M The el yammeni offt cial (or olber authioizéd ff mai) rasponsible for
1h a_'ppointmént must issue awrilten Waiver hefores the employes:
takes any acﬂan inihe matter(*s}

ployes’s Séi?f(:es' ?d fﬁe’

deseriba the disqualifying .
irficulz matters ta which: ‘tapph&s
sole In the matter ot atiers, and any limitations o
s abjlity 1 aétin sieh matters, The waiver may appfy to
‘t‘and future i nanma! {nterests, provided the Interesfs -are

I 18*0.80-298(&3)(2), OGEs reg‘afaﬁons {5 GFR part 2640,
vide iptions {o the general prohibition deseribed in 13

& exémptions aliow padicipation without the need for

ot o Tnferest walvers inthesituations, desoribed | balow

] Exemptaaas far Spezﬁal Geverriment Employees Sew ng en Advisory
Cornmst&éeg -

5 mng ‘oh an advisary; aammtgfeewﬂth ‘a disqualitying
ricial interest bagat is Hon-Federal employment or
pigg employment may participatiin.any parfisular mtter of
general: pplicahﬂ by affecting that intérast if the matisr will nothave a
’ of distincteffect oi the emploves or his simployer, other than
partof ablass (5 CFR 2640203{9}} This exemption doss not
appiy to participation In partioufar matters involving specific parties
{such = drug applications) and it dogs not-apply to-any stock
ownership the empfoyee may ha\fein his emiployer of prospective
emp]oyer

Under 5 CFR: 2649 203(), an’ aéwsory camrzﬁttee member may

parficipate In committee matl Hearnlig:-madical products If the

disquam‘ying financial interest 2 y empieymemwi&h &

hospltai or tfier simillar madical Whose ohly interestin the

niedical pradueis is:purchase of it for tise By, o sale to, its pafients; 6r
: (b} thi'use or prescripfion of meadical produots for patrenis ‘

8GEEs '_rwngas nonvoting cons(imer. oi ndustfy répresetativés on
FDA advisory gommittees requirsd by § 6 have representative
membérs may participate Inany partl atter affecting a finanglal
in{)eres‘?t -of thie-¢lass {hat the emptoye | gits (5CFR 2640.203
0 ' , o

x Exempﬁons for- a!! Government Empioyeesa

An employée foay participate In afy paﬁ;a" at miatter affecting one or
e of the holditigs of a divei I mutualfund ora diversified unit
tHHst if the employee's disgualifying findne srast arises becatise
of Gwinership I the fund or trist (5 CFR 2640:201(a)).

if an érmployed's disqualifying financial interest atisés from ownership
i publicly ¢ traded securiffes thaf could be affected pythe matter at
issue, He. may paitiéipate i a particufar iratter invelving speczﬁc
parties ifthe sggfegate narket value of his Holdings aiid those of his
spause and minor children do not exceed $5,000, and may participate
In & pattieulat; matter of general applicabiiity i the aggregate tmarket .
valagof His holdings and {hese of his spouse’ ‘and minor ghilldraa do
hot exgegd $25,000 I any one entity or $50,000 In alf dffected
entifies (5 CFR 2840.202).




An amp%oyee may parﬁc {aafe ivahy partigular matier affectmg feisi=2
gampus of a State Institution of hlgher edueation I the éripl Gyees
disqualifying interest is employment I a postion with no-fmull-
campus responsmihhes di-g separdte camsbus of the samefnstitition’
& CFR 2640.203(¢)).

3 (b)(é‘) WaWers

As discussed in sectaon fiLg; 18 U.8¢ 2{38{!:)(3) was enacted as gartof the

Eihics ReformAgt, Under: ihfs provision,-a speciat Gavernmeht employes.
sew?n 1 advisory commijtiee under PAGA may participats In matiers
At committee from which'he Wolld sthenvise be disqualified if the
off tfesponsmle for ihe appointmsnt-delermines that ths nead forthe
employee’s Seivices outwelghs the potential conf[:ct of- intorest croated by
the emp?oyaes finaholal fnferes{ ‘

