
／  

COmitteeandsponsorsofdrugSthatcloselycompetewiththesubjectdrugwouldal1be■■potentiallyaf托cted   

Organizations‖fbrwhichthe丘nancialinterestoftheSGEorregularGovemmentemployeeintheorganization   

WOuldneedtobeconsideredfbrpotentialconnictofinterest．  

Thelistofpotential1yaffbctedproductsand／ororganizationsshouldbetransmittedtothememberwith   

theFDAForm3410sothatthemembercanCOmPletehisnnanCialdisclosuretotheagency，refbrnngtothelist．  

E． Step4－－DoestheempIoyee，OrPerSOnS／organizationswhoseinterestsareimputedto  

him，haveafhancialinterestinoneormoreofthepotentiallyafTbctedproductsand／or  

Organiza鵬ons？  

UnderStep4，Staffshouldexaminethemember’snnanCialdisclosurefbmlanddeterminewhetherthe   

memberorthepersonsororgamizationswhoseinterestsareimputedtohimhave丘nanCialinterestsinthe  

potential1yaf托ctedproductsororganizations・5Theterm‖nnanCialinterest・・meanSthepotentialfbrgalnOr   

losstotheemployee（OrPerSOnS／organizationswhoseinterestsareimputedtohim）asaresultofgovernmental   

actionontheparticularmatter（5CFR2640，103（b）），Disqualifying負nanCialinterestsincludeonlynnanCial  

intereststhatarecurrentlyheld．6Ingeneral，Staffshouldconsiderthennancialinterests（ifany）or  

Themember；   

Themember’sspouseandminorchildren；   

Themember－sgeneralparher（S）；  

5Insomecases－anadvISOryCOmmltteememberwillldentifyarelevanthnanclalinterestthatisnotincludedinthea苧ePCy，slistof  
potentiallyaffectedproductsand／ororganlZations，StaffshouldmcludethlSinterestwhenworkingthroughtheremalmngaPPllCable  
StePSforthatmelnber，andaddtheentitytothellStOfpotentlallyaffectedproductsand／ororganlZationstoconsiderforother  
members，   

6Insomecases，anemPloyeewillhaveafinancialinterestorrelationshipthat，Whilenotadisqualifyingfinanclalinterest，mayCauSea  
reasonablepersonwlthknowledgeoftherelevantfactstoquestionhlSilnpartialltVlnthematter▲See5CFR2635L502，Suchmatters  

ShouldbeevaluatedunderthlSregulatorystandardand，ifappropriate，anirnPartialitydeterminationshouldberequested・  
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・  Prospectiveemployersofthemember7：and   

・  Anyorganizationinwhichthememberservesasanomcer，director，truStee，employee，Orgeneral  

Par血er．  

Thenatureandamountofthosennancialinterestsalsoneedstobedetermined．  

Ifthememberandthepersonsororganizationswhoseinterestsareimputedtohimdonothaveanv員nancial   

interestsinthepotentiallyaffectedproductsororganizations，thenthatindividualmayful1yparticIPateinthe  

meetlng・8Altematively，ifthememberorpersonsororganizationswhoseinterestsareimputedtohimhasnnancial  

interestsinthepotentiallyaffbctedproductsand／ororganizations、Staffshouldproceedtostep5L  

F． Step5－WillthePardcularMatterHaveaDireetandPredictabIeEfrbctonthe  

FinancialInterestoftheEmployeeand／orPersons／OrganizationsWhoseInterestsare  

ImputedtoHim？  

UllderStep5，Staffshouldexarnlnethennancialinterest（s）thattheernPloyeehasreportedonhis   

nnancialdisclosureformanddeterminewhethertheparticularmattertobediscussedatthemeetlngWillhavea   

directandpredictableeffbctonzu－yCurrentfinancialinterestoftheemployeeorthennaJICialinterestofa   

personororganizationwhoseinterestsareimputedtohim・Althoughthequestionof”directandpredictable   

efrbct’つhasbeenexaminedinStep2fortheeffectofthemeetlngaSaWhole，herethequestionisindividualized   

totheparticularnnanCialinterestsheldbv、Orimputedtoフthemember．Foreachinterest，Staffshouldaskif   

thereisaclosecausal】inkbetweenanvdecisionoractiontobetakeninthematterandanyexpectedeffectof   

thematteronthennancialinterest，andifthereisareal－aSOPPOSedtoaspeculativeっpossibihtythatthematter  

