our 2018 Note
Purchase Agreement limits our ability to merge with or acquire other entities, incur debt, incur liens, pay
dividends or other distributions to holders of our capital stock and make investments, in each case subject
to certain exceptions.

If third-party payers, including managed care organizations, private health insurers and government
health plans do not provide adequate reimbursement for our tests or we are unable to comply with
their requirements for reimbursement, our commercial success could be negatively affected.

Our ability to increase the number of billable tests and our revenue will depend on our success achieving
reimbursement for our tests from third-party payers. Reimbursement by a payer may depend on a number
of factors, including a payer’s determination that a test is appropriate, medically necessary, cost-effective
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and has received prior authorization.

Since each payer makes its own decision as to whether to establish a policy or enter into a contract to
cover our tests, as well as the amount it will reimburse for a test, seeking these approvals is a
time-consuming and costly process. In addition, the determination by a payer to cover and the amount it will
reimburse for our tests will likely be made on an indication by indication basis. To date, we have obtained
policy-level reimbursement approval or contractual reimbursement for some indications for our test from
most of the large commercial third-party payers in the United States, and the Centers for Medicare and
Medicaid Services, or CMS, provides reimbursement for our multi-gene tests for hereditary breast
cancer-related disorders as well as colon cancer. We believe that establishing adequate reimbursement
from Medicare is an important factor in gaining adoption from healthcare providers. Our claims for
reimbursement from third-party payers may be denied upon submission, and we must appeal the claims.
The appeals process is time consuming and expensive, and may not result in payment. In cases where
there is not
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a contracted rate for reimbursement, there is typically a greater coinsurance or copayment requirement
from the patient, which may result in further delay or decreased likelihood of collection.

In cases where we have established reimbursement rates with third-party payers, we face additional
challenges in complying with their procedural requirements for reimbursement. These requirements often
vary from payer to payer, and we have needed additional time and resources to comply with them. We
have also experienced, and may continue to experience, delays in or denials of coverage if we do not
adequately comply with these requirements. Our third-party payers have also requested, and in the future
may request, audits of the amounts paid to us. We could be adversely affected if we are required to repay
these or other payers for alleged overpayments due to lack of compliance with their reimbursement
policies. In addition, we have experienced, and may continue to experience, delays in reimbursement when
we transition to being an in-network provider with a payer.

We expect to continue to focus our resources on increasing adoption of, and expanding coverage and
reimbursement for, our current tests and any future tests we may develop. If we fail to expand and maintain
broad adoption of, and coverage and reimbursement for, our tests, our ability to generate revenue could be
harmed and our future prospects and our business could suffer.

Our inability to raise additional capital on acceptable terms in the future may limit our ability to
develop and commercialize new tests and expand our operations.

We expect capital expenditures and operating expenses to increase over the next several years as we
expand our infrastructure, commercial operations, research and development activities and pursue
acquisitions. We believe our existing cash and cash equivalents as of December 31, 2018, revenue from
sales of our tests and available debt under our 2018 Note Purchase Agreement will be sufficient to

meet our anticipated cash requirements for our currently-planned operations for the 12-month period
following the filing date of this report. We may need additional funding to finance operations prior to
achieving profitability, or should we make additional acquisitions. We may seek to raise additional capital
through equity offerings, debt financings, collaborations or licensing arrangements. Additional funding may
not be available to us on acceptable terms, or at all. If we raise funds by issuing equity securities, dilution to
our stockholders would result. Any equity securities issued also may provide for rights, preferences or
privileges senior to those of holders of our common stock. The terms of debt securities issued or
borrowings, if available, could impose significant restrictions on our operations. Our obligations under our
2018 Note Purchase Agreement are subject to covenants, including quarterly covenants to achieve certain
revenue levels as well as additional covenants, including limits on our ability to dispose of assets, undergo
a change in control, merge with or acquire other entities, incur debt, incur liens, pay dividends or other
distributions to holders of our capital stock, repurchase stock and make investments, in each case subject
to certain exceptions. Our obligations under our 2018 Note Purchase Agreement are secured by a security
interest on substantially all of our and certain of our subsidiaries' assets.