‘ UnderB-OFR 264& BOZ(a), FBA:may grant a (b}{3} waiver to aspeczai
_ nanadviseny commities dndtoan -

ppolitient to-ah advisory-comumittes: }'he

afty factors in determining whether to-¢

finte’ a5t ihai ¢ieates the dfsqua!iﬁca it
feif 'te{esta are an issue; the uniquénsss,

difficuly of focating a s iilady qualified

Adivie intergst to serve of the cemmiﬁee, A

doll : of anglalintetest including Its vallie dn

" felationship. fo the individual's overall assets, and the extent fo which the -

interest will be affacted By ttii actionis of the advisory comittes (5

CFR2640,302(b)). o

The GGE regutations (5 CFR 9640 802{&1)} also describe procedural
reQUIremenks for-grainting a (b)( -%) Waiver, including:

a The advisary commnttée must be convéned undar FACA;

& The governmént cﬁﬁc?a} responslble far appe{ntang the emiployes io
his-position {or other auihqrized offictal) must isstie a wiiften waiver
before the employee 1akes: any action in the mattef(s)

inch 'de & cortification that the neecffor the
oteritial for a aonfiict of interest:
iherttie facts upon which the wWalver
is granted Encludls}g t&anaf & of the fihancial interest: and fie
particular maiter(sf {o whigh the waver applies, and any limitations on
the Individual's-abliity 1o a6t In themalter(s). The walver may apply to
both presént and falurs fi 'ﬁcEaHnterests, provided the inferests afe
deseribed with suffitlent specifici

\'A mmcr GF THE soen AND ﬁRUG Ammmismmon MQDERNIZAT[GN

A‘C’i‘ SF w%? .

Seclion 12_() ofthe F—eod and Driig- Modeinizatish Actof 1997 (Pub, L. 105- 115) inciudes '

additional quireménts that apply fo FDA advisory cotmittees, Oria stch vequirement
is that a committes mémber may rict Vote of any matter regarding the glinieal
investigation or approval for mazkeimg of &.drug or blologic If the membér of the
rmember's immadiate family could gain financially from the committée's
recommeridations. Section 120 of the Modarnization Aot statés that FDA may waive this
cbnﬂfct of interest’ requ:remeniif the membér's pérticipation 1§ necessary 16 afford the

' i gssential expertisa. However FDA may grant no walver if the member’s own
work’ és irwoiszed

Phen implemenfed together; tHred regiirements in section 120 of the Modernization Act
present coriflist of Intargst chat!enges for-advisory commifiess that review clinical
investigations or approval for iarketing of drugs and biologics.




s FDA may not granta walver aftowmg an adv;sary eommittes merniber icx raview his
“own work:

. There miligt e’ atieast two members on the advisory commities whc are
kriowledgeable abou the disezsg that the product ts intended o treat.

* Aciwsoxy cormittes membets milst be irained before paiticipating In & committee
meetmg

: G}f noie the. poo! of Bxpers | ihat sewe EDA'S Advisory Commi&ees -Hré spemat

Gowemment empioyees (SGE’S}

VI, PRGCEDURE FOR CGNFLEOT GF INTEREST CLEARAN.CE

o Thaprocess for- detefmining ﬂle e%igiblhfy of Qutside experisfo aﬁissgate m adv;sery
- commiftee maetings 1s'a lab

ive'lask that involves multipla leyals of fevlew, ‘fhe

pracess fay involve as many’ 11 sleps Theée stéps are descﬂbéd betcw. S

A, Reyiew of Asaignmenﬁ to ASSBBB the Pofenffai for conﬁi’ating Financ:ai
interasts ‘

_ Firsx the agenda ofd ‘s?isbgy cgmmiltea mieatihg erindmduat assignment is.
assessed I fight: eftheiype f tatters-to be addressed, This:as s’sment is
-ritical becaiise the eligibllity and waiver rules: (21 CFR part 2640) vary deps

' & of meeting or signment in ganeraf therg.are ihreatyp

‘g @ fie pe
matler of genera] gpplicabllity and {3) othiar maﬁers st.mh as’ carnmiﬁee member
- {raifing oral rewewnf Intramaral résedich.

1fihe meetfﬂg ar asétgnrf;em mveives a paﬁlcuiar matter involving specit"c pames,
all enfities with 2 financial inferestn the méeting or assignment are idéritified fo the
exteptieasible, Fora meefing or assignment related 16 & product approval, the
enfities with 3 finaricial intorest miay Indfude the sponsar ahd fitms wWho will
manufacture armarket (1) the produstbelng réviswed; (2) prodycts thatwould be
used fn canflinction With thix'dne-being rewewed and (3} prodcts that would
cc;mpefe with:the one being reviewed.

