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A STGCKS A&B INVESTIﬁ ENTS

th-flEms: e?pecfed o he: affeeteé‘ by the matiers befé &the Commiitee: mciudes §GE'S
finpule interest® (spouss, minof child dridgeper pa_ :er._. organ}zahon or enmy wfﬁch

e se;ves a$ off cer difeelor. trils

prosp
. N T - - Exgactad
. Ii | .lnv;:ivgmenirLaya! _ | ‘ Actien
| Lowinvotvoment - o S [
Cenerainfetiors: - |
. Stoek valiie fs less than or equal to $25,000: per enfity/
$560,000 in.aggregate {5 GPR 2640:202(b) de minimis :
_ exemption} - Cover mémo
Party‘ Maﬂers
It s Stock Valuie Is fess han or equal 1o $5,000 in ‘Covier memd
‘ aggregate ﬁ CPR 2640 292{3} afe mmfm{s exemptfsn) o J

R Madium thvolversnt

: 'E‘eiierai- Ma&é}&:

& Slock vaiua I greater than $25; 000 but iess thap or
I edual for $100,000 perenfity .
+ Stockis 15-25% of SGE's net worth

_ | oeersion
+ Stock value fs greater thain $5,000, but less than of ggg}s on
gyual to 100,000 per entity ($50, 009 for Homewark)

s Sfock isless thian 15% of SGE's net worth (Jess than we)
5% ot harmework)

Party Matters:: - t

“ High lnvoivement

s Slock value i§ greater than $700,000 per entity
» Stock value is greater thaii 25% of SGE's net worth

| “ General Mafters:

|
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Pady Matfem

d “Stack value Isgreater fha_n $100, 000 for orie entity or | gg‘gfioﬂ '
greater than 15% of 8GEs net worth x

coel fFer homewatk greater than $50:000 for oneenttty | Exciusfonz
ﬂ QR gfeatertha‘ 5% of neiworth) Al '

¢ Ccm;&any'inlfotvement [sm'iiﬂmé%
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B; PR!MARY EMPLGYME?'{T

NI SGEs {oxcopt nomvaﬂng Industey. tepragentatives). insltding oihibr Federa! |
employees and famuy mambars* Forconsulting acthﬁfles $ea Sacﬂon G o

Involveindnt Level

Low Involvement

Genéral Matlers: ' . n

SGE or emp!oyer, the, il or: may affect
SSE/artiployer only as-apar ‘
matiufactirers (5. CER 2640.203(g) exemplion-for non- o
Fedaral smployment inlorests of SGEs on adyfsory Cover
Lommittees) oL mems

* SGEI a federal etriployee, and hig:¢ 'ency I eonducnng
.tesagrahi for one o mare fir han nferest i the
geneial maﬁer befote the Commiﬁee _

Cover
| memp
Pan‘y Matfets‘

. The SGE's spouse is empfoyed: (szocidsteck options or
. pension plan).in 2 MEOIUM 9. LARGE spalisoting or Degision
cormpeting firm; but hisfer tole in the fim s not {(WC}
dennected w;fh the product Bligske and the empioyee is
nstih ihe management hterarehy iFstack is Jess than
~§5,000 - Cover itiemo, greater than: $5,000 - Waiver Dadision
» An'individual with whom the SGE has acovered . {AG)
- reiaitonshfp Is employed i 2 MEDIUM-16 LARGE, i
' sponsoﬁng or competing firm, bt histher role in-the firm
“is not donnected with the product at issue and the
employee is not i the managemen{ hierarchy

|
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Negltiam Tnvolvsment

Geﬁ'eréf.ﬁfafféhé'

. Mat(ers Wi i have a speclal or disfinct eﬂ’ect on the SGE of
ernpioye; ]

“ ‘Péiiy Ma'fta'fs“

s SOEf.4fedefal empioyee and his: agency‘ hot hié
. organizational component Is conducting res earoh on the
u ' eview-- fundzng frsm the sponsor islesy

12.1 fiths, the SGEngs amplpyed by the
péﬁﬁg fiems, but hacmethmg to {fo with the

_ i / lu AF .
3¢ "g_r;_m_ \d hisfher fold isfwas
 connecte praductat I8 ,e,but is natgartefthe
Jomar ,_gementh , arshy of the firm ANBhasfnénelat
tnierést R

i.

