
付録1  

1・会議の議題は「特定の事項」か？（会議自体もし〈はその結果もたらされる行政措置は、特定の人物または個別に特定可能  
な集団の利益に焦点をあてた審議、決定、措置に関与するか？）  

特例措置無く参加  
および投票が認め  
られる－  

＝ 特定の事項は、組織の金銭的利益に予測可能な直接的影響を及ぼすか？「予測可能な直接的」影響を与えう  
る議題の例としては、組織・個人の法的権利及び責任関係に影響を及ぼすほとんどの会議が含まれる。例えば、  
市場動向、表示、市販後の要求事項、医療機器の分類／再分類など。  

3．影響を受ける可能性がある製品／組織を特定し、職員に金銭的情報 の開示フォームヘの記入を求める。  

4・（知っている限り）職員、その配偶者、未成年の子供、無限責任社員、将来的な雇用者、職員がオフィサー、  
ディレクター、理事、従業員、無限責任社員として働く組織は、影響を受ける可能性がある1つ以上の製品′  
組織に金銭的利益を有するか？  

5．特定の事項は、職長の金銭的利益およぴ／またはその利益が当該職員に帰属する人物／  
組織の金銭的利益に予測可能な直接的影響を及ぼすか？通常は直接的および予測可  
能な形での影響を受けない金銭的利益には、ある企業が諮問委員会の審議対象となっ  
ていない製品またはその競合製品に関する研究のために、メンバーの所属組織と契約／  
助成金を提供する場合があげられる。（5CFR二640103（a）（3）、例＝を参照）。  

6．該当する免除規程の適用後＝、職員、  
その配偶者、未成年の子供、無限責任社  
員、将来的な雇用者、職員がオフィサー、  
ディレクター、理事、従業員、無限責任  
社員として働く組織に不翻を戯ノ沖  
掘があるか？  

7．特例措置が検討されない不  
適格な金銭的利益があるか？  

通常は参加しない。  

8 職員本人の不適格な金銭的  
利益とその配偶者および未成  
年の子供の不適格な金銭的利  
益との総額が5万ドル以下であ  
るか？＝－   

特例措置なしに参加および投票が  
認められる。＊  

9．諮問委員会への不可欠な専門知識の提供にそのメンバーの参加が必要か？  

10a．そのメンバーが特別公務員である場合、その人物の参加の  
必要性が、関与する金銭的利益によって生じる利益相反の可能  
性を上回るか？  

10b．その個人が一般公務員である場合、金銭的利益はその職員  
に求められる信頼性に影響を及ぼしうると見られるほど大きく  
ないか？  

11特例措置の上限と矛盾しない場合  

に、特例は推奨されうる。  

＊  時として、職員は、不適格な金銭的利益ではないが、関連する事実についての知識を持つ妥当な人物に問題の公平性  

に疑問を抱かせうる金銭的利益または関係を有する。5CFR2635502を参照。このような問題は、規制基準iこ基づい  

て評価し、適切であれば公平性の判定を要請する。  
＊＊ 該当する免除規程は5CFR2640201－206に記載されている。  

＊＊＊ 稀に、職員個人、その配偶者、未成年子供が有する不適格な利害関係の合計がたとえ5万ド′レ以上であってむ、特例  

措置を検討してもよい場合も稀にある′ 
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GuidanccfbrthePublic，FDAAdvisoryCommittee  

●● Members，andFDAStaffonProcedures払rDetermlnlng   

Conf）ictofInterestandEligibility鮎rParticipationin  
FDAAdvisoryCommitteesl  

ThisguidancerepresentsdleFoodandDrugAdminisbAationls（FDA－s）currentthinkingonthis10Pic．Itdoesnotcreateor  
COnLbranyrightsfbroronanypersonanddoesnotoperatetobindFDAor也epublic．YoucanuSeanaltemative  
approachiftheapproachsadsfiestherequlrementSOrtheapplicablestah）teSandTegulalions．汀youwaTlttOdiscussan  
altemaliveapproach，COntaCttheFDAstaffresponsiblen）rimplememtingthisguidance．lfyoucannotidenti＆the  
appropriateFDAsta乾calltheappropnatenumbeTlistedonthetitlepageofttlisguidance，  

t．  mTRODUCTION  

ThisBuidancedocumentisintendedfbrFDAstaffinvoIvedwi山advisorycomitteematters，FDAadvisory   

COmmitteemembers，andthepublictohelpdescribetIleaPplicablelalVS，regulations，andpoliciesfbr   

detem血LngWhetheranadvisorycomitteememberhasapotentialconflictofinterestandwhether   

Partic］Palioninanadvisotycommitteemeetlng王SapPrOprjate．FDApLanstodevelopfurtherstafrinstructions   

COnSistentwiththisguidancetoassiststaffinimplementingtheguidaれCe．ThisguidancedeschbesFDA’s   

POlicyinapplyingthestatutoryandregulatoryrequirementsfbtndin18U．S・C・208（b），21U・S・C・379d－1，and5   

CFR2640．TTdsguidanCeappliestospecia］Govemmentemployees（SGEs）andregularGovemment   

employeesinvitedtopaJticipatejnFDAadvisorycomitteessuhjecttotheFederalAdvisoryComitteeAct   

（FACA）（5U．S．C．App，2）．Forpurposesoftheguidance，、VerefertosuchSGEsandregu）arGovernment   

employeesasadvisorycommittee“members．”  

lThjsguidancehasbecnpreparedbyLheOfriceofPolicy，P】anr11ng，andPreparednessin1heOmceofthcCoTnlnissionerin  
corgunctionwiththeAgency’sOfficeoFSciencein山eOrfLCeOftheCommissioner，CenterforDrugEvaluationandReseaJCh  
（CDER），CenterfbrVelerinaJYMedicine（CVM），CenterfbrDevicesandRadiologicalHealth（CDRn），CenlerforBioIogic  
EvaluatioTIandResearch（CI∋ER），aJldCeJllerfbrFoodSaftb・andAppliedNutriIion（CFSÅN）．  
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FDA’sguidancedocuments，includingthjsguidanCe，donotestablishlegal1yenfbrceableresponsibilities．   

Instead，guidancesdescribetheAgency’scurrentthinkingonatoplCandshouldbeviewedonlYaS   

recommendaLions，■Lm）essspeCiLicregulatoryorstatutoryrequ）rementSareCited．Theuseofthewordshouldin   

AgencyguidanCeSmeanSthatsomethinglSSuggeStedorrecommended9butnotrequired．  

Thisguidancedocum1entrePlacesthe“Ft）AWaiverCriteria2000”guldanCedocumenL．   

1Ⅰ． WTTYISFDAREⅥSTNGITSGUIDANCEONCONFLICTSOFINTERESTAND  

PARTICIPAT10NINFDAADⅥSORYCOMMITTEEMEETmGS？   

FDAIsadvisorycommitteesplayanessentialroleinFDArsactivitiestoprotectandpromotepublicheal山   

throughdlereguIationofhumanandanjmaldrugs，biologicalproducts，medicaldevices，andfbods・FDAIs   

advisorycommitteesprovideindependentexpertadvicetotheagencyonsciend6c，teClmical，andpolicy   

matlersre王atedto山edeve】opmentandevaluationofFDA－regulatedproducts，Advisorycomitteesenhance   