B Preparationof Génﬁdentiat Financ?at G{sciosnre Statement {Eprm FOA3410 a}

| it ig cnficaf fhat ftis FDA' financial disclosure form (EDA ‘form 3410y bé clear and
ag i prepaation for sath advisery commiltee meeting, FDA's Canter

specific Advisory Cenimittes Stalf ssfid 8ach special government eriployee
instrucﬁoas and & stimmary of his or Har: previously repoed finanocial interasts Inan
effori te assist the SGE in upa‘atmg his ar her refevan{ information, The FQA staff i$

2 i$no. general requiremani thatth&y s¢ ,kbut additiona}

© Khiowledos; There is:an éxception-to this provision In'the pase of Departmient -
hea‘d Pepaitment heads are expacted to be knowiedgéa’uie -about all résaarch
within thieir department and to obtali additional details-onthe fesearch if rieeded.

D. Rewew.of Qaesﬁonnaire and initial Detarmiiation

' The FDA staff reviews the member's responsés to the questionnalré and focuses
on whetber d conﬂact oT mteresi emsts Based setefy on the reported Infarma;xgg itis
of interést. 1hat 5 mintmat and awaiver can easiiy be justff ed or g3) there is a
coriflict of iriterest that s so grea, recusal 1§ the dnly course of action,

When clarificafion is needéd, FDA staff may ask the ou%side expert to respond o
additional questions, ‘

tinterests of thelr emiploying institutions beyond their ewn personal




ifa conﬂlct of Interast exists, the deiaifs of the confiict are dceumezﬁed FDA staff
considersitlie factors descaribed In the sectionon FDA's Modernizafldn At and uses .
e triteria 1ables In section thise of this docurment in defermining whethér to.

‘ reeOmmemi -1 waiver\

E. ﬁonsultaﬁan withr Rev:estvisicm

. Adygsmy cnmmiﬁea frieetings. arescheduiéd o provide ad\f ica o the FDA'afﬁclat
‘maki ision: Typically, the FDA.official is an Office or Division Direcler, The
& of any sighiificant conflicts of Interest thaf afe réported 6 enable a
Ination of the .exleni te whleh th '-rqembes‘s expemse is important e'

nt £
g , prapriate. ifthe mém‘nef’s se
the eetmg beoatise Ho one sléewith the expertise canb
of the mesting; & waiver may bé appiopriate, In making this determination the
review office-and division mist fake into accounﬂhe requiremeﬁis of the FDA
. Eﬁfedéi'fﬁié‘ﬁ ] Aat of 1887, -

: not feasible to-obtain other. experﬁse th_e review t}iuﬂsEon and ati“ .
gomittea’staff will work togethat to provide the nécagsary justiieatio faﬂy
wéiver, Where the fidancialinterest is fefatzVeEy largeitis essenfiar thatite

;ustifiaatfan be partidulady stionig. :

F’ :Preparaﬁon of WaEVér and Justiﬂcaﬁén

G. Review by FDA’s Ethics Staft

The FDA" Ethtss Staff condugls dn. independent rewew of all conflict of inte:‘esi
walvers and makes a resommpndation. to the appioving official congeming thé
‘walver. If-questions arlse about the fastification for the walvar, the GthicsStaffasks.
the-regommeniding office for additional Informalion. The Ethics Staff iiayalso
consultwith the'Olfice of General: GdunSe h ihe Depaﬂment or the G‘ﬁ'ce of

- Goveinment Ethics.

H. Finaiﬁpproval%y s\ppointing Gfﬂeiai :

ﬁpfoposedw:awe; ahd just;ﬁcaﬁorx for the Walverrecaives multiple 1eVeis ol review

. before reaching the appointing official fot final approval, The sifigial should have
corfidencs In the vetting. prccessand shou!d feel confident In the recammended
action, P

The appropriaté raview division staff (inc!uamg G?ﬁce'and Diviglon {)ireciors}g
approp"' ate conflich of interest staff, recommendin fiofal for ihewaiver, and
- appiopriate Etfics Staff roeniberare avaifa‘bte toprovide additional informiation and
- ,guidanceto the abpointing officlal, ,