AprospectlVeemPloyer、VOuldbeanyonewlthwhomtheemployeehasanyarrangelnentCOnCemlngfutureemploymentorwlth  
lVhomhe／shelSSeekingornegotlatlngforemploylnent 

Seenote6  
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Willaffbctthennancialinterest・ForfurtherdiscussionaboutthemeanlngOf”directandpredictableeffbct，”   

referbacktoSectionIVCofthisdocument．  

Financialintereststhatordinari1ywi11notbeafftctedinadirectandpredictablemannerincludeagrant   

OrCOntraCtbetweenanOrganizationandtheemployeelsuniversitytoconductresearchonaproductthatisnot   

thesu叫ectoftheparticularmatterbefbretheadvisorycommitteeoracompetitorproduct（see5CFR   

2640・103（a）（3），eXamPle2）．  

Iftheanswertothisquestionis＝no，＝nofurtherlnqulrylSneCeSSarytOdeterminewhetherthereisa  

COnflictofinterest，andthemembermayfu11yparticIPateinthemeetlng・9  

Iftheanswertothisquestionis⊂サes，”youshouldproceedtoStep6．  

G・ Step6－AfterAI）PlyingApplicableRegulatoryExemptions）DoestheEmployeeor  

Persons／Organi2：ationsWhoseInterestsareImputedtoHimHaveaDisquali吋ing  

FinancialInterest？  

UnderStep6，StaffshouldconsiderwhetherregulatoryexemptlOnSapPlytothennulCialinterests   

identinedunderStep5．・  

Certain坑nanCialinterestshavebeendeteminedbytheDirectoroftheOfnceofGovernmentEthicsto   

betooremoteortooinconsequentialtoaffecttheintegrityoftheservicesoftheGovemmentofficersor   

employees（see18U・S・C・208（b）（2））・rnleregulationsissuedbytheOmceofGovernmentEthics（OGE）   

expresslyexemptthesefinancialinterestsfromconsideration（see5CFR2640201－206）．Likewiseっsection   

712（c）（2）（A）oftheActexcludesfromconsiderationthosesameinterestsexemptedintheOGEregulations，  

9seenote6 
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StaffshouldconsiderwhetheranyOfthefolloⅥ1ngeXemptlOnSapPly・ForfurtherdescrlptlOnOfeach   

exemptlOn，Seetheapplicableprovisionin5CFR2640フSubpartB・  

● Diversinedmutualftndsandunitinvestmenttrusts（5CFR2640．201（a））．   

・Certainsectormutualfunds（see5CFR2640．201（b））、   

・CertalnemPloyeebenentplans（5CFR2640．201（c））．   

・Certainmattersaffectingmutualfundsandunitinvestmenttrusts（5CFR2640，201（d））・   

・Demlnlm7SeXemPtionsfbrinterestsinsecurities（5CFR2640．202）．   

・Certainfinancialintereststhatmayariseforindividualsonaleaveofabsencefroman  

institutionofhighereducation（see5CFR2640▲203（b））L   

・Certainnnancialintereststhatmayariseforindividualsemployedbvonecampusofa  

multi－CamPuSStateinstitutionofhighereducatlOn（see5CFR2640・203（c））■   

・Certaln貞nanCialintereststhatmayarisefbrindividualswhosennancialinterestsarise  

丘omFederalGovemmentemploymentor丘omSocialSecur吋OrVeteranSbenefits  

（see5CFR2640．203（d））．   

・CertalnemPloymentinterestsofSGEsservingonadvisorycomittees（5CFR  

2640．203（g））．   

・Hospitalemploymentanduse／prescnptlOnOfmedicalproducts丘〉rpatientsfbradvis叩’  