FDA’sabilibTtOPrOteCtandpromotepub］icheaIthbyensuringFDAhasaccesstosuchadviceillamanneraS   

publicaspermittedbyexisbnglawsandregulations・AlthoughadvisoTyCOmmitteesproviderecornmendations   

toFDA，FDAmakesthe丘naldecisions．   

FDAjsconllTlittedtosthctlyadheri】lgtOdlelawsandregul狐ionsgovemlngtllePrOCeSSfbrseLectlng   

advisoryconmitteemernbersIFDAformanyyearShasscreened，prlOrtOeaChmeetlng，al1potentja］   

participantswhoareSGEsorregularGovemmentemployees，tOdetelminewhetherthepotentialhrannancial  

connictofinterestexists．Wheresuchaconnictexists，theagencymaygrantawaiverallo、、′lngparticIPatjonin   

anadvisorycommitteemeetlng、VhenstattltOryCriteriaaremet；forexaJllpleっwhentheneedfbrtheindividual．s   

sen，icesoutweighsthepotentialfbraconnictofinterestcreatedbylhe丘nanCialinterestinvoIved（18U・S・C・   

208（b）（3））．However，becauseFDAIscon餌ctofinterestscreeningprocessiscomplexaLldhasbeenpoorly   

皿derstood，theageneyhasbeencriticizedinitsapplicationofthelegalfhmel、′Ork・Moreover，Whilemany  
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conLlictofinterestlawsandreguladonsapplytoadvisorycommitteesacrosstheftderaJgovenlment＞thepublic   

hasaparticularinterestinandhighexpecladonsfbrFDAIsprocess・   

FDAadministersseveralJawsandreguIahonsthatgovemconf］ictofinterestdeterr）hations－－andthelegal   

laTtdscapehaschangedinrecenlye訂S・rrhecurrentlawssetforthdiffbTentStandardsfordeterminingwhether   

parhcipationinadvisoTyCOmitteemeetlnBSmaybepermitted・Forexamp）e，tWOSeP∬ateStatuteSgOVern   

whethertheSGEsandr喝ularGovemmentemployeess咄ecttothisgtddanceareprohibited丘omparticipatlng   

inadvisoTyCOmitteemeetingsbecauseofhancialintereststhatmaybea胞ctedbytheworkthecomTdtteeis   

toperfbfm．Fjrst，18U．S．C．§208prohjbilsanSGEorregu）arGoverrmentemployeewithdisqualifying   

重nanciaiinterests（呈望5CFR2640，103（b））丘omparticipatinginaJladvisorycomitteemeehngunlessa   

waiverisgranted・Under18U・S・C・208，thefinancialinterestsofcertainpersonsandorganizationsareirnputed   

totheemployee，andmlStbeconsideredinadditiontohispersonalnnancialinterests・Second，  

section712（C）（2）20ftheFederalFood，Drug，andCosmeticAct（theAct），Whichrep）acesfbrmer21U．S．C．   

§355（n）（4）andexpandsitsapplicability，PrOhibitsadvisorycomitteemembersfrompardcipatingina   

meetingjfth町（Oranyimmediatefhmilymember）haveadisqualifyingfinancialinterest，unlessawaiveris   

granted．   

BothstatutesspecifythecirculmtanCeSunderwhichFDAmaygrantwaiverstoperrmtpartlCIPationin   

specificmeetjngs．Section712（C）（2）（B）authorizesFDAtograntawaiver（toparticipatea5aVOtingmerTlberor   

asanon－VOtingmember）iF“itisnecessarytoa肋rdthecommitteeessentialexpertise．”FDAmustalsoapply   

theprovisionsof18U．S．C．208（b）（））or208（b）（3）tothesesameadvisorycomm拍eemeetings・Thetestfbra   

regularGover71mentemPloyeewhoseekstoparticlpateinanadvisorycomitteemeellngiswhetherthe   

fhanCialinterestis“notsosubstantialastobedeemedlikelytoafrbcttheintegrib，Oftheserviceswhichthe  

2section712oftheFederalFood，DmgフandCosmelicAct（21U．S，C．379d－1）wasaddedby血eFoodandD川gAdministration  
AlnendmentsActof2007（下DAAA），Rlb．L．No．110－85，SeC．701．S6Ction712becameeffectiveOctoberl，2007・  
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Govemmentmayexpect”丘om山eemployee（18U・S・C・208（b）（l））．However，inthecaseofanSGEseekingto  

ParticIPatei11anadvis叩′CO一一nnjtteenleetlng，thetestiswhetherthe“rleedfbrtheindividual’5SerVices   

OutWeighsthepotenfialfbraconflictofinterestcreatedbythe玩1anCiaIinterestinvoIved”（18uSC．208（b）（3））．   

Severalregulationspromulgatedpursuantto18U．S，C．208（b）furtherexplainanddelineatetheparametersof   

thestatutesanddetai1certainexemptionstotheconLliclofinterestprohibitions（see5CFRPart264O）．   

IssuedbeforerecentchangesintheapplicablelawlmderFDAAA（section7120ftheAct），FDAIsWaiver   

Criteria2000gujdanCeattemPtedtoaddressacomplexsetofvariablesbysettlngOutaSeriesoftables   

indicatlnglnVOIvementlevelsandexpectedactionthatFDAadvisorycommtteestaffwouldtake．Thetables   

Varieddependingonthetypeofinterest（e．g．，岳tocksandinvestments，PIうmaryemployment，COnSultingwork，   

COntTaCtSandgrantS，palents／royaltjes／trademarks，eXPertWitnesswork，teaChing／speaking／writinB，   

COntraCtS／grantsfbrdepartmelltheads，andinstitutionaJdirectors），）evelofinvoIvement（low，medium，Orhigh），   

typeofmeeting（parbcularmattersinvoIvingspecjficpartjesorparticularmattersofgeneralapplicabiliq，）っas   

Wellasanしunberofodlerfhctors．Tnapplylnglhetables，FDAstafralsoconsideredenumeratedcircumslances   

favonllgtheuseofthernemberaJldadditionalcritehathatwouldexciudeamember．   

TheWaiverCriteria2000guidancewasanattempttOaddresscomprehensively山emultif）levariablesthat   

Canbeappliedinreachingadelerminationaboutanindividualadvisorycomitteemember，However，because   

OfitscornPlexiⅣanddiscretio11aryelements，CentersandomcessometimesfoLnditdi銃culttoachieve   

