“ General and Party Matlers?

« BBE makes no statement for or. agamst any productof Dﬁ@iﬁioﬂ' i .
a sponsor or competiter | AC)

“ & SGE testified more-than ong yearagc farfagainst thi %?g’sm
s;:onsc:f ot éoinpetitor cn an unreiaiad or rélated (AE} :
preciuot . o , : I I ]‘

ngﬁ Involvfsment B ' ' lf

_.Ramuner@ﬁom is more ihari $1B UGE per affacted ' 1 o u

sQUrce per year _
-§ . 111

' Ge;:éfaf and Parly Matlers: -

. SGEhas fesfifled wtthin {he past 12 montﬁs ‘or.wilt Detision
testity forfagainst $pONsors of compefifor‘s untélated ) @as.

' product . -

i * SGE has festified within thepa' £ a7 3
tesizfy farfagainst sponsor's or: Qompetitc;‘s related

pred S

Exclusion

CIRCUMSTANCES FAVORING USE é's’ sc‘éf

. F*roduet is not woniroversialor h;ghiy serzsnwe {Division Input is rédiired)
o Lifigation involves parent compariy father thaii sponsor or direct competiters
« Compehsation 1§ in the low Involvemahi range

| Table 4 ¢ onteits|

G TEAGHENGI&PEAHRGIWRETIN G

Teachmgﬂ'speakingz‘mting activities actualfy pose two.; separate, alhough’ some
related, questions: (1) whether the SGEmay acceptany compensation for th ctsvuy
pursuant-fo 8C.F.R. section 2635.807! and g?) whethér the SGE may paricipate in an
FDA matter affee‘iing the intefests. ef ihe person-who offered the eompensatien

fimgs

1. Aggapfahce q' Coi pgngggta . Pursuantiq 5EFR. section 9635:807, 4 SGE
: dccept compensation'for teaching/speaking/writing ralatsd fo his or Her
An-aclivity may be refated toan SGE's official diitie al
86e 5 CiF.R; seoflon 2635.807()(2))(A-E), bit th : cominon,
nGOHmereé by FDA'l8 teachmgfspeaistngfwnt;ng where the offer ot
tame frcm a person Whe has Interests that may | be, Ql.bsiar;ha“ iffa
=8 Withift thd péaning of section 2635, 8&?(3){2)0(0} An'S

may not accepl sompansation forteaching/speakingiwriting where the o e
frol-Such 4 persoh after it was known thatdhe §GE wasassigned of saﬁeduied to
pajticipate in the partieular matter. As an exception to this ban on compeénsation, an
B fay-accept ihe offef of compensaﬁon if, and only if, he &r she foclisel from
o the fatter; ‘pursyantto & C.F.R: section 5501, 108:

2. Hegusal or Padlclpation. Thers is ofly. one sitiration in vehich an SGE absolutely
mustrecuse him/herself: as described ini the previous paragraph; an SGE rmust:
recuse if e 6F she decides to accept compensation for teaching/speakingfwriting
wihiere the Sifer o invitation came from & person who has interasts that. may be
substan!iaﬂy affected by the SGE's dutfes. As explained above, this requirement
applies only whers the effar orinvitalioncame after the SGE was alreaciy assigned
of seheduted to pariicipate i the matter that would affectthé pefson's interssts.

in all gthear situahons, FDA has diszretion to authorize the partigipation of a persoir who
has'a durrent, past{le.; within the past 12 mohths), &r Brospective

bl




teach inglspeakingiviting engagement with'e person whose inlerests may be affected

© by the.foatter in'which the SGE right participate. The range of sifuations and sonie of

ége fagtors FDA may consider in making these deternihations aré set outir thé table
=1L fo]io&vs

< G TEACHINGISPEAKINGWRITING continued |
L lnvolvementlevel . J E;gifggd
i Lewinvolvsment |
iSGE i‘éééi‘\fés tess than $5,000 'ﬁé'r'émjrc&péfyeaf .
e Toi pid is untelated to he parﬂcular matter and SGE
b feceivésno compensailon . A i s
;_.. Topicis wirelated and SGE Is compensafed ggt::; ?“ngﬁg