corrlmitteemattersconcemingmedicalproducts（5CFR2640．203（i））・   

・Certainnon－VOtlngrePreSentativemembersofFDAstandingteclmicaladvisory  

COmmtteeS（5CFR2640．203（け  
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If；af［erapplyingtheregulatoryexemptions，therearenodisqualifying負nancialinterests，themember  

mayfu11yparticIPateintheadvisorycommitteemeetlng・10  

Iftheemployeeorthosepersonsororganizationswhoseinterestsareimputedtohimhavedisqualifying   

nnanCialinterests，StaffshouldproceedtoStep7・  

H． Step7－AreThereDisqua）ifyingFinancialInterestsForWhichaWaiverWouIdNot  

丑eCon5idered？  

UnderStep7，Staffshouldreviewthedisqualifying丘nancialinterestsanddeterminewhetheranyissuch   

aslgnincantconnictofinterestthatawaiverwouldnotbeconsidered．  

Thefollowinglistincludesthedisqualifyingnnancialintereststhatareconsideredsosigni鎖cantthata   

waiverwouldnotbeissued：  

・TheSGEorhis／heremployinginstitutionreceives（orisnegotiating）acontract，grant，Or  

CooperativeResearchandDevelopmentAgreement（CRADA）froma坑rmthatisthesponsorof  

theproductapplicationthatisthesubiectofdleParticularmatterinvoIvlngSPeC沌cpartiestobe  

discussedattheadvisorycommitteemeetlng，andtheSGEisorwillbethepnncIPalinvestlgatOr  

OrCO－PnnCipleinvestlgatOrOnthesameproduct／indicationthatisthesu叫ectofthemeetlng・  

● TheSGEorhisnleremployinginstitutionreceives（orisnegotiating）acontract，grant，Or  

CRADA丘oma缶rmthatisthesponsorofaproductlabeledfbrthesameindication（Or，ifan  

investigationalproduct，thathasthesameindicationfbruse）astheproductthatisthesubleCtOf  

theparticularmatterinvoIvingspec漬cpartiestobediscussedattheadvisorycommittee  

1
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meetlng，andtheSGEisorwillbethepnnclpalinvestlgatOrOrCO－PnnClpleinvestlgatOrOnthe  

COmPetingproduct・  

● TheSGEorhis／heremployinginstitutionreceives（orisnegotiating）acontract，grant，Or  

CRADAftomallm－thatisthesponsoroftheproductthatisthesubjectoftheparticularmatter  

invoIvlngSPeCificpaIliestobediscussedattheadvisorycommitteemeetlng，andtheSGEisthe  

headofthedepanmentthatisconductlngOrWillconductthestudiesonthesame  

PrOduct／indicationthatisthesu句ectofthemeetlngフandtheSGE二  

・Receivesorlヽ’illreceivepersonnelorsalarysupport；Or  

・Designs／willdesignoradvises／willadviseonanyaspectoftheclinicaltrial（s）二Or  

・Revie＼＼′SOrWillreviewdataorreportsfromtheclinicaltrial（s），  

・TheSGEorhis／heremployinginstitutionreceives（orisnegotiating）acontractフgrant，Or  

CRADAfromanrmthatisthesponsorofaproductlabeledfbrthesameindication（or．ifan  

investigationalproduct，thathasthesameindicationforuse）astheproductthatisthesubjectof  

theparticularmatterinvoIvlngSPeCificpartiestobediscussedattheadvisorycommittee  

meetlng，andtheSGEistheheadofthedepartmentthatisconductlngOrWi11conductthestudies  

OnthecompetlngPrOduct，andtheSGEニ  

・Receivesorwillreceivepersonnelorsalarysupport；Or  

・Designs／wi11designoradvises／willadviseonanyaspectoftheclinicalthal（s）二Or  

・Revi錮；SOrWillrel▼iewdataorreports丘omtheclinicaltrial（s）．  

Ifstaff’determinesthattheindividualhasoneormoreoftheabovelistednnancialinterests，the   

membershouldnotbeconsideredfbrawaiverandlヽ′OuldnotparticIPateintheadvisorycomittee   

meetlng．  
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AltemativelyフiftheanSWertOthequestionis“no：’staffshouldproceedtoStep8．  