COnSislentresultsthatthepubliccouldreadi）yunderstand．   

Mostrecently，Congressenactedsection7010fFDAAA（SeCtion7120f山eAct），Which，inadditionto   

establishinganewconflictofinlerestprohibitionandslalldardfbrassess）nglVaivers，enCOurageSFDAtofbcus   

em）rtSO】1reCmitmentofadvisorycolnmitleerr）emberswithf岳1VerpOtentialconnictsofinteresta11dcaps血e   

numbersor、Vaiversthattheagencymaygrantinagivenyear．Section712（C）（2）（C）requiresthatFDAreduce  
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therateofwaiverstheagenq′issueseachyear（totalnumberofwaiversjssuedper（OLalnumberofmembers   

attendingadvisorycommitleerneetings）by5percent，be由nningwith貞sca】year2008，By2012，theagency   

maylSSueWaiversatamaximumrateof75percentoftherateissuedin2007，   

AspartofFDÅ’sTeCeTrtinternalassessmentofilsadvisDTyCOmitleeprocess，theagencyhastargetedits   

assessmentofpotentialconnictsofinterestandgrantlngOfwaiversasanareathatneedsimprovement・This   

gujdanceincotporatesthechangesintheapplicablelawmadebyFDAAAandgreatlysinlPlinesand   

Streamiinestheprocessbywhichwedeteminemeetingparticipation．FDAintendsthatthisguidanceincrease   

thetransparency，Clarity，andconsistencyoftheadvisorycomitteeprocessandenhancepubLictTtlStjnthis   

important且mction．  

ⅠIL WHATARETHEGOALSANDPRINCIPLESOFTHISGUII）ANCE？   

Thisguidancesetsoutaclear，StreamiinedapproachfbrconsideringwhomayparticLpateinanadvisory   

COmmitteerneetlng．Asapolicymatter，FDAischooslngtOimp］ementamorest7irlgentPOlicytbrconsidering   

eligibilib，fbrparticipatjonthanisrequiredunderthecurrentlegal什amework．Underthisapproach，   

Partic）PationofmemberswithpotentialconnictsofinterestgenerallywotlldoccurundernarrowcircumstanCeS   

Wherethepotemialconf］ictismilhmalandthememberlsexpertiseisnecessarytoaffbrdthecomitteeessentia］   

experdse．TheprincipaltooLinconsiderjngadvisorycommitteeparticipationisanowchart，Oralgorithm，that   

SetSOutthequesdonsandconsideralionstoaddressinastep－1visemamler．Thisalgorithmisdiscussedindetai1   

inPartrvofthisguidance，andisattachedasAppendix】．   

Thea王gorithlnCOnSO】idaleSfhevariousstandardsandtestsfbundintheapplicables†atutesintoaseriesof   

Straightfbrwardstepsdlatgenera11yapplytoa11meetings，regardlessofthesu旬ectmatterortypeOfmeeting   

andirTeSPeCtiveof山eb／PeOfnnaJICialinterest（S）heldbythemember．Thjsumi丘ed，Simplerapproachwi11・  
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improveconsistencywithjntheagencylnCOnSidedngadvisoヴCOmitteeparbclpationandwillprovidegreater   

ClaritytothepublicregardinghowFDAselectsmembers．   

FDA’spolicyforeva】uatlngWhe山erawaivershouldbeissuedismorestnngentthantheWaiverCriteria   

2000Guidance（dlatthisguidancereplaces）infburm毎OrWayS．First，FDAintendsIoapplyastricteTPOlicy   

WithrespecttogTantlngWaiversfbrthosewhoseperso11a］nnanCialinterestsandthoseoftheirjmmediatefhmily   

exceedcertainlevels・Underthisg山dance，ifanjndividualorherspouseorminorchildhasdisqualifying   

hanCialinterestswhosecombinedvalueexceeds＄50，000，Shegenera）1ywouldnotparticipaleinthemeeling，   

regardlessoftheneedforherexpertjse，   

Second，FDAdoesnotintendtoissueawaiverincertaincircLmStanCeSWheretheagencyhasdetermined   

thattheconflictofinterestissignlficant．ThesecircumstancesareenumeratedanddescribedinSectionH（Step   

7）orlhisg山dance．   

Third，FDAwilJapp）yamorestnngenttesttoal1walVerSthaniscontemplatedbysomeofthelawsthat山e   

agencyadministers．FDAischoos】ngtOlimitthewaiverstheagencygTantSandharmonizeoしIrinlPLementadon   

OfdleVahousstatutoryprovisionsbyapplylngaStricteTteStlhanwoし11dberequiredinsomecases・Although   

18U．S．C．208（b）（3）authorizestheagencytograntaWaivertoanSGEwhereabalancingtestismet…“山e   

needfbrtheindi＼′idual’sservicesouhveighsthepotenba］foraconnictofinterestcreatedbythefinanCial   

interestinvo）ved”…FDAwillalsoapplytoallwaiversfbrSGEsthegenerallystric亡erstandardestablishedby   

SeCtion712（c）（2）（．B）oftheAct，requirirlgaShowingthatthewaiver“isnecessaJytOa爪）rdthecomittee   

essentialexpertise．”Simi）a∫1y，forregularGovemnentemp）oyees）1＼心erethetestunder18U・S・C・208（b）（1）is   

l＼′hetherthe“丘nanCialinterestisnotsosubstantialastobedeemedlikelytoaffbcttheintegnlyoftheservices   

PrOVidedbythatindividuaL，”FDAwillalsorequreashowlngOfessentialexpertise・Lnordertomeetthe   

“essentialexpertise”s［andard，theagencywillcor）ductaneedsanalysIS－－reCOlnmendingInmOStCaSeSthat  
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，Staffdocumenttheirsearchfbranequal1yqual胎edexpertwithfbwornoconf）ictsofinterest，AnexpaJlded   

searchfbruncon錯cted，qualinedexperLsisconsistentwithFDAAAつsfbcusonrecruitmentofadvisory   

comitteernemberswithnoconLlictsofinteres［andmayassistinminimizlngthenurnbersofwaiversneeded・   

Fourth，aSdiscussedinSectionII，FDAwilllimitthemmberofw如erstheagencygTantSeaChyear，in   

accordancewithsection712（c）（2）（C）oftheAct．By叩Plyingthe＄50，0001imitfbrpersonal丘nanciaLinterests  

aJldthestrictHessentialexpertise＝test，FDAintendsthattheagency、浦1meetthewaiverlimitsincorpora上edin  

FDAAA．Hcwever，theagencylntendsto貝∬therlimitnumbersofwaiversifnecessaTytOaSSuredlatthe  

FDAAAwaivercapsaremet，eVenifanemployee，spersona‖hancia）interestsareatorbelow＄50，000，and   

the“essendalexpertise’’testismet．  

Ⅳ． HOWDOESTHEALGORITIIMOPERATE？  

A． Imtrodud乱川  

ThispaJtOf血eguidancediscusseseachstepinthealgodtlm・Thealgorithmconsistsoftensteps，and   

Wewilldiscusseachstepsequentially．  

B． SIeplpTstheSubjectMatterortheMeethga托ParticularMatter？”  

ThefirststepIStOaSk，1rWillthemeetlngitse）foragovemmentalactionofwhichitisapartinvoIve   