The incurrence of additional indebtedness or the issuance of certain equity securities could result in
increased fixed payment obligations and could also result in restrictive covenants, such as limitations on
our ability to incur additional debt or issue additional equity, limitations on our ability to acquire or license
intellectual property rights, and other operating restrictions that could adversely affect our ability to conduct
our business. In addition, the issuance of additional equity securities by us, or the possibility of such
issuance, may cause the market price of our common stock to decline. In the event that we enter into
collaborations or licensing arrangements to raise capital, we may be required to accept unfavorable terms.
These agreements may require that we relinquish or license to a third party on unfavorable terms our rights
to tests we otherwise would seek to develop or commercialize ourselves, or reserve certain opportunities
for future potential arrangements when we might be able to achieve more favorable terms. If we are not
able to secure additional funding when needed, we may have to delay, reduce the scope of or eliminate
one or more research and development programs, selling and marketing initiatives, or potential
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acquisitions. In addition, we may have to work with a partner on one or more aspects of our tests or market
development programs, which could lower the economic value of those tests or programs to our company.
We face intense competition, which is likely to intensify further as existing competitors devote
additional resources to, and new participants enter, the market. If we cannot compete successfully,
we may be unable to increase our revenue or achieve and sustain profitability.

With the development of next generation sequencing, the clinical genetics market is becoming increasingly
competitive, and we expect this competition to intensify in the future. We face competition from a variety of
sources, including:

dozens of relatively specialized competitors focused on inherited clinical genetics and gene sequencing,
such as Ambry Genetics, Inc., a subsidiary of Konica Minolta Inc., Athena Diagnostics, a subsidiary of
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Quest Diagnostics Incorporated, Baylor Genetics, Blueprint Genetics, Inc., Centogene AG, Color
Genomics, Inc., Connective Tissue Gene Test LLC, Cooper Surgical, Inc., Eurofins Scientific, GeneDx, a
subsidiary of OPKO Health, Inc., MNG Laboratories, LLC, Myriad Genetics, Inc., Natera, Inc., Perkin Elmer,
Inc., PreventionGenetics, LLC, Progenity, Inc. and Sema4 Genomics;

a few large, established general testing companies with large market share and significant channel power,
such as Laboratory Corporation of America Holdings and Quest Diagnostics Incorporated;

a large number of clinical laboratories in an academic or healthcare provider setting that perform clinical
genetic testing on behalf of their affiliated institutions and often sell and market more broadly; and

a large number of new entrants into the market for genetic information ranging from informatics and
analysis pipeline developers to focused, integrated providers of genetic tools and services for health and
wellness including lllumina, Inc., which is also one of our suppliers.

Hospitals, academic medical centers and eventually physician practice groups and individual clinicians may
also seek to perform at their own facilities the type of genetic testing we would otherwise perform for them.
In this regard, continued development of equipment, reagents, and other materials as well as databases
and interpretation services may enable broader direct participation in genetic testing and analysis.
Participants in closely related markets such as clinical trial or companion diagnostic testing could converge
on offerings that are competitive with the type of tests we perform. Instances where potential competitors
are aligned with key suppliers or are themselves suppliers could provide such potential competitors with
significant advantages.

In addition, the biotechnology and genetic testing fields are intensely competitive both in terms of service
and price, and continue to undergo significant consolidation, permitting larger clinical laboratory service
providers to increase cost efficiencies and service levels, resulting in more intense competition.

We believe the principal competitive factors in our market are:

preadth and depth of content;

quality;

reliability;

accessibility of results;

turnaround time of testing results;

price and quality of tests;

coverage and reimbursement arrangements with third-party payers;

convenience of testing;

prand recognition of test provider;

additional value-added services and informatics tools;

client service; and

quality of website content.