I・ Step8－IstheCombinedValueoftheEmI）loyee，sPersonaIDisqualifyingFinanciaI  

InterestsandThoseofHisSpouseandMinorChildren＄50，0000rLess？   

UnderStep8，Staffshouldcalculatethetotalvalueofthedisqualifyingfinancialintereststhatarehis   

PerSOnalinterests，thoseofhisspouse，andthoseofhisminorchildren．Disqualifyingnnancialinterests   

includeonly魚nanCialintereststhatarecurrentlyheld・SomeexamPlesofanemployee，spersonalhanCial   

interestswouldbestocksorinvestmentsthatheowns，hisprlmaryemPloymentrelationship，hisconsulting   

WOrk，PatentS／royalties／trademarksownedbyhim，hisworkasanexpertwitness，andhis   

teaching／speaking／writingwork・Iftheemployee’sspouseand／orminorchildrenhavepersonaldisqualifying   

interests，theseshouldbeincludedinthetotalvalue・Incalculatingthevalueofanemployee’sdisqualifying   

鎖nanCialinterestsattributedtoa頁nanCialinterestthatextendsintothefuture，SuChasacontractoremployment，   

Staffshouldincludecu汀entnnanCialinterestsoveraoneyearperiodoftime・Forexample，iftheemployeehas   

a＄100，000personalconsultingcontractthatcoversanveyearperiodofwork，hewouldbedeemedtohavea   

nnancialinterestintheconsultingcontractof＄20，000peryear．Iftheemployee’srelationshipisongoingbut   

thereisnospecineddollaramountfbrfuturework，StaffshouldcalculatetheamountOfthennancialinterest   

OVertheprevious12months．   

IfthecombinedvalueofthesedisqualifyingnnanCialinterestsisgreaterthan＄50，000，thememberwould  

notordinarilybeconsideredfbrawaiverandwouldnotparticlpateintheadvisorycomitteemeetlng・11  

Iftheanswertothequestionis’Yes，・，staffshouldproceedtoStep9・12  

11 
Inllmitedcases，FDAmaydeterminethataconflictofinterest、ValVerisapproprlate⊃PrOVidedthattherelevantStatutOryand  

regulatorystandardsaremet・Insuchcases，theCommisslOnerOfFDAwillreviewtherequestandmakeadetenninationonthe  

approprlateneSSOfawaiver．  
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J・ Step9－IstheIndividuaIIsPartieipadonNecessaJγtOAfrbrdtheAdvisorYCommittee  

EssentiaIExpertise？  

UnderStep9，Staffwilldetemnnewhetherawaivermavbeconsideredtopermitthememberto  

particlpateintheadvisorycommitteemeetlng・Asapolicymatter，FDAischooslngtOlimitthewaiversthe   

agencygrantsandharmonizeourimplementationofthevariousstatutoryprovisionsbyapplylngamOre   

StrlngentteStthanWOuldbe requlredinsomecases・BefbreFDAgrantsawalVer，WeWilldeteminethatthe   

individualウsparticIPationisnecessarytoaffordtheadvisorycommitteeessentialexpertise・  

AsdiscussedinSectionIIofthisdocument，FDAmustevaluatethepotentialfbrconnictofinterest，and   

maygrantWaivers，underthreestatutoryprovisions＝SeCtion712（c）（2）oftheAct，18U．S，C．208（b）（1），and18   

U・S・C・208（b）（3）・The”essentialexpeIlise7■testisthestandardfbrgrantingawaiverundersection712（C）（2）（B）   