‘particularmatterr？t－ThetermrIparticularmatter”incltldesonlymattersthatinvoIvedeliberation，decision，Or   

action血atisfbcusedupontheinterestsofspecificpersons，OradiscreteandidentiLiableclassofpersons・It   

doesnotcoverconsiderationoradoptlOnOfbroadpoli町OPtlOnSdirectedtotheintere5tSOFalargeanddiverse   

groupofpersonssuchasactionsthaいVillafftctal］companiesortheeconomyingeneral（5CFR   

2640．103（a）（1））．WhilemostFDAadvisorycomitteemeetingtopjcswi11invoIvel■partjcularmatters，”some  
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topICSareSOwide－rangmBlnnatllreandcouldpotential1yaf托ctsuchalargenunlberofpersonsor   

OrganlZations7dlattheywouldnotbeconsidereda’rparticu血matter，”  

WhemanFDAadvisorycommitteemeetlnglSeducationalinpurposeandtheagencylSnOtSeeking   

adviceonaregulatorydecisionoraction，itmaynotmeetthede坑nitionof“particularmatteT．”Forexample，a   

meetlngOfFDA’sRiskComlT）LmicationAdvisoryCommitteewasdeteminednottoinvoIvea“particular   

matter”becausethemeetlngfbcusedonabroaddiscussionofhypotheticaLcommunicationproblemsaJlddle   

prosandconsofdifferentcomponentsofadrafttemplatefbrpressreleasesaboutrecal1sofallFDA－regulated   

products．¶1ediscussionpertained10SuChalargenumberofnrmsandorganizationsthatitwDuldno（be   

consideredtohaveanefftctonadiscreteandidenti丘ableclass．  

OtherexamplesofFDAadvisorycolmitteemeedngtopicsthatarenot“particularmatters”include：  

● Theagendatop】CisdevotedtocomitteemembertrainlngOnadvisorycomitteepracticesand  

PrOCedures．   

● TheagendatopICisdevotedtogeneralscientincpresentatio一一Sanddiscussionsexclusiveof  

particularproductsorg山dancefbraclassofproducts・Forexample，apreSentationsolelyon  

methodoIogyfbraJlalyzingsmisticaldatarrlaybeageneralscientincpresentaboll．   

・TheagendatoplCisdevotedtoareviewofin＆amuralresearch，Wheretheresearchwou）dhave  

noimpactomanoulsidennaJICialinterest．  

lflheanswertothisquestionis”noフ‖nofurdlerlnqulrylSneCeSSaZytOdetermine、、′hetllerthereisa   

conf）ictofinterest．AJJmembersmaya）llyparticlpate3inthemeetlng．  

Ifyouranswertothequestionist■ves，‖thenproceedtostep2・  

3Fuuparticipationincludesvotlng  
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C． Step2－Wi】）theparIicularmatterhaveadirectandpredictabtee恥ctomthe爪nanciaJ  

intercst（S）ofanyorgami2：adon？  

Understep2，thequestionis，”Willthemeet）nghaveadirectandpredictablee蝕ctonlhe丘nanCial   

interestsofanyorganization？”Thisstepisintendedtoprovideanearlyopporttmityfbr山eagenqyto   

detemine，befbremecting－SPeCi丘cconfLictofinterestscreeming，Whetherthemeetingisoflheb，Pethatwould   

nothaveadirectandpredictableef掩ctonar）yLinancialjnterestdlatCOu］dbeantlCIPated．Inordertodetemine   

tha［therejsnodjrectandpredictableef托ctonanypotentialfinanCialinterest，themeebngtopICandany   

anticIPatedFDAacdonsasaresultoftheadvisorycomittee’sadviceⅥ′Ouldneedtobewellunderstood．In   

manycases，Staffwi11beunab】etoconc］udeatthisslagethatthemeehngtopICwil）nothaveadirectand   

Predictablee飴ctonanyPOtential丘nancialinterestandwillneedtoproceedtoS［ep3andsubsequentsteps・   

Never山e［ess，inproceedjngthroughthesubsequentstepsinthisguidance，StafFwi1lanalyzereported鰯nancial   

interestsandmaydeterminefbranindividualthattheoutcomeof仙eⅧeetingwi11nothaveadirectand   

predictablee恥ctonhisorherreportedinterest（S）．  

Under5CFR2640．103（a）（3）（i），aParticu）armatterwi）lhaveal．direct一■e能ctonahancialinterestif   

thereisacIosecausallinkbetweena町decisionoractiontobetakeninthematterandanyexpectedefftctof   

thernatteronthe丘nancialinterest．Aneffbctmaybedirecteventhoughitdoesnotoccurimmediately・A   

pardcuIarmattenvi1lnothaveadirectefftctona茄nancialinterest，however，iflhechainofcausationis   

attenuatedorisconbngentupontheoccurrenCeOfeventsthatareSpeCulativeorthatareindependento仁and   

tnrelatedto，thematter．Apartjcularrnatterwillhaveal．predictable．Pefrtctifthereisareal，aSOppOSedtoa   

SPeCulative，pOSSibili吋thatthematterwi11affbctthe月nancialinterest．TtisnotnecessaTy，however，thatthe   

magnitudeofthegainorlossbeknown，andthedo］1aramountof山egainor）ossjsirrmateria］（5CF   

2640，103（わ（3）（ii））．  
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Forexample，ameetlngdlatl、ぺ11afEもcltllelegairightsorresponsibilitiesofaknollmOrganizationor   

Organizations，SuChasmostpolentialadvisorycommitteerecommendationspertajnlngtOmarketingstatus，   

labe）ing⊃POSt－marketingreqLurementS，anddeviceclassiLicalionorrec】assincation，WOuldordinarilyhavea   

l’directandpredictablee晩ct”onhancialinterests．hsomecases，however，themeetlngtOPLCwi11beso   

generalthattodetemineanyefFectonanyorganization’s負nancialinteres†sIVOuldbespeculative．Irlthese   

CaSeS，itmaybeconcluded．thattheparticularmatterWjllnothaveadirectandpredictablecffectonthe鏑nancial   

interestsofaJlyOrgan1Zation．  

1ftheanswerto山isquestionis”no，”nofurthermqulrylSneCeSSarytOdelerminewhethertheTeisa   

COnf］ictofirllerest，andallmembersmayfu11yparticlpateiIllherneebng，  

1ftheanswertothisquestionis‘1′eS，”orstaffcannOtdetemineatthisstagelhatthemeetingtopicwi11   

nothaveadirectandpredictablee飴ctonanypotentialfinanciali）11erest）prOCeedtostep3，  

D・ Step3－1denti吋Potenぬ1tyA恥ctedlIl●Odu仁一s／OrganizatioIISandRequesf仙at仙e  

EmployeeComp】etetheFin紺1Ci如DistlosllreForm  

Onceitisdeterminedthatthemeebngwilllikelyhaveadirectandpredictableefftctonthe且nanCial   

interestsofanorganizationororganizations，Staffwillneedtoidentifypotential1yaffectedproductsand／or  

organjzationsandrequesttllatlhemenlbercompleteFDAForm3410，annanCialdisclosurefbrrn・4  