Many of our competitors and potential competitors have longer operating histories, larger customer bases,
greater brand recognition and market penetration, higher margins on their tests, substantially greater
financial, technological and research and development resources, selling and marketing capabilities,
lobbying efforts, and more experience dealing with third-party payers. As a result, they may be able to
respond more quickly to changes in customer requirements, devote greater resources to the development,
promotion and sale of their tests than we do, sell their tests at prices designed to win significant levels of
market share, or obtain reimbursement from more third-party payers and at higher prices than we do. We
may not be able to compete effectively against these organizations. Increased competition and cost-saving
initiatives on the part of governmental entities and other third-party payers are likely to result in pricing
pressures, which could harm our sales, profitability or ability to gain market share. In addition, competitors
may be acquired by, receive investments from or enter into other commercial relationships with larger,
well-established and well-financed companies as use of next generation sequencing for clinical diagnosis
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and preventative care increases. Certain of our competitors may be able to secure key inputs from vendors
on more favorable terms, devote greater resources to marketing and promotional campaigns, adopt more
aggressive pricing policies and devote substantially more resources to website and systems development
than we
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can. In addition, companies or governments that control access to genetic testing through umbrella
contracts or regional preferences could promote our competitors or prevent us from performing certain
services. In addition, some of our competitors have obtained approval or clearance for certain of their tests
from the U.S. Food and Drug Administration, or FDA. If payers decide to reimburse only for tests that are
FDA-approved or FDA-cleared, or if they are more likely to reimburse for such tests, we may not be able to
compete effectively unless we obtain similar approval or clearance for our tests. If we are unable to
compete successfully against current and future competitors, we may be unable to increase market
acceptance and sales of our tests, which could prevent us from increasing our revenue or achieving
profitability and could cause our stock price to decline.

We may not be able to manage our future growth effectively, which could make it difficult to
execute our business strategy.

Our expected future growth could create a strain on our organizational, administrative and operational
infrastructure, including laboratory operations, quality control, customer service, marketing and sales, and
management. We may not be able to maintain the quality of or expected turnaround times for our tests, or
satisfy customer demand as it grows. We will likely need to continue expanding our sales force to facilitate
our growth, and we may have difficulties locating, recruiting, training and retaining sales personnel. Our
ability to manage our growth properly will require us to continue to improve our operational, financial and
management controls, as well as our reporting systems and procedures. As we grow, any failure of our
controls or interruption of our production facilities or systems will have a larger impact on our business and
financial operations. We plan to implement new enterprise software systems in a number of areas affecting
a broad range of business processes and functional areas. The time and resources required to implement
these new systems is uncertain, and failure to complete these activities in a timely and efficient manner
could adversely affect our operations. If we are unable to manage our growth effectively, it may be difficult
for us to execute our business strategy and our business could be harmed. Future growth in our business
could also make it difficult for us to maintain our corporate culture.

Security breaches, loss of data and other disruptions could compromise sensitive information
related to our business or prevent us from accessing critical information and expose us to liability,
which could adversely affect our business and our reputation.