 § 'ppoin!ing official doas not agjpfnve #pio eseci waiver, the officiai hotiﬁes all-
d parfies-and aitictlatés the feascn(s) for disapproval. The requesiing-official
oose {0 appéal the declsion, may modify iieagenda for the meeting, Graday
. takéansther appropriate aclion. Evary. effortis made fo resolve ihe issue

: expedlﬁeusty

' 1This glz ciance decum eni represents tie-Agenoy's curfentdhi hking oft policles:andg

procedures for handling conflicls of inferest with FDA advisory commitiee’ ‘members,

-eonstiltants, and expsis. it does vot create or tanfer. any rights for or oy any parson and
. does nigt Operdte-to bind FDA or the public: An alternafive approach may be:ysed Ifsueh

approach satisfies {he réquiraients of the applicable statute, regulations, or both,

270, SeWe awith H’onor Repon‘ of fbe President's Cormmission én.Fedearal Ethics Le Law
Re mn {Comniission Repofﬁl March 1889, p. 29.




. *conimission Report; p. 50,

* #Commisslon Report, . 80,

| '_‘:is:é‘dfgv’m"“séid Report, pp. 30-31.

= fsPlease note- that most full- inme FDA empleyees dre: subject io a prohabiteci hoidmgs
© regulalion which prevents fHe owhérship of financial nterast in sigrﬁffcaﬂt(y reguIafed
B ti{: S, s‘feﬁmthslahcimg tha fegulatory exempﬁcns C

ﬁ&gssé{ycgmmlﬁeﬁﬂamgﬁa‘ . .
L ex}t:s;nffqgmiﬁ:_ﬂ,as‘ﬂéc;ﬁﬁ;m

{@Agﬂ*ef_age is&r&iﬁ,&ﬂf‘w: £
' | Egmebsu mm

.
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8, Food znd Drug Admintstrsifon

Conflict of Intarsst (GOD Cnteria Guidance. Tabie Workmg Deﬁnmons

Ltnked to thé eiemanis of the FDES. Form: 3410 the GGl cntena gmc!ance table mierges the waavar: :
ariteria dgcument and the intérim section 502 guidansé. :

-Wcrkmg Deﬁni‘aens under anoIVeMerrt Level:

NGTE'F"F'convenTence, the guxdance table uses the sategt "“:es oﬂow meditim and tigh
involvement to reflectthe rionetary levels invalved, However, s the table demonsivates, the
ovara!i Ievel ofa éc:nﬂ:ef afﬁmterest is deteririthed by moré than one: faetor

Gener‘ai Maftet's

' Partmuhr matter of gfmera! appiiéabiii’ty fméans 4 partfcu!ar meﬂ:fe.“' that is focised on the .
intérests of a disorete 4ad identifiable class of persons, but doss nvolve specific parties. For
exampls; 4 guidange dosument that affects an entire-class. of prcducts and all similarly sjtuated
‘manufacturers:{s a matter of gefieral applicability. In addition, the use of & potenttai prodict:
- _*soleiy &5 a modsl o exampie For geheral discussion, the results of which-will apply to a class of
products may be 4 matter of generaf applicability,

iEa‘ v Mattors

Partscuiar miatter irivelv ing,speaiﬁs partnes focuses off 4 specific prodact applmatmn or other
matter affecting a Spegific manufacturer and it -competing products/manufacturérs (e, NDA,
PMA,; PLA/BLA, efficacy supp[ement for riew indication]. It foeuses uniquely and distiniatly ona’
given product/manufacturer, .

- Working Definitiong ufider Expacted Action:
' C&ve‘r.me’mc‘x

i The SGE's reported mtérests :nciudmg those that do rist requ;re & walver; a wﬁ&en 502 of ah

exciuslon, are explama& 6 ihe Ethics Staff i a memsrandum.
, é_clSIOn '{W)

This notatmn appaars when lt s most likely that a watvet w’ifi be granted, However, in all cases,
Bach proposed walver will be e\faiﬂated anid judged oni its ‘own merits in light of all televant
'fac’cors dunng the review process, and it is undérstood that an approval is never auto;natio

Th:s notation 4ppears whéh the extent of the interest muist be examined and balancad against
the rieed for the SGE's -expertise. The desision to waive s riot autosiatic and requirés careful
review. Befare seekmg a Wawer in this Involvenient category, the Cbntsr may wish’ to consult
withi the Ethtcs Staff When reviewing a waiver in this risk ¢ategory; the Ethilcs Staff fay consult.
with Genter: Officials, HHS Genéral Gounsel Ethics Division and the Office of the Senioy
Assogiate Commisstoner to regomniend the best course of action.