OftheActfbramernberwhohasapersonaほnanCialinterest（orwhosespouseOrminorchildhasannancial   

interest）thatcouldbeafrbctedbytheadvicegivenwithrespecttothematter．Becausethisisgenerallya   

StrictertestthanthebalanCingtestcontemplatedin18U．S．C．208（b）（3）foranSGE”Whethertheiこneedforthe   

individual†sservicesoutweighsthepotentialforaconnictofinterestcreatedbvthe員naJICialinterestinvoIved’’   

－WhenFDAfindsthatanSGEqualinesfbrawaiverundersection712（c）（2）（B）oftheAct，theSGEwould   

Ordinarilyalsoqualifyfbrawai＼▼erunder18U．S．C．2O8（b）（3）．  

Inordertodeteminethattheemployee’sparticIPationisnecessarytoaffbrdthecommtteeessential   

expertiserstaffshouldperfbrmaneedsanalvsisthatdemonstratesthatthememberprovidesimportantexpertise   

thatmaynotbefbasib］yacqulredthroughaltemativemeans・Thetestdoesnotimposeastandardof   

indispensabilityordemonstrationthatit、、′Ouldbeimpossiblefbrthecommitteetoaccomplishitsworkwithout  

12Notethat・eVenlr山ememberhas＄0perSOnalandllnmedlatefamllydlSquallfyinghnanclalmterests，Staffshouldstl11proceedto  
Step8っasotherlmPutedflnanClallntereStSWlllrequlree、▼aluatlOnaStOWhethera、、′alVermaybe2ranted  
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themember’sexpertise；however，1trequlreSmOrethanashowlngOfinconveniencetothecommitteeorFDA   

fromthelossofthemember．Todeterminewhetherthe”essentialexpertise”testismet，FDA’sjudgmentmay   

beinfbrmedbyOmceofGovemmentEthics（OGE）regulationsat5CFR2640302（b）thatinterpretthe   

requirementsfbrissuingawaiverpursuantto18U．S．C．208（b）（3）．  

Somefactorsthatmaybeconsideredinclude：  

● Theuniquenessoftheindividual’squalincations（5U．S．C．2640．302（b）（3））；   

● Thedifncultyoflocatingasimi1arlyqualinedindividualwithoutadisqualifyingnn肌Cial  

interesttoserveOnthecomittee（5U．S．C．2640．302（b）（4））；   

● TheSGEwillprovideexpertisethatisnecessarytotheissuesontheagendaandthatwould  

Otherwisebeunavailable．Expertisemayordinari1ybeconsideredunavailableifstaffhasfailed  

tonndsimi1arexpertiseonotherstandingcommitteesoramOngeXistlngCOnSultantS，andhas  

madereasonableeffortstosurveythe員eld；   

● Foraproduct－SPeCincmeetlng，theproductinquestionisstudiedwidelyanditwouldbe  

difnculttofindaqualinedSGEwhowasnotatleastasinvoIved／conflictedwiththeproductor  

acompetlngPrOduct，  

Inmostcases，Staffshoulddocumentthatasearchfbranequallyqualinedっ1essconflictedindividualhas   

beenconductedandtheresultsofthatsearch．  

Ifstaffconcludesthattheindividual’sparticIPationisnotnecessarytoaffbrdtheadvisorycommittee   

essentialexpertise・theindividualmaynotparticIPateinthemeetlng・  
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AltemativelyっifstaffconcludesthattheindividualTsparticIPationisnecessarytoaffordtheadvisory   

COmitteeessentialexpertise、StaffshouldproceedtoSteplOa，iftheindividualisanSGE，OrSteplOb，ifthe   

individualisaregularGovemrnenternPloyee．  

K SteplOa－IfthelndividualisaSpecialGovernmentEmployee，DoestheNeedfbrthe  

Individual’sServicesOutweighthePotentiaIfbraConflictofInterestCreatedbythe  

FinancialInterestlnvoIved？  

Under18U．S．C．208（b）（3），aPrOVisionthatappliestoadvisorycomitteememberswhoareSGEs，the   