 Cever

(AE)

Dectsion

we) -

memeo-

Dec:ision
AE)

Decﬁsxen

High znizéivgmfft |

 Party Matfers:

« SGE§ & federal employee and his agenuy isworking on
. ‘aldrge collakorative agreement or GRADA. in which the
~ spoisor or competitor is providing & Earge ambuit
{(5500,000) of monstary support,
N -« SGE Has a toverad (appearanée} re!anonshlp with
- individual, 8ig., adultchild, sionificant other, whols a
_parly or repressnts a parly to the matte efora{he
Gommittae
& The:SGE's spouse is eriployed in & E.D M LARGE
| sponsoring or competing firt-and Hisiher rolgisiwas
Sonnetted to the productaf Issie, butls riot patt of the
'+ panagemight-hierarchy of tha fitm AND has ﬁnancza?
¢ Intérest .
« Thie-8GF's spause 15 employéd by SMALL spensbrfng oF
: ;c&mpeﬁng firfn, histher rolé is irrelevant . - ,
. TheS E'S spcusa Ban cfﬁcerin thie spic nsormg or
ompeting fir, of |5 the regulatory affairs officer ot has
sighificant adminisfratwe duliss AND/OR tias significant
‘ f‘aanciaﬂ lnterests (S re of ihe f‘rm s xrretevant)

Degisioir
(AE)

‘ Dec:s?on

{AE}

1 pecision

(We)
Exclisioni

Exslusion
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- * GDERICBER ses 505(;3)(4}- Walvar

\ B, PRIMARY EMPLOYMENT contlnued
CIRCUMSTANCES FAVORING USE OF SGE:

SGE Is not personally involved in GCRADA
CRADA is unfelated to product at Jesug
CRADA is not In the same ofganizational componént

. * s e

o4

becision would nat have a special or distinct efféct on the employer




o Matfer i notsensﬁive or highly comrovers lal (DI vision input Is required)
w A spouse or person with whon: the SGE las 4 covered. refationship has a posttion
. with alarge-firm not direstly connscted with {he product atissue .

. PROVIDED BELOW IS THE DEFINITION OF GOVERED RELATIONSHIP & oFR
- PART 2635.602

' perscm other than a pmspectlve employer, ?ﬂth whom the SGE has or seeks &
B 55 conti'acwa? of other finanigial relationship; -
. & @peison who is & mBfmber of the SGE's housshold, or who is a refativé with whoit
o theé SGE Has.a.clbss patsonal relatsonst':rpL
. e apeison for whom fhe SGE's spolise; parent, or depenident- child is; fo thie SGE's

- kiowledge, sening or seeking 1o setve a5 an off tor, trustes; gensral
ner, agent; -atforiey, cofisultdnt, contrastor, oremployes;.
o whom the SGE has seived within the last yedr as offieét, diréctor,
g_enéi‘aipaﬂhér, agemi aﬁomey, consuitant éenfsacter, éremployes; or

G, CGNSBL’!’ANTIABVESQR

| With finns 5% ected i6 bo:affoctad by thé-matter before the. Ccmmsttee* The table
refers to By Vnt aétivitios uniaﬁs speciﬁed as “past”,

: negettat{ar}

Involvément Lavel E;ﬁ‘;f;:d, ’
Low Involvemsnt
S6E racelves less iﬁé‘n*si 0;000 por solirce per yoat
Genaral-Matisfs:
. Cagsuiﬁng oh reiated or unrelated issue complated Cov
within the past12 months (&l inonies paid} m‘;‘ﬁ;
.. Consnitmg oni-uhfaldted igsue Is Gurrent of urider Begision
negot&ation ) . )
| » ‘Conisulting'on rafatéd issug fs current or under Dacision
negotiation {WC)
 Party Mattors:.
. Consultmg On unreiateci issus in‘the past of completed Q?Vél_' A
. Wwithiis the past 12 fonths-(all monies paid) ge"‘;% _
» Conisulting on unrelated issue is currnt'or under (\fg sien
fegotiation _ . _ Dacision
~« Consltiig on related ssue in the past (&C)
+ Consuliing on related Issue is sument orunder Exclusion

_Méam‘r‘zi_lﬁifofveﬁ:éﬂt-

SGE recelves between $10,000 and $50,000 per sourge
peryedar




A

‘ *General Malters:

1w Conﬁsu!tlng on resateé or tnrelated lssue completed

© . --within the past 12 months.(all monles paid)

nisulting on: uhrslated fssue is purrent o under

. hégotiation

» Cemsuiﬁng on related fssug s eurreﬂt or tnder.
flegotiat oa

e Consutimg on ume!ate
. Within thé past 12-vont !
|t & Consalfing on related Issug ia thapast br completed
- - withint the past 12 months {all rontes paid) ,
s Consulfihg is géneral in natireand doss niet involve: -
product deveiopment Or fegéarch