" Decision QAQ}

Thxs natat;on appears for matters that may: fall under the criteria for writteh: 5625 I these
vages, the Centar wz!i consalt with the. Ethics Staff to disciss the nafufé of the interest and
de—tarmine whether 1t is neaessary t prepare a wnﬁ:en 56}2 {&: e paS't finanelal interest is

Thas notation appears when the SGE’s mtei’est will watrant a written. 5‘62 author:zatmn oF

~ exclusion. The degislon may teduire manag‘_‘ ial prerogative, The Ethles Staff may consult with
Cénter officials, HHS General Counssl, Et 6s-Divisiori and the Office of Seniar Associate
'Commissfoner to recommend the best sowse of actioh,

Exciuswg

'i'fns no’taiton dphears when th@ SGE's repcrted f ﬂanctai interast and the conﬁ“ ot putweigh the ‘
rised for the individual's services, However, the decﬁsmn to exciude is always reviewed in context
with the Issuas bafore the somrittes. o

'Deﬁniﬁan of liistitution Addressed in Secﬁéni’?"l”’ of the Table

Instatutmn means a nonprofit ressarch center affiliated with academtag Resaarch is defiried as
basic and applied research, The instifution may also ¢oordinate sttidles (cfmicai trials) at other
résgarch facilities. instttut[onai funding may be derived frofi goverfinient sourges, private
dona’cmns. mdustry donat:ons, cohtracts and grants.

' Ne;i: %ﬁ@;

Not warth is defiried as the value of an indiidual's total assets minus the valus, of the mdivsdual s
‘dubsts (Fhanoial liabilities),

ﬁeigééd Issuse

Re!ated issue i defined as'a matter surréunding a product(s) that competes oF may potentlally
compete.in‘the marke‘tp!ace With the praposed product of mtef‘est

Investigator

"1nvestjgator meéans an - ndeuai who actually condtots a slipioal mva‘stsga’gzun (i €, under whose
immpediate direction the. drog is administered of dispensed to & Subject) In theevent ah
mvastsga’uon is coridusted by a tears, of individuals, the investigator is the responStble ¥eader of

the team: “Sub=invesfigater” mciudes any ofher individual metbar of that team: T

Expected Action -

Expected action is definéd as the outcome that is anticipated in the majérity of cases. It follows
‘the cdourse of action that welghs the Agency's need for expett advace against ahy appearance or
acttal conflict of interest.

Note.on 502 Delesation of Authority

Whér an appearance or impartiality concern is préserit, the SGE should not paiticipate in the:

- httpy/ fwww.fdagov/ oo/ advisoty/ conflictofi nt_e‘r—est/" def.html
a0 - -




maﬁ:er anless he has informed the agerioy dasignee of the appéaranocs problem arid reoe ved
authorization from the agency des’igﬂee. Thie GOI Griteria Guidarics Table identifies appearance.
and impartiality concerns related to yarious:-topios; e.g, contracts ahd Brants pa‘o\nded by a
‘sp&ﬁsor that are unrelated fo the produet at jssye, and provides r‘eseiutmr's direction.

des:gnee ES requsred for the SGE to particlpate For tssues that fa]i beiow the thréshold for &
wiittery authorization, Robork J, Byrd; Deputy Ethics Counselor, delegated authority (memio dated
Apﬁi -8, 1996) tb tha Ethios Staff losated in the Division of Managemant Programs, Office of
-Hufﬂan Résourses ard Management Services :

IF e reViewlng officidls:in tha Ethics Staff“ sonolr with the Center's’ feques’c for the SGEto
_garf{mbate an aithiorization 1§ foted on the cover memorandum. If the reviewing: official
quastions.the participation or belisves based oir the facts of the. tase thata written
detarmination signed by the agency destgnee is.warranted, the Ceriter will be ccntacted and a
dlaiogue w:i! také plage seekingappropriate resolution.

Tt GFR Seotion 312:3(6)

‘ (:):f-f;ce ot the Commiissionér
. Food and: Drug Adminlstration
: (Hypartaxt sreated by 1g 2000-FEB-25)