% [Toplols rélated but SOE receives hio compensatlen Cover fnems
 (indludirig tre ' Gover igino

N pm is feiated Bt not specific {o the-matter undér Co
dlscms;on by the commitiee and SGE is

. Msd:ﬁm }nvoivemem

SGE recef\ms beﬁween $5 OGD $‘£G 060- per SOUrcs -

peryear
' Topic Is unrelated to the partivular matier atissus g:g:ifgg (AC)
¢ Toplots felated bul not specific fo matter undar ;(Wg;)
d;scussmn
: ‘ngh inva!vema_ni 7 ‘ll ,
SGE racéivéﬁs‘ mar“é thai $10,000 per source par year -
+ Toplels unreiated fo {he parficular. matter at issue
» Tople congerns a highly sensitive of controvarsial
_ subject and alates fo paiticurar matter atissue gsggggg;‘qa

o Performante or nonperformarnice of official duties will Exciusm?}
stibstan aﬁy affact tHe ¢onfinuing relationship
 bétieon BGE and 18 orgatization Exclusion
. Arrahgement i§ with'an orgamzatzon {Hat wetild be
- subslani aﬂy affecied bya matter currenﬂy asstgned

c_%ﬁsuh{é?#ﬁ{%és FAVORING USE OF SGE:

. commntmeﬁt 16 speak on subject rattér was made’ before knowledge of mésting date
dnd-agenda. .

» Presentation addressed ne spesific manufadturer and dedlt with a whole tlass of
prodﬁcts

| Table of Gonfents |

H. DEEARTMENT HEADS - CONTRACTS/GRANTS! CRADAS
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With firms expected fo be affected by the maﬁer before the

Commilttee

NOTE: Adm:mstraﬁve role means managerial duties unrelated to

the conduct of studies.

Invalvarnerit Level Expectod
Lowlnvolvainént |
D landen o le _ H,
Remuneratian is loss than SBGB GGG persource peryear |
: to SGE's départient
' Goneral Maiters:
% Work on unralated: matfer is current of has-been : fn%vnfé :
completed within thepast 12 months o r—;'ﬁd&'fééﬁ
» Woik on refated thatier has been completed within the 1" Hems
_ past 12 monthy; and SGE had’o yiary adm(n&sfrahva Fole’ | L
» SGE's department I8 Suirently working on avelated || Decigion
matter, but SGE hias anly an admims{ratwe rola W
Parly Matters: [
_ Cover
" meme:
o Woik 6n uirelaed matter is curtentor has been  Cover
complated withih the past:12 months mi;m
= Work or related fmatlet Has bean complefed within the S
past 12 morniths and SGE had only anvadiinlstrative role Dacision
s SGE's departmeént s currently working on a related Ay
matter} sut SGE has oniy at admlnzstratwe ro}e .
: Medmm invo?vament

!}

Remuneration is between $300,000 -$600,000 per
SOHFC par year to SGE's daparfmant

Goneral Malers:

comple e Within the past12 manths

[ Work o related mater has been compteted within
oriths and SGE had only an

fole:

] SGE’s depar&nent fs currently workang on & related

matter, but SGE Has only an administrative role

o Wofk on unreiated niatter i§ curreéntor has baen n .
| Cover "

Parly Matters:

¢ Work on an unrelated matter (s current or has-béen
completed within'the past 12 thonths

o Work on related matter has been completed within
the past 12 manthsand &GE had only an -
administrative role’

o BGE's depaftrent is cuffently working on a; related
matter and SGE has ofily an adriinistrative role
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6 SGE's: depadment i negotiating on atelated - Exclusion
A , matter and SGE will have only an adm:mstraﬂ?e
| foie

H’:igﬁmceva-men:

Remunerattan is mote than $800 UUD per §6urGa per
yaar to the SGE'S departiiiont o |

- 'GenaraIMatférs 5 - , o ]