' fSSLIIE!l 1;‘{_’1?\6 pastor compfete&

: 'E T -
Lo Consilling isfor g cmmpeﬂtéz‘s relafediissue, bHE SGE . xc s;en o
.. does not hold a promigent wle ‘ : ’
il » Cohsulfiag Is Sumrént or underhegoiiat on’ for pmduct ot -
T reiated products
i '&gﬁzavamménf
S$GE recéives mord than $50,000 per soircs peryear ||
Genseral Matters; “
ki * Consultlrtg on reiafed orunreIated zssue campleted
within the past 12 indnths. {alimonles paid) COVG!'
+ Consulting of ufireldted i lssue is GuFrent or Under memo
nedotiation Dec;sxoa
I s Gonsulting on‘related issue & curreni or undét
1l . negotiation : it {[{zg)sion
" Parly Matters: _
_ Exclusion
« Consulfing an sponsor's g compeﬁior’s tfarefaiecﬁ u

. product
,»__ Cc,ms;ﬂting on.sponsm‘?s or &dﬁiﬁéﬁt&!sﬁ produet

| II _:Efxctus‘iéﬂ_

*. GBERICBER sée 505(n){4) waiver

C: CGNSULTANTI‘J‘%BV!SOR contmue:i

'CERCUMSTANOES FAVORING USE OF SGE:

SGE was Invelved on!y in earIy stage of prod\uct deyeiepmenf
SGEs Gempensation is at fhe low-end of the cited rangé

LA B L A

SGE has po ongoing. invofvementwﬁh thi sponsericompetitors

SGE will provide experhse !haﬂs stierwise not available to the committee
Pradiiol matter is riot controversial of highly sénsitive {Dlvision input is requifed)
Declsions are not fikely to Have afi effect on the continuing relfationship between SGE

E-:;nay be grantad a lmited walver in éases where the experﬁse is. otherwise
_Anof avaliable ' , ,

n s b 1088 < R 1




and thes firm
. Decisicm on product is not expected t6 affect v;abmty of tHe company
» Piodiictis studied widel Iys therafore it wouid He dtfﬁcuiito find a qualified SGE whé is
notequally involved
- There are moredhan five compsting proc{ucts o the mafket
« Al monles hawie been paid

| ‘[abie ef Gorgfenj s

B CONTRAQTSIGRANTSfGRAQAS (BEPARTMENTCRA;R SEE SEGTIQ&H

) !nvofv:r;g SGEY Umvefsﬁnyospﬁa VErmployer ard 1 rms expected 16 be afféotad by ma
mtter bafare tﬁe {:emmﬁiee*

’fhe table: rafers to current actmties un!ess spec;f‘ed as “past "

'

T ‘Ex;saﬁéa
' !LLow invemment
i Remunerat!qn is jsss ihan $1 U{LQOD per source per
- yoar to iristitltion /$10,000 persotirce peryear as-
saiary supportta the BGE :
| Geneml Mattérs: '}i_
$ Wo{k oh-unrelated fi: e is current or compieted
withisi the past 12 monthg: R .
« ‘Work onTelated fmattr has beén compleied over & Cover figmo-
yearage - Gover memg - |
« ‘Work- pn felated mattsr Decnsion {W)
' Panty Matteis:
'i’}osier Mo
& Werk oruprelated produiot is gurrently active or Degfsion -
 completed withininé past 121 wey
He 15 Gerieral on related productor SGE'will be the | EXQ’”S{OH
s pnncfpai in\fes{igaior {Pl)ofi cempeﬁior*s praduct
" & SGE s or will'be thé piinclpal Envas‘tigator (Pl eri
spoﬂsor’s product T
| m,éd'igmxhvmvemenﬁ -
Ramunaratfon Is betw:aen 3100,9806300 000 por
sourselyear to Tnstitrtion/$10,000-$15,000 per
‘sourcelyear ag salary supportto tha SGE
G’eﬁeréi Matters:
' ""- Work on unrelated matier is current oF compleiad Cavermemo
within past 12 months Dedlsion
s ‘Work on refated matter {WC)

Party Matters:

|




« ‘Work on unrelated product is current orcompleted

Decision

'+ SGEIs Pl 6 sponsor's product

within past 12 months (AE)
& SGEhasa limited mie in wotk on prcduct or .BE‘SSEO’}
cempeting product g’cgﬂ on’
# Work was on competitor's product with SBE as P, but AC) .
compieted more than a yedr ago Exclugion**
» SGEorwillbe'Plon sponsor’s of competitor's
'product -
- = = 1R
High lnvolvement '
' Remanaratloqis mora thati $300 DDD per sonrce!yéar
I tadnstitation7815,000 per: sourcefyear as salary
- support: cthe BGE
General Matte:s*
o Woik on iffirelated produictfs cur{enfar tomplsted . || Debision
within past 12 mofiths 7 g%)ﬁon
. Work o refated matter | ’ )
Paity Maftors: _
o Degision.
» Work on unrelated produect (féis o