Potential1ya肋ctedorganizationsgenerallylnCludecompaniesorentitiesthatcouldbeafFbctedbYthe   

OutCOmeOftheadvisorycommitteeproceedingsandanyFDAdecisionbasedonthecomitteels   

recomllendations．ForexalllpJe，thesponsorofanewdrugaPPlicationthatisbeingpresentedtoEnadvisory  

」NotethatforsorrLemeelings，LheagencylnaYdeter］ninedlataCOmPleteandefricienlreviewofpotentialconnictsoFinterestlnaybe  
accolnplishedbyre、′ie、VingOGEForTn450，＼VhichrequlTeStheemployeetoListal＝har］CialinterestsinabroadrangeofareasJTf  
revie、VOFactqrentOGEForm450isconducted，itcanreplaceLhemorespec浦crevie、、′LmderFDAFonn3410・  
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COmitteeandsponsorsofdrugsthatclose）ycompetew抽仙esubjectdrugWOuldal1be■Tpotentiallyaffbcted   

Organizations”fbrwhichthefinancialinterestoftheSGEorregularGoYemmenternP］oyeeintheorgamizadon   

WOuldneedtobeconsideredfbrpotentjalconLlictofinterest．  

Thelistofpotentiallyafftctedproductsand／ororganizationsshouldbetransmittedtothememberwith   

theFDAForm3410sothat仏emembercancompletehjsflnancialdisclosuretotheagency，refbrringtothelist▲  

E・ SIep4”DoestheempIoyeeIOrPerSOnS／Organi2＝ationswho＄einterestsareimputedto  

him，haveafhancialinteresIjnoneormoreoftIlePOten血Ilyafrbctedproductsand／or  

Orgaれkati（Im5？  

UnderStep4，Staffshouldexaminethemember’sfinancialdisclosurefbrmanddeteminewhetherthe   

rnemberorthepersonsoror8anizationswhoseinterestsareimputedtohimhavefirlanCialinlereStSinthe  

potemiallya騰ctedproductsororganizations・5Tbeterm・・nnancialinterestlFmeansthepotentialfbrgainor  

LossloLheerrlP］oyee（orpersonsJorganizationswhoseinteres（Sareimputedtohim）asaresultofgovemmental   

ac七onontheparticularrnatter（5CFR2640．103（b））．Disqualifying丘nancialinterestsincludeonly貞nancial  

intereststhatarecurrentlyheld．6hgeneral，Staffshouldconsiderthe伽ancialinterests（ifany）0亡  

Themember；   

Themember’sspouseandminorchildren；   

ThememberJsgeneralpartner（s）；  

5Insomecases，anadvisoTyCOmmitteeln？mberwi）］identifyarelevantnllanCialinterestthatisnothlC】udedinthea草甲Cy7slis10f  
POtentiallyaffbctedproductsand／ororgam2ations．StaLrshouldincludethisinterestwhenworking血相ughtheremalnlngaPPlicable  
StepSfbrthatlnember，andaddtheentitytothelistofpotentiallyaffectedpTOducIsand／ororganizatiorutoconsiderFbrodler  
lnembers－   

61nsomecases，anemP］oyeewillhaveafinancial血teres10rrelationshipth8（，Whilenotadjsqualifyingnnancialinterest，mayCallSea  
reasonablepersonlVithknolVledgeoftherelevant（云ctstoquestionhisimpaTtialityinthemalter．See5CFR2635・502・Suchmatters  
shouldbeevaluatedunder血sregulalorystandardand，irappropriate，anilnPartialitydeterm血ationshou］dberequesled・  
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・   ProspeCliveemp】oyersofthemember7二and   

●  Anyorganizationjn、、7hichthememberservesasa110fncer，director，truSteeフemPloyee，Orgeneral  

pa血er．  

ThenatureandamountofdlOSefhancia】interestsalsoneedstobedetermined．  

Iftllememberandlhepersonsororganizationswhoseinterestsareimputedtohjmdonothaveanyfinancial   

in1erestsinthepotential）ya晩ctedproductsororganizations，thenthatindividualmayfullypartlCIPateinthe  

meetlng・gAltematively，if山ememberorpersonsororganjzationswhosejnterestsareimputedtohjmhasfinancial  

interestsindlePOtentiallya脆ctedproductsand／ororganizatiorlS，Staffshouldproceedtostep5・  

F．Step5－WilltheParticularMatterHaveaDirectandPredicIab］eEfTbctonthe  

FhanciaHnterestoftheEmpIoyeeand／orPersons／OrganizationsWhoseInterestsare  

lmputedt（IHim？  

UnderStep5，Stafrshouldexaminethe貢nancialinterest（s）山attheemployeehasreportedorlhis   

financialdisclosurefbrmanddeterminewhethertheparticularmatlerlobediscussedatthemeeLlngWillhavea   

directandpredic［ableefftctonanycurrentf王nancialin［erestoftheemployeeorthefinanCialinterestofa   

PerSOnOrOrganizationwhoseinterestsareimputedtohim．juthoughthequestionof”directaLndpredictable   

effbct”hasbeenexaminedinStep2fortheefftctofthemeetingasawhole，herethequestionjsindividualized   

tothepanictdar伽ancialinterestsheldbyっorimpuledto，themember．Foreachjnlerest，Stafrshou］dask汀   

thereisacIosecausaltinkbetweenanydecisionoractiontobetakenhlthematlerandanyexpectedeffector  

themムtteronthe伽ancialinterest，andifthereisareal，aSOpPOSedtoaspeCulative，pOSSibilitythatthemalteT  

7ApTOSPeCtiveelnployer、VOuldbean），One、、′ith、Vhomtheemp－oyeehasanyarTangelnentCOnCemlngLllttlreernPlo）′men10T、、弓Lh  
、Vhomhe／sheisseek止唱OrnegOtiatlngfbTeTT．Ployrnerlt・  

Seenote6，  
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Wi】La馳ctthe且nanciaJinterest．Forfurtherdiscussionaboutthemeaningof“directandpredictableeffbct，”   

reftrbacktoSec扇onIVCofthisdocument．  

FinancialinLereststhatordinari1ywillnotbeaffbctedinadjrectarldprediclablerpannerhlCJudeagrant   

OrCOntraCtbetweenanorganizationandtheemployedsuniversitytOCOnductresearchona 

thesubjectoftheparticulaJ’matterbefbreLheadvisoJyCOndtteeoracompetitorproduct（see5CFR   

2640．103（a）（3），eXample2）．  

Iftheanswertothisquestionis“no，”nofurtherinqulryisnecessarytodeterminewhetherthereisa  