Y Work ohunrefatad datter Is surent or cempieted within Degls;on
‘the past 12 monthe _ S
- » Work on telated matter has béen. compieted {within fhe . E!eciszon
- past 12 monihis and SGE frad oy an admilnistrative role - EAE)
» SGEs deparimenl is Sutrently Working on-4 rélated matfes |
“end SGE hayan administatVe tole Degislon
1 | wey
- Eaﬁy Maffars‘ A
» WOrK on tinrdlated mattee is current of 'cémf}leted within {?ﬁ%{sm
{he past 12 thoniths | Decision
'» Wik on related: rattet has beer c_;omp!eied wlthin the I (AES

. past 12 monihis atd SGE had ohly an administtative role 7

» SGE's depariment Is cufrently working on 4 related matter || Decision
and SGE has only an‘administrative rofe. (WG)Y

» SGE's departnient Is negotiating on a related mafter and -EXGTUS‘W
SGE wﬂi have cr‘ﬁy an. admini ai:‘ g rote

H. DEPARTME&T HEADS CONTRACTSIGRANTS!CRADAS
’ cantmued

CIRCUMSTANGES FAVGRING USE OF §6E:

Fimmdirig (s from a government dgency

‘Shuidy Has® miditipte sites, prodisot: wldely studied

& Pig tzct at lssue S nota b!eckbuste; for 4 new and important indicdtion (Division input
&5 reqti;reti)

*

]

" head oF othgr o
“departiient); did not enrol] patierits into:study -
SGE's study (e d., post-rigrkating study) {8 not a pivotal trial submiitied by the sponsor

SGE'S intérestising eompetmg product ihai i$ afready approved-and markeied for
the xnéication at ldstie

SGE‘ s toleis £tm:ted ig,.not perseaal'" working on the study (s cep* as departmént
al with. management responsibilities over grahts or contracts of the

to:demonstrate the safsty and efféciivensass of the product
Dagision is not likely o affest continuing reiatronsh ip between SGE and.

'spansor!campetaiors

Decasion js riot iKely o affect the stabifaiy of tha comipanies

| Lﬁjﬁ@fﬁ;ﬂi&ﬂi&!

I, EXCEPTIONS FOR INSTITUTIONAL DIREGTORS -

Eunding in support of Contracts/GrantsiContinulng Medical Education {EME)
Semilnars ig recelved from firms: eXpactsd to bie affsctad by the decislonhs of the
Comnilttes.
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MOTE' SGE daes not.orwill not recelva any personai remuneration or saiarsr
support frem the funids recewed by the-institution: SGE‘& 1618 1% administéative

onty&
If adéressxng a party matter thatis reiated ta the meehng toprc, use
: T&bl‘s o :
o Invoivanient Levél 1 E;‘é;f: i
Low involvement
j o sts repnrtedare from ﬁf‘ms iﬁ’;t poienf aily could | B, i '
y the particular matters of general slsion
e . These interests inay of fiay. notbe rélated: {o (WC’)
the generét matter at hand :
38 Party MatfemL (up to $‘1‘50 000 parsource par year) o
- dover
. The interes{s reporﬁed are unrelated {6° the prodiict at memo
; issue or to the competang products '
Mgai_;zm;mowem:ent o
Party Melters: ($750,00% - §1, 000,000 par source per year) |
e The inteiésts repted are unre!afed Tothe preduct at ﬁectgiéh
: ;ssue ar ’m tha com petmg products (AC}

i High lnvoivament

7

s The interests Teporfed are vinrefated toths product at

3 issteorte xhecbmpeting pr However; based-Upon
the magnitude of dollars involved; this situatcon could
- Ptesentappedrance cohders

: Pariy* Matiem {more than sf ,th 000 per sourca per year} I-‘

Beacision
{AE)

CIRCUNSTANCES FAVORING USE'OF SGE:

* Matier at issie fs fiot considered highly controverssai or sensitive (Divison Zﬂpuf is

requ;fed)

o Prodeict 3t Issus fs rot a breakthroligh arbier:kbusier product {Divistoninput i&-

required)
. “Tiera 416 more thar 4 competing producty

' ilab_tgpf Gontents |

Mkt LA RS

Atlylsory Commitiess Home Page -

Fﬁ_&!:!omg Page | Search FDA Site | EDA A:Zindex | Contact.FDA | Privady | Accessibility
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