StandardforevaluatlngWhetherawaivermavbegrantediswhethertheneedfortheindividual’sservices   

OutWeighsthepotentialforaconnictofinterestcreatedbvthe坑naJICialinterestinvoIved．  

IndeterminlngWhethertheneedfbrtheindividual’sservicesoutweighsthepotentialforaconflictof   

interest，WemayCOnSideranumberoffactors，includingthetypeofinterestthatiscreatlngthedisqualihcation，   

therelationshipofthepersonwhose貞nancialinterestisinvoIvedtothemember，theunlqueneSSOfthe   

individual’squalincations，thedimcu吋oflocatingasimi1arlyqualifiedindividualwithoutadisquali＆ing   

貞nanCialinterest，thedollarvalueofthedisqualifyingfinancialinterestコandtheexteIlttOWhichthe   

disqualifyingnnancialinterestcouldbeafrbctedbytheactionsoftheadvisorycomittee．（see5CFR   

2640．302（b））．  

BecausestaffhasalreadvdeteminedinStep9thattheindividual’sparticIPationisnecessarytoa恥rd   

theadvisorycommitteeessentialexpertise，inmostcases、theindividualwillalreadyhavemetthebalanclngteSt   

requlredunder18U．S．C．208（b）（3）．  

FDAexpectsthatanSGEwhohasreachedthisstageinthealgorithm（i．e，手metthe”essentialexpertise’’   

testoutlinedinStep9）would，inmostcases，alsoqualifyfbrawaiverunder18U，S．C．208（b）（3）．Howeverっthe  
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agencywi11ensurethatwalVerSWillbeissuedtoonlythoseindividualswhoqualifyfbrawaiverunderall   

applicablestatutoryprovisionsandwi11fu11yanalyzethematterunder18U．S・C．208（b）（3）・  

Ifstaffconcludesthattheneedfbrtheindividual’sservicesdoesnotoutweighthepotentialfbraconflict   

Ofinterest，theindividualdoesnotqualifyfbrawaiverandmaynotparticipateinthemeeting．  

Alternatively，，ifstaffconcludesthattheneedfbrtheindividual’sservicesoutweighsthepotentialfbra   

COnnictofinterest，StaffshouldproceedtoStepll．  

L・ SteplOb－IftheIndividualisaReguIarGovernmentEmpJoyee†IstheFinanciaJ  

InterestNotSoSubstantialastobeDeemedLikelytoA恥cttheIntegrityofthe  

ServicesProvidedbythatIndividual？  

Under18U．S．C．208（b）（1），aPrOVisionthatappliestoadvisorycomitteememberswhoareregular   

Govemmentemployees，thestandardfbrevaluatlngWhetherawaivermaybegrantediswhetherthemember－s   

nnanCialinterestisnotsosubstantialastobedeemedlikelytoaffbcttheintegrityoftheservicesprovidedby   

thatindividual．  

IndeterminlngWhetherthemember■snnanCialinterestisnotsosubstantialastobedeemedlikelyto   

affbcttheintegrityoftheservicesprovidedbythatindividual，WemayCOnSideranumberoffactors，including   

thetypeofhancialinterestthatiscreatingthedisqualincation，therelationshipofthepersonwhosennancial   

interestisinvoIvedtothemernber，thedollarvalueofthedisqualifying且nancialinterest，thenatureand   

importanCeOftheemployee’sroleinthematterフthesensitivityofthematter，aJldtheneedfbrtheemployee．s   

Servicesintheparticularmatter（See5CFR2640．301（b））．  
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Ifstaffdeteminesthatthisstandardisnotmeトthatthemember’snnancialinterestissosubstantialas   

tobedeernedlikelvtoafftcttheintegrlQ；OftheservicesprovidedbvthatindividuaLtheindividualdoesnot   

qualifvforawaiヽ7erandhemaynotparticIPateintheadvisorycomitteemeetlng．  

Altemativelv．ifstafrconcludesthatthemember’s貞nancialinterestisnotsosubstantialastobedeemed   

likelytoafEbcttheintegrltyoftheservicesprol’idedbythatindividual，StaffshouldproceedtoStepll．  