In the ordinary course of our business, we collect and store sensitive data, including protected health
information, personally identifiable information, credit card information, intellectual property and proprietary
business information owned or controlled by ourselves or our customers, payers and other parties. We
manage and maintain our applications and data utilizing a combination of on-site systems, managed data
center systems and cloud-based data center systems. We also communicate sensitive patient data through
our Invitae Family History Tool, Patient Insights Network, or PIN, and CancerGene Connect platform. In
addition to storing and transmitting sensitive personal information that is subject to myriad legal protections,
these applications and data encompass a wide variety of business-critical information including research
and development information, commercial information, and business and financial information. We face a
number of risks relative to protecting this critical information, including loss of access risk, inappropriate
disclosure, inappropriate modification, and the risk of our being unable to adequately monitor and modify
our controls over our critical information. Any technical problems that may arise in connection with our data
and systems, including those that are hosted by third-party providers, could result in interruptions in our
business and operations. These types of problems may be caused by a variety of factors, including
infrastructure changes, human or software errors, viruses, security attacks, fraud, spikes in customer usage
and denial of service issues. From time to time, large third-party web hosting providers have experienced
outages or other problems that have resulted in their systems being offline and inaccessible. Such outages
could materially impact our business and operations.
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The secure processing, storage, maintenance and transmission of this critical information are vital to our
operations and business strategy, and we devote significant resources to protecting such information.
Although we take what we believe to be reasonable and appropriate measures to protect sensitive
information from unauthorized access or disclosure, our information technology and infrastructure may be
vulnerable to attacks by hackers or viruses or breached due to employee error, malfeasance or other
disruptions. Any such breach or interruption could compromise our networks and the information stored
there could be accessed by unauthorized parties, altered, publicly disclosed, lost or stolen. Any such
access, disclosure or other loss of information could result in legal claims or proceedings, liability under
federal or state laws that protect the privacy of personal information, such as but not limited to the Health
Insurance Portability and Accountability Act of 1996, or HIPAA, the Health Information Technology for
Economic and Clinical Heath Act, or HITECH, state data security and data breach notification laws, and
related regulatory penalties. Although we have implemented security measures and a formal, dedicated
enterprise security program to prevent unauthorized access to patient data, our Invitae Family History Tool,
PIN and CancerGene Connect platform are currently accessible through our online portal and/or through
our mobile
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applications, and there is no guarantee we can protect our online portal or our mobile applications from
breach. Unauthorized access, loss or dissemination could also disrupt our operations (including our ability
to conduct our analyses, provide test results, bill payers or patients, process claims and appeals, provide
customer assistance, conduct research and development activities, collect, process and prepare company
financial information, provide information about our tests and other patient and physician education and
outreach efforts through our website, and manage the administrative aspects of our business) and damage
our reputation, any of which could adversely affect our business.

In addition to security risks, we also face privacy risks. While we have policies that govern our privacy
practices and procedures that aim to keep our practices consistent with such policies, such procedures are
not invulnerable to human error. Should we inadvertently break the privacy promises we make to patients
or consumers, we could receive a complaint from an affected individual or interested privacy regulator,
such as the FTC or a state Attorney General. This risk is heightened given the sensitivity of the data we
collect.

Penalties for failure to comply with a requirement of HIPAA and HITECH vary significantly, and include civil
monetary penalties of up to $1.5 million per calendar year for each provision of HIPAA that is violated. A
person who knowingly obtains or discloses individually identifiable health information in violation of HIPAA
may face a criminal penalty of up to $50,000 and up to one-year imprisonment. The criminal penalties
increase if the wrongful conduct involves false pretenses or the intent to sell, transfer or use identifiable
health information for commercial advantage, personal gain or malicious harm. Penalties for unfair or
deceptive acts or practices under the FTC Act or state Unfair and Deceptive Acts and Practices, or UDAP,
statutes may also vary significantly.

There has been unprecedented activity in the development of data protection regulation around the world.
As a result, the interpretation and application of consumer, health-related and data protection laws in the
United States, Europe and elsewhere are often uncertain, contradictory and in flux. The European Union’s
General Data Protection Regulation, or GDPR, took effect in May 2018. The GDPR applies to any
business, regardless of its location, that provides goods or services to residents in the European Union.
The GDPR imposes strict requirements on controllers and processors of personal data, including special
protections for “sensitive information” which includes health and genetic information of data subjects residing
in the European Union. The GDPR also grants individuals various rights in relation to their personal data
including the right to access, rectification, objection to processing and deletion, and provides an individual
with an express right to seek legal remedies if the individual believes his or her rights have been violated.
Failure to comply with the requirements of the GDPR and the related national data protection laws of the
member states of the European Union, which may deviate slightly from the GDPR, may result in significant
fines.