COnflictofinterest，andthemembermay餌1yparticipateinthemeetmg・9  

Iftheanswerto山isquestionis‘サes，”youshouldproceedtoStep6．  

G・ S（ep6－A代erApplyingAppIicableReg11latoryExemptions）DoestheEmployeeor  

Persons／Organi2：aIionsWhoseInterestsarelmptItedtoHimHaveaDisquaJifyhg  

Fina皿Ci如IntモreSt？  

UnderStep6，Staffshouldconsider＼VhetherregulatoryexemptlOnSapPlytolhennancialinterests   

identifiedunderStep5．  

Certainfin肌CialinterestshavebeendeteminedbytheDirectoroftheOfEiceofGoveTnmentEthicsto   

betooremoteortooinconsequentialtoaffbcttheintegntyOftheservicesofLheGovemmentofficersor   

empIoyees（See18U・S・C・208（b）（2））．rmeregulatjonsissuedbytheOfficeofGovemmentEthics（OGE）   

expresslyexemptthesennancialinterestsfromconsideration（see5CFR2640．201－206）．Likewise，SeCtion   

712（c）（2）（A）oftheActexcludesftomconsiderationthosesameinterestsexemptedintheOGEregulations．  

9seenole（；．  
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StaffshouldconsiderwhetheranyofthefollowlngeXemPt10nSaPPly．For餌rtherdescrlptlOnOfeach   

exemptlOn，Seetheapplicableprovisionin5CFR2640，SubpartB一  

● Diversi且edmutualfundsandunitinvestmenttrusts（5CFR2640．201（a））．   

● Certainsectormutualfunds（see5CFR2640．201（b）），   

● Certainemployeebene丘tplans（5CFR2640・201（c））．   

・Certainma托ersafftctingmutualF山1dsandunitinvestmenttruStS（5CFR2640．201（d））・   

● Deminimfsexemptionsfbrinterestsinsecl】rities（5CFR2640．202）．   

・Certai11貞nanCialintereststhatmayarisefbrindividualsonaleal・eOfabsenceftoman  

institutionofhigheredtlCation（see5CFR2640．203（b））．   

・Certain蔦nancialintereststhatmayarisefbrindividualsemployedbyonecampusora  

multi－CampuSStateinstittltionofhjghereducation（see5CFR2640．203（c））．   

● CerlaillnnanCialintereststhatma）・ariseforindividualsTd10SennanCialinterestsarise  

fromFederalGovernmenlemploymentorfromSocialSecurityorveteraJISbeneRts  

（see5CFR2640．203（d）），   

・CertalnemploymentinterestsofSGEsservir唱Onadvisorycomittees（5C  

2640．203（g））．   

・Hospitalemploymenlanduse／prescnptlOnOfmedicalproductsfbrpatientsfbradvisory  

COmitteemattersconcemingmedicalproducts（5CFR2640－203（i））・   

・CertainnDn－VOtingrepresentativemembersofFDAstandingtechnicaladvisory  

COmlT血ees（5CFR2640．ユ03（j）．  
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If：af（erapplyingtheregulatoryexemptions，Lherearenodisqualifying蔦nancialinterests。1hemember  

mayfuHypafticlpateintheadvisorycommitteemee血g・10  

IftheempIoyeeor【hosepersonsororganizationswhoseinterestsareimputedtohimhavedisqualifying   

nnancialinterests，StaffshouldproceedtoStep7．  

H． Step7－AreThereDisqualifyingFinancia）InteresIsForWhichaWaiYCrWouIdNot  

BeCIIn＄idel℃d？  

UnderStep7，StaffshouldreviewthedisqualifyingfhancialinterestsanddeterminewheLheranyissuch   

aslgnincantconnictofinterestthatawaiverwouldnotbeconsidered・  

ThefbllowingJistillCJudesthedisqualifyingfinancialintereststhatareconsjderedsosig）lincantlhata   

waiverwouldnotbeissued：  

・TheSGEorhjsnleremPLpyinginstitulionreceives（orisnegotiating）acontract，grant，Or  

CooperativeResearchandDevelopmentAgreement（CRADA）丘oma長mthatisthesponsorof  

theproductapplicationthatisthesu匂ectof血eparticularmatterinvoIvingspeCi£cpartiestobe  

discussedattheadvisorycommitteemeeting，andtheSGEisorwillbetheprlnCipalinvestigator  

OrCO－PrincIPleinvestigatoronthesameproduct／indicationthatisthesubiec［ofthemee（ing・  

・TheSGEorhisnlerempIoyinginstitutionreceives（orisnegotjating）acontTaCt，grant，Or  

CRADAfrornanrmthatisthesponsorofaproduct］abeledfbrthesameindication（Or，ifan  

investigationalproduct，thathasdleSameindjcatjonfbruse）etstheprodl）Ctthatisthesu句ectof  

theparhcularmatterinvoIvingspec摘cpartiestobediscussedattheadvisorycommittee  

10seenote6．  
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meetlng，andtheSGEisorwillbethepnnc）PalinvestlgatOrOrCO－pnnClpleinvestlgatOrOnthe  

COmPetlngprOduct．   

・neSGEorhjs几eremployinginsdtudonreceives（orisnegotiating）acontract，grant，Or  

CRADAfromanrmthatisthesponsoroftheproductthatisthes鴫ectofthepartjcularmatter   

invol、′1ngSpeCi月・Cpartiestobediscussedattheadvisorycomitteemeeling，andtheSGEisule  

headofthedepartmentthatjsconduc血gorwiJIconductthestudiesonthesame  

product／indicationdlatisthesl咄ectoftherneetlng，andtheSGE：  

・Receivesorwi）lreceivepersonnelorsalarysupportこOr  

・Designs＾villdesignoradvises／wi11adviseonanyaspectoftheclinicaltrial（s）；Or  

・Reviewsorwillreviewdataorreports斤omtheclinicaltrial（S），   

・TheSGEorhisnleremP）oyinginstittltionrecejves（orisnegotiatin8）acontTaCt，grant，Or  

CRADAfromanrm山atisdleSpOnSOrOfaproducllabeledfbrthesameindication（or，if－aJl   

investigationalproduct，thathasthesame山dicationfbruse）astheproductthatisthesubjectof  

theparticuIarmatterinvoIvlngSpeCi丘cpartiestobediscussedattheadvisorycommittee  

meetLng，andtheSGEis山eheadofthedepartmentthatisconductingorwillconductthestudies  

OnthecompetlngprOduct，andtheSGE：  

・Receivesorwinreceivepersormelorsalarysupport；Or  

・Designs／willdesignoradvises／willadviseonanyaspectoftheclinicalfrial（s）；Or  

・Reviewsorwillreviewdataorrepolls斤omtheclinicaltrial（s）・  

Ifsta∬determinesthattheindividualhasoneormoreoftheabovelistedfinancialinterests，the   

membershouldnotbeconsideredfbrawaiverandwouldnotpartlC］patei－1theadvisorycomittee   

meetlng．  
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Alternatively，jFtheanswertothequesbonisHno，”staffshouldproceedtoStep8．  

Ⅰ・ Step8－lstheCombinedValueoftheEmp10yee，sPersonalDisquaIi桝喝FinaLACial  

TnterestsandThoseofHisSpouseandMinorCMldren＄50，0000rLess？   

UnderStep8，STa甜shouldcalculatethetotaJvaJueofthedisqualifying且nancialintereststhatarehis   

personalinterests，thoseofhisspouse，andthoseofhisminorchi］dren．Disqualifying伽anciaJjnterests   

inc）udeonly丘nancialintereststhatarecurrentlyheld・SomeexamplesofanempIoyee，spersonalhancia］   

interestswouldbestocksorinvestmentsthatheolⅦS，hisprlmaryemploymentrelationship，hjsconsu］ting   