M． Step11－WaiverMayBeReeommendedIfConsistentWithWaiverCap．  

lnreachingStepll，StafFhasconcludedthatawaiverwouldmeetthestatutorystandardsandFDA’s   

morestnngentpolicvconsideralions，UnderStepll，Staffshouldevaluatewhetherrecommendingawaiverfbr   

theindividualwouldbeconsistentwiththetargetrateestablishedforthecurrentnscalvearforissulngWalVerS   

undersection712（c）（2）（C）oftheAct，Providedthattheapplicablewaivercapwouldnotbeexceeded，Staff   

mayrecommendthatawalVerfbrtheindividualbegranted，FDAhasdiscretiontoissuelimitedwaiversunder   

18U．S．C．208andundersection712（c）（2）（C）oftheAct二e．g．：bylimitingparticipationtonon－VOting．Ifstaff   

decidestorecorrmendthatawaiverbegranted，theyshoulddeterminewhichq，PeOfwaiver（s）（includingany   

recommendedlimitations）isappropriatetorecommendtoFDAomcialswhowillreviewanddecidewhetherto  

approvethewaiver▼13  

Iftheindividual，hisspouse，Orminorchildhaspersonaldisqualifyingnnancialinterestsっawaiverunder   

SeCtion7120ftheActshouldbeprepared．Insuchcases，18U，S．C．208alsoappliesanda208waivershould   

beprepared，IftheindividualisaregularGovernmentemployee，a2O8（b）（1）waivershouldberecommended・   

IftheindividualisanSGE，a208（b）（3）waivershouldberecommended，  

1） AsapractlCalmatter，StaffmayprepareaslnglewaiverforanlndlVldualthatlnCludesthenecessaryinfonnationforallapplicable  
StatutOryauthorltleS  
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Iftheindividual，hisspouse，andminorchildrendonothavepersonaldisqualifyinginterests，butthe   

nnanCialinterestsofotherpersonsororganizations（Otherthanthoseofhisspouseandminorchildren）have   

beenimputedtohim，SeCtion712（c）（2）（A）oftheActdoesnotapply，andstaffshouldnotpreparea712waiver・   

However，18U．S，C，208doesapplylnSuChcases，anda208waivershouldbeprepared．Iftheindividualisa   

regularGoverrmentemployee，a208（b）（1）waivershouldberecommended．lftheindividualisanSGE，a   

208（b）（3）waivershouldberecommended．  
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Appendix 1 

1ls山estlb－eCt】一一attelOfulellleetulgaLpalllCu】allnatlel”つ”（Wlllthemee－uvltSelfoIgOVel－甘n引Italac－101－Ofwluclll－1SapallulVOl、′e  

dehbelaてIOn、decISlOltOlaCt10rltllatlSfoctlSeduponOlelnIeleSIs〔一fsT）eClhcpelSOl－S、Olad】SCleteandldelltlflableclass（lfr＞elSOllSり）  

Pal、tlCIPatlOIl剋1d  

VOtmgpelr－11tt¢d  
Ⅵ′1tllOtltll′alVe】＊  

コW111tllepaユ11Culalmattell－aVeaduectal－dpledlCtableerfectol－tllefln剋一Clalll－tereSt（s）ofallyOrきaluZatlOnり  
hamplesofltleetlllgtOplCSthatcouldhaveaLLdlleCtandp】edlCtable＝effectuノICludel－10Stl－1ee－rl￥Sl】lWhlChdle】egal  
llgllt5alldleSP口l－Slb1111】eSOftllepaユ11eSOlnOllLpaltyOlgal11ZatlOI－Saleaffected、mCludulglnalkeLmgstahlStlabelmg・  
post－111alketl】唱1equllel11ell15，de、′1CeClasslhca加山eclassIFICabon  

3Idelltlfypotel－tlallyaffectedplOductsand／0101galuZat101で；a11d  
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