Additionally, the implementation of GDPR has led other jurisdictions to either amend or propose legislation
to amend their existing data privacy and cybersecurity laws to resemble the requirements of GDPR. For
example, on June 28, 2018, California adopted the California Consumer Privacy Act of 2018, or CCPA and
amended the law in September 2018 to exempt all protected health information (PHI) collected by certain
parties subject to HIPAA. The effective date of the CCPA is January 1, 2020; however, legislators have
stated that they intend to propose amendments to the CCPA before it goes into effect. The CCPA gives
California residents expanded rights to access and delete their personal information, opt out of certain
personal information sharing, and receive detailed information about how their personal information is used.
The CCPA provides for civil penalties for violations, as well as a private right of action for data breaches
that is expected to increase data breach litigation.

It is possible the GDPR, CCPA and other data protection laws may be interpreted and applied in a manner
that is inconsistent with our practices. If so, this could result in government-imposed fines or orders
requiring that we change our practices, which could adversely affect our business. In addition, these
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privacy regulations may differ from country to country and state to state, and may vary based on whether
testing is performed in the United States or in the local country. Complying with these various laws and
regulations could cause us to incur substantial costs or require us to change our business practices and
compliance procedures in a manner adverse to our business. We can provide no assurance that we are or
will remain in compliance with diverse privacy and security requirements in all of the jurisdictions in which
we do business. Failure to comply with privacy and security requirements could result in civil or criminal
penalties, which could have a material adverse effect on our business.

We rely on highly skilled personnel in a broad array of disciplines and, if we are unable to hire,
retain or motivate these individuals, or maintain our corporate culture, we may not be able to
maintain the quality of our services or grow effectively.

Our performance, including our research and development programs and laboratory operations, largely
depend on our continuing ability to identify, hire, develop, motivate and retain highly skilled personnel for all
areas of our organization, including software developers, geneticists, biostatisticians, certified laboratory
scientists and other

20

46



Edgar Filing: Invitae Corp - Form 10-K

scientific and technical personnel to process and interpret our genetic tests. In addition, we expect the need
to continue to expand our sales force with qualified and experienced personnel. Competition in our industry
for qualified employees is intense, and we may not be able to attract or retain qualified personnel in the
future due to the competition for qualified personnel among life science and technology businesses as well
as universities and public and private research institutions, particularly in the San Francisco Bay Area. In
addition, our compensation arrangements, such as our equity award programs, may not always be
successful in attracting new employees and retaining and motivating our existing employees. If we are not
able to attract and retain the necessary personnel to accomplish our business objectives, we may
experience constraints that could adversely affect our ability to scale our business, support our research
and development efforts and our clinical laboratory. We believe that our corporate culture fosters
innovation, creativity and teamwork. However, as our organization grows, we may find it increasingly
difficult to maintain the beneficial aspects of our corporate culture. This could negatively impact our ability
to retain and attract employees and our future success.

We need to scale our infrastructure in advance of demand for our tests, and our failure to generate
sufficient demand for our tests would have a negative impact on our business and our ability to
attain profitability.

Our success depends in large part on our ability to extend our market position, to provide customers with
high quality test reports quickly and at a lower price than our competitors, and to achieve sufficient test
volume to realize economies of scale. In order to execute our business model, we intend to continue to
invest heavily in order to significantly scale our infrastructure, including our testing capacity and information
systems, expand our commercial operations, customer service, billing and systems processes and
enhance our internal quality assurance program. We expect that much of this growth will be in advance of
demand for our tests. Our current and future expense levels are to a large extent fixed and are largely
based on our investment plans and our estimates of future revenue. Because the timing and amount of
revenue from our tests is difficult to forecast, when revenue does not meet our expectations, we may not be
able to adjust our spending promptly or reduce our spending to levels commensurate with our revenue.
Even if we are able to successfully scale our infrastructure and operations, we cannot assure you that
demand for our tests will increase at levels consistent with the growth of our infrastructure. If we fail to
generate demand commensurate with this growth or if we fail to scale our infrastructure sufficiently in
advance of demand to successfully meet such demand, our business, prospects, financial condition and
results of operations could be adversely affected.