WOrk，PatentS／rqyalties／1rademarksownedbyhim，hisworkasanexpertwihess，andhis   

teaching／speaking／writingwork・Iftheemployee’sspouseand／orminorchildrenhavepersonaldisqua嶋′ing  

interests，theseshou］dbeincludedinthetotalvalue．hcalculatingthev山IeOfanemployeeつsdisqualifying   

斤nancialinterestsattributedtoa丘nancialinterestthatextendsintotheLhture，SuChasacontractoremployment，   

Staffshouldincludecu汀entnnanCialinteres（SOVeraOneyearperiodoftime・Forexample，iftheemployeehas   

a＄100，000personalconsulthgcontractthatcoversanveyearperiodofwork，hewou）dbedeemedtohavea   

丘nancialinterestintheconsultingcontractof＄20，000peryear，Iftheemployee，srelationshipisongoingbut   

thereisnospeCilieddollaramountfbrfuturework，StaffshouldcalculatetheamOuntOfthefinancialinterest   

OVertheprevious12months．   

If山ecombinedvalueofthesedisqualifyingnnancialinterestsisgreaterthan＄50，000，thememberwou）d  

notordinari1ybeconsideredfbrawaiverand、VOuldnotpartlClpateintheadvisorycomitteemeetlng・11  

lftheanswertolhequestionis’サes，”staffshouldproceedtoStep9．12  

11Inlimitedcases，FDAmaydeterminethataconnictofhlcrcstwaiverisapproprlate，PrOVidedthattllerelevantSlahユtOryand  
reg血torystandardsar竺met・1nsuchcases，血eCommissionerofFDAwi11revie、Ⅴ血erequestandmakeadetenninationontlle  
appropriatenessoralValVer．  
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J・ Step9－lsthelndividual｝sParticipaIionNecessarytoAfFbrdtheAdvisoryCommittee  

Essem肩山Expet而se？  

UnderStep9，Staffwilldelerminell［hetherawaivermaybeconsideredtopermitthememberto   

particlpateintheadvisorycommitteemeebng・Asapolicymatter，FDAischoosmgtoli一面仙ewaiversdle   

agencygrantsandharrnOnizeourimplemenlationorthevariousstatutoryprovisionsbyapplylngamOre   

Slnngenttestthanwou］dbe requiredinsomecases・BefbreFDAgranlSaWaiver，We、vi11deteminethatthe   

individual’sparticIPationisnecessarytoafEbrdLheadvisoryconmitteeessentialexpertise・  

AsdiscussedinSectionllofdlisdocumenl，FDAmustevaluatethepotentialfbrconnictofinterest，and   

maygrantwaivers，underlhreestatutotyprovisions：SeCtion712（c）（2）ortheAct，18U・S・C・208（b）（1），aJld18  

U．S．C．208（b）（3）．The“essentialexpertise”teslisthestaJldardfbrgrantingawaiverundersection712（c）（2）（B）   

oftheActfbramemberwhohasapersonalfhlanCialinterest（OrWhosespouseOrmjnorchildhasa丘nancial   

interest）thatcouldbeafftctedby山eadvicegivenwithre5peCttOthematter．Becausethisisgenerallya   

strictertestthan山ebalancingtestcontemplatedin18U．S．C，208（b）（3）foranSGE－－Whetherthe‘beedfbrthe   

individualフsservicesoutweighsthepotentialfbTaCOnflictofinterestcreatedbytlleLhlanCialjnterestinvoIved”   

－WhenFDA触dsthatanSGEqualinesforawaiverundersec血n712（c）（2）（B）oftheAct，theSGEwould   

ordjnaTilyalsoqualifyfbrawaiverunder18U．S・C・208O））（3）・  

lnordertodeteminethattheemployeeつsparticipationisnecessary［oaffbrdtheconlmitteeessential   

expertise，StaffshouldperfbrmaneedsaJlalysisthatdemonstratesthat山ememberprovidesimportantexpertise   

thatmaynotbefeasjblyacquiredthroughaltenlativemea11S・Thetestdoesnotimposeastandardof  

indispensabilityordemonstrationthatitwouldbeimpossiblefbrthe｛committeetoaccomplishitsworkwithout  

IZ Notelbat，eVenif仇ememberhas＄Opersona】aJldin－1nediatefamib，disqualifyingfirunclal血erests，StaffshouldstiLIproceedto  

Step8，aSOd16rimputedfhancialinterestswillrequLreeValuationastowhetherawaivermavbegrantedl  
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thememberつsexpertjse；however，itrequiresmorethanashowlngOfinconveniencetothecommitteeorFDA   

什omthelossorthemember．Todeterminewhetherthe“essentialexpe托ise”testismel，FDA’sjudgmentmay   

beinfbrmedbyOfnceofGovemmentEthics（OGE）regulationsat5CFR2640．302（b）thatinterpretthe   

requiremen［sfbrissuingawaiverpursuantlo18U．S．C．208（b）（3）．  

Somefactorsthatmaybeconsideredincll】de：  

・Theumiquenessoftheindividual’squalincahons（5U．S・C．2640．302（b）（3））；   

・Thedifnculb，OrIocatinBaSimilar）yquali航edindjvidualwithoutadisquali＆ingfinancial  

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

・TheSGEwi11provideexpertisethatisnecessaryto山eissuesontheagendaandthatwould  

Othetwisebeunavailable・Expertisemayordinari1ybeconsideredunavailal］leifsta仔hasfhiled  

tohdsimilareXpertiseonotherstandingcommitteesoramOngeXjsbngconsultantS，andhas  

madereasonableeffbrtstosし爪′eylhe丘eld；   

● Foraproduct－SpeCificmeetlng，theproductinques缶onisstudiedwidelyanditwouldbe  

difficu）ttofindaqualifiedSGEwhowasnotatleastasinvoIved／con且ictedwiththeproductor  

acompetlngprOduct．  

Inmostcases，Stafrshoulddocumentthatasearchforanequal1yquali丘ed，lessconnictedindividualhas   

beenconductedandtheresu）tsofthatsearch．  

IfstaffconcludesthalLheindividual’spa正icipationisno［わecessarytoaffbrdtheadvisorycommittee   

essentia】expertise，theindividua］maynotparticlpateinthemeetlng．  
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Altematively，ifstaffconcludesdlattheindividualフspaHjcIPationisnecessarytoaffordtheadvjsory  

comitteeessentialexpertlSe，StaffshouldproceedtoStep10a，if山eindividualisanSGE，OrSteplOb，ifthe  

individualisaregularGovemmentemployee．  

K SteplOa－1ftllelndividtlalisaSpecia）GovernmentEmp10yee，DoestheNeedhrthe  

IndividtIaT’sSeJYicesOutweigIlthePotentialfb］・aCoI］flictofInterestCreatedbythe  

FiIlanl：ialI爪teI・eStI爪YOIYed？  

Under18uS．C．208（b）（3），aPrOVisionthatappliestoadvjsoTyCOmitteememberswhoareSGEs，dle   