If we are not able to continue to generate substantial demand of our tests, our commercial success
will be negatively affected.

Our business model assumes that we will be able to generate significant test volume, and we may not
succeed in continuing to drive clinical adoption of our test to achieve sufficient volumes. Inasmuch as
detailed genetic data from broad-based testing panels such as our tests have only recently become
available at relatively affordable prices, the continued pace and degree of clinical acceptance of the utility of
such testing is uncertain. Specifically, it is uncertain how much genetic data will be accepted as necessary
or useful, as well as how detailed that data should be, particularly since medical practitioners may have
become accustomed to genetic testing that is specific to one or a few genes. Given the substantial amount
of additional information available from a broad-based testing panel such as ours, there may be distrust as
to the reliability of such information when compared with more limited and focused genetic tests. To
generate further demand for our tests, we will need to continue to make clinicians aware of the benefits of
our tests, including the price, the breadth of our testing options, and the benefits of having additional
genetic data available from which to make treatment decisions. Because broad-based testing panels are
relatively new, it may be more difficult or take more time for us to expand clinical adoption of our assay
beyond our current customer base. In addition, clinicians in other areas of medicine may not adopt genetic

47



Edgar Filing: Invitae Corp - Form 10-K

testing for hereditary disease as readily as it has been adopted in hereditary cancer and our efforts to sell
our tests to clinicians outside of oncology may not be successful. A lack of or delay in clinical acceptance of
broad-based panels such as our tests would negatively impact sales and market acceptance of our tests
and limit our revenue growth and potential profitability. Genetic testing is expensive and many potential
customers may be sensitive to pricing. In addition, potential customers may not adopt our tests if adequate
reimbursement is not available, or if we are not able to maintain low prices relative to our competitors. Also,
we plan to introduce patient-initiated testing in 2019, in which we will facilitate the ordering of our genetic
tests through an online network of physicians. Since we have limited experience directly marketing to
patients, we may not be successful in increasing demand for our tests through this new channel.
Patient-initiated testing may also be perceived negatively by our existing customer base of clinicians and
genetic counselors, in which case our core business could be harmed.
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If we are not able to generate demand for our tests at sufficient volume, or if it takes significantly more time
to generate this demand than we anticipate, our business, prospects, financial condition and results of
operations could be materially harmed.

Our success will depend on our ability to use rapidly changing genetic data to interpret test results
accurately and consistently, and our failure to do so would have an adverse effect on our operating
results and business, harm our reputation and could result in substantial liabilities that exceed our
resources.

Our success depends on our ability to provide reliable, high-quality tests that incorporate rapidly evolving
information about the role of genes and gene variants in disease and clinically relevant outcomes
associated with those variants. Errors, such as failure to detect genomic variants with high accuracy, or
mistakes, such as failure to identify, or incompletely or incorrectly identifying, gene variants or their
significance, could have a significant adverse impact on our business.

Hundreds of genes can be implicated in some disorders, and overlapping networks of genes and symptoms
can be implicated in multiple conditions. As a result, a substantial amount of judgment is required in order
to interpret testing results for an individual patient and to develop an appropriate patient report. We classify
variants in accordance with published guidelines as benign, likely benign, variants of uncertain significance,
likely pathogenic or pathogenic, and these guidelines are subject to change. In addition, it is our practice to
offer support to clinicians and geneticists ordering our tests regarding which genes or panels to order as
well as interpretation of genetic variants. We also rely on clinicians to interpret what we report and to
incorporate specific information about an individual patient into the physician’s treatment decision.