StandardfbrevaluatlngWhetherawaivermaybegrantediswhetherdleneedfbrtheindividual■sservices   

OutWeighsthepotentialfbraconnictofinterestcrea［edbydlefhlaJICialinteresLinvoIved．  

Indeten血nlngWhethertlleneedfbrtheindividualTsservicesoutweighsthepote血alfbraconflictof－   

interest，WemayCOnSideranumberof－fhctors，includingtheb′peOfinterest仇atiscreatingthedjsqt）aLification，   

therelationshipofthepersonwhose伽ancialinterestisinvoIvedto仙ernember，theunlqueneSSOfthe   

individual’squalifications，thedifficultyorlocatingasimi）arlyqualifiedjndjvidua］withoutadisqua】ifying   

点nanCialinterest，thedollarvalueofthedisqualifying丘nancialinterest，andtheextenttowhichthe   

disqualifyingnnancialinterestcouldbeaffectedbytheachonsoftlleadvisorycomittee．（see5CFR   

2640．302（b））．  

BecausestaffhasalreadydeteminedinStep9thattheindividual’sparticIPationisnecessarytoafford   

theadvisorycommitteeessentialexpertise，inmostcases，theindividualwillalreadyhavernetthebalanclngteSt   

requiredumder18U，S・C，208（b）（3）．  

FDAexpectsLhatallSGEwhohasreachedthjsstagejnthealgorithm（i息，mettheLressentialexpertise’l   

testouttinediIIStep9）wou】d，inmostcases，alsoqualifyfbrawaivertlnder18U．S．C．208（b）（3）．However，the  

2】   



agencywi11ensurethatlVaiverswillbeissuedtoonlydlOSeindividualswhoqualifyfbrawaiverunderal］   

applicablestatutoryprovisionsandwi11fu）1yanalyzethernatterunder18uS．C．208（b）（3）．  

Tfsta仔concludesthattheneedfbrtheindividual’sservicesdoesnotoutweighthepotentialfbraconnict   

Ofinterest，theindividualdoesnotqualifyfbrawaiverandmaynotparficipateinthemeeting．  

Altemative）y，．if－staffconcludes山attheneedfbrtheindivjduaL’sservicesoutweighsthepotentialfbra   

COn且ictofinterest，StafrshouJdproceedtoStepll．  

L． SteJ）10b－1ftheIndividualisaRegularGovernmentEmpIoyee，IstheFinaJICia）  

InterestNotSoSllb5tantia）astobeI）eemedLikelytoAf馳ctthehtegrityofthe  

ServicesrmddedbythatImdividu山？  

Under18U．S．C．208（b）（1）っaprovisionthalappliestoadvisorycomitteemembersl油oareregular   

Govemmentemployees，thestandardfbreva］uatlngWhetherawaivermaybegrantediswheherthememberls   

financialinterestisnotsosubstanlialastobedeemed）ike）ytoaffbcttheintegrityof仙eservicesprovidedby   

dlatindividual．  

Tndeterminingwhetherthemember’snnanciaJinterestisnotsosubstantjalastobedeemedlikelyto   

affbcttheintegribroFtheservicesprovidedbythatindividual，lVemayCOnSideranumberoffactors，including   

thetypeo用nancialinterestthatiscreatingthedisqua屈cation，therelationshipofthepersonwhose琉nanCial   

interestisinvoIvedtothemember，thedoJ］arl′a）ueofthedisqualifying貞nanciaJinterest，thenaturear）d   

importanceoftheemployeersroleinthematter，thesensitivibTOfthematterっandtheneedfbr山eempJoyeeFs   

SerVicesintheparticularmatter（see5CFR2640．301（b））．  
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lfstaffdeteminesthatthisstandardisnotmet－thatthemember，sflnallCia】interestissosubstantialas   

tobedeemedlikelytoa能cttheintegrityOftheservicesprovidedbythatindividual，theindividualdoesnot   

qualifyforawaiverandhemaynotparticipateintheadvisorycomitteemeeting・  

A11emalively，ifstaffconcludesthatthemembeT，s良nancialinterestisnotsosubsta血alastobedeemed   

likelytoaLrbcttheinlegriⅣofdleSerVicesprovidedbvthatindividual，StafrshouldproceedtoStepll・  

M・ Stcpll－WaiverMayBeRecommendedIfConsistentWithWaiverCap・  

1nreachingStepll，StaffhasconcludedthatawaiverwouldmeetthestatutorystandardsandFDA’s  

morestr．ngentpolicyconsiderations・UnderStepll，StafFshouldevaluatewhetherrecommendingawaiverfbr  

theindividualwouldbeconsistentwiththetargetrateestat））ishedfbrthecurTentnSCalyearfbrissulngWaivers   

皿dersection712（C）（2）（C）oftheAct．Providedthat山eapplicabtewaivercapwouldnotbeexceeded，StafF  

mayrecornmendthatawaiverfbrtheindividualbegraJlted・FDAhasdiscretiontojssue）imitedwaiversしmder  

18U．S．C．208andundersection712（c）（2）（C）oftheAct；e．g．，bylimitingpartjcipation10nOn－VOting・Trsta∬   

decidestorecorrmendthatawaiverbegranted，theyshouldde【eminewhichtyPeOrWaiver（S）（includingany  

recommendedlimitations）isapprophaletorecomlT■endloFDAo甜cjalswhowillreviewanddecidewhe也erto  

approve仙ewalVer・   

Iftheindividual，hisspouse，Orminorchildhaspersonal七isqual埼′inBfhlanCialinterests，aWaiverunder  

section712DftheActshou］dbeprepared・Tnsuchcases，18U・S・C・2O8aJsoappliesanda208waivershould  

beprepayed．1ftheindividualisaregularGoverrmentempJoyee，a208（b）（1）waivershouldberecomnended・  

IftheindividualisallSG巳a208（b）（3）waivershouldberecommended．  

ユユAsapracticalmauer＞StaffmayprepareaslngLいValVerforallindividualtllathlC］udes山enecessaryinfonnationfbra11appljcabte  

SlahltOryauthorities・  
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Iftheindividual，hisspouse，andminorchiJdrendonothavepersonaldisqualifyinginteresIs，butthe   

丘nancialinterestsofotherpersonsororganiz鵬ons（0山erthanthoseofhisspouseandminorchj】dren）have   

beenimputeOtohim，SeCtion712（c）（2）（A）oftheActdoesnotapply，alldstafrshouldnotpreparea712waiver・   

However，18U・S．C・208doesappIyinsuchcasesっanda208waivershouldbeprepared・Iftheindividualisa   

regll）aqGoverrLmentemployee，a208（b）（1）waivershouJdberecommended，IftheindividualisanSGE，a   

208（b）（3）waivershouLdberecomllended．   
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