The marketing, sale and use of our genetic tests could subject us to liability for errors in, misunderstandings
of, or inappropriate reliance on, information we provide to clinicians or geneticists, and lead to claims
against us if someone were to allege that a test failed to perform as it was designed, if we failed to correctly
interpret the test results, or if the ordering physician were to misinterpret test results or improperly rely on
them when making a clinical decision. In addition, our entry into the reproductive health testing market
exposes us to increased liability. A product liability or professional liability claim could result in substantial
damages and be costly and time-consuming for us to defend. Although we maintain liability insurance,
including for errors and omissions, we cannot assure you that such insurance would fully protect us from
the financial impact of defending against these types of claims or any judgments, fines or settlement costs
arising out of any such claims. Any liability claim, including an errors and omissions liability claim, brought
against us, with or without merit, could increase our insurance rates or prevent us from securing insurance
coverage in the future. Additionally, any liability lawsuit could cause injury to our reputation or cause us to
suspend sales of our tests. The occurrence of any of these events could have an adverse effect on our
reputation and results of operations.

Our industry is subject to rapidly changing technology and new and increasing amounts of
scientific data related to genes and genetic variants and their role in disease. Our failure to develop
tests to keep pace with these changes could make us obsolete.

In recent years, there have been numerous advances in methods used to analyze very large amounts of
genomic information and the role of genetics and gene variants in disease and treatment therapies. Our
industry has and will continue to be characterized by rapid technological change, increasingly larger
amounts of data, frequent new testing service introductions and evolving industry standards, all of which
could make our tests obsolete. Our future success will also depend on our ability to keep pace with the
evolving needs of our customers on a timely and cost-effective basis and to pursue new market
opportunities that develop as a result of technological and scientific advances. Our tests could become
obsolete and our business adversely affected unless we continually update our offerings to reflect new
scientific knowledge about genes and genetic variations and their role in diseases and treatment therapies.
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Our success will depend in part on our ability to generate sales using our internal sales team and
through alternative marketing strategies.

We may not be able to market or sell our current tests and any future tests we may develop effectively
enough to drive demand sufficient to support our planned growth. We currently sell our tests primarily
through our internal sales force. Historically, our sales efforts have been focused primarily on hereditary
cancer and more recently, on reproductive health. Our efforts to sell our tests to clinicians outside of
oncology may not be successful, or may be difficult to do successfully without significant additional selling
and marketing efforts and expense. We significantly increased the size of our sales force in 2017, 2018,
and early 2019. Our future sales will also depend in large part on our ability to develop and substantially
expand awareness of our company and our tests through alternative strategies including through education
of key opinion leaders, through social media-related and online outreach, education and marketing efforts,
and through focused channel partner strategies designed to drive
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demand for our tests. We also plan to increase our consumer advertising in connection with our
introduction of patient-initiated testing in 2019, which could be costly. We have limited experience
implementing these types of marketing efforts. We may not be able to drive sufficient levels of revenue
using these sales and marketing methods and strategies necessary to support our planned growth, and our
failure to do so could limit our revenue and potential profitability.

Outside the United States we use a limited number of distributors to assist with sales, logistics, education
and customer support. Sales practices utilized by our distributors that are locally acceptable may not
comply with sales practices standards required under U.S. laws that apply to us, which could create
additional compliance risk. If our sales and marketing efforts are not successful outside the United States,
we may not achieve significant market acceptance for our tests outside the United States, which could
adversely impact our business.

Impairment in the value of our goodwill or other intangible assets could have a material adverse
effect on our operating results and financial condition.

We record goodwill and intangible assets at fair value upon the acquisition of a business. Goodwill
represents the excess of amounts paid for acquiring businesses over the fair value of the net assets
acquired. Goodwill and indefinite-lived intangible assets are evaluated for impairment annually, or more
frequently if conditions warrant, by comparing the carrying value of a reporting unit to its estimated fair
value. Intangible assets with definite lives are reviewed for impairment when events or circumstances
indicate that their carrying value may not be recoverable. Declines in operating results, divestitures,
sustained market declines and other factors that impact the fair value of a reporting unit could result in an
impairment of goodwill or intangible assets and, in turn, a charge to net income. Any such charges could
have a material adverse effect on our results of operations or financial condition.

Werelyonal
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