: Exclusion** s

*CDERJGBER sé6 505{n}(4) walver
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7 ~ D. CONTRACGTS/GRANTS/CRADAS continuead
cmcummmégs- FAVORING USE OF séE‘

. SGE nof invo!ved Ingrant at att

EXGLB_S!O& CRiTER?A FOR1 NVES‘fiGATORé:

Decissan {§not likely to affect continuing re at:enshlp betweeh SGE ahd
spansers?cempaistors

Decision Is not iikely 1o affect the stability of compan{es ifvolved

- Fundi ing is ffom another govémment agency, rather thah the. fanufasturer
- Al payme;ﬁs héve baen made and &-final report publ shed
‘Sludy hay niultiple sites

SGE is not grant manager .
» Tﬁers ‘are wiohe than five eompetrng prodiicts on the market

« Any individual who has confributed patieht data to the application at issue before the
. Committee
~ # Any individual whio has contributed patient data to a directly competing

» Notable éxceptionis 6 the above:

{breakihrough) product to {he epplicafion at lssue before the Comimiittes

a. Anyindividualwho has contributed patient data t6 an expaiided acess.of

ggmggss{onate s trlal

b. AnyIndividual who has provided laboratory findings to-suppert the diagnostic

definitions and who does riot recelve salary support

¢ Any individusl pr ,gg;ousiy :nvo[ved with-an approved prodact: 4f the Issue before

o8




. Sihes apatént is- an fniellegiual propgity Interést : ‘Add 2 po

the Commiﬂee is @ new indication for the. precfuct

| T Tabie of Cegfenj s|

B PATENTSIRGYALTiESfF RADEMARKS

[ _nurce‘:of fncome; it -
may be considered aﬁnancxai lnterest gvehi if no ilcensmg of 8 patent has occurredm :

Involvement Level

o Ar;tton

Ex;ibcteci

affec:te;i-‘swrce annuaﬂy

: -Ger‘zefai Ma’ttefs':

» SG"" hasa patent that has been in existence fora: long
tlme bt ho ircenslng o poiént:al ‘commercial use is--
d

. S6 ‘has ‘8 pateﬂ( with refevance s genefal matfers ,
aﬁ& receives -or antacipates foyalties

Parfy Mattssrs:

* SGE has a patent on ariunréfated produdt; licerised by
a eampetmg fimy; and Te6aIVES foyalties

v S § apatant that eould be uséd T products that

- wotild competewith the product atissue, but nofirm

_ has icensed ityst.

 Discislon (W)
Decslon (W “

, Gover memc
Declsrcm (W}

Madmm lnycﬁvement

SGE reueives batween $15 0og « ‘E{)(} 000 in raya!tles
per affecteﬁ swrce ammaﬂy

Genarali an,d Parfy Maﬁem;

s SGE has a patéht oni an unrelated product, arid
receives royalties from 4 firm at isstie

"« SGE Ias 4 patent oni the product atissus ora
competfng produci ,

Detision |

Ay
E_xcausi

_i-iigb iﬁlv’c‘twémént

SGE reeefves more that $100;000° in royalties ner
affected souree annually

Genaral Matlors:

"« SGE has a patent ot an unreélated product and
réceives royaities fromva fimh atlssug

~ Declsion

Parly Matters:

o9

' (AB)




“J-  SGE has-a patent of.an tfitelated product and :
| rédéives foyalties (o the spetiser of campating firms || Exelusion
- & SGE has a patept on the predust gt lesue or a - Exclusion

- ompeting prodict ‘

f_cx?icUMSFTANziES FAVORING USE OF SaE

: E Royalﬂes Eeceiveﬁ are in low inve!vement range
- & Decisforrwoild have littie ;rr.apeat:ti githier négative or positsve, on ihe Vajue Qf the
patenf or abiE iy of licensies 0 pay royaiﬁes

» _Th,re & nopast histdry ar. pendir‘: ; a.iél‘ftt-ifti‘géﬁéﬂ' 5&'5&6&%& SGEand ponser -
e Forgxample, sn SGE would not Have 5208 issUe ustially if participating in matter
.. aifédting the spolisor who pays the raylties, unless the matfer aﬁéctsibé partictlar
.7 praduct mayBe.a 502 coverad: re‘lat:ens?\ip) '
. % if the matter could atfett the' company § aﬁillty 1o pay reyaitfes R an unretatect patent;

_i_-?-"uid baa 208 issug , :

| Téble &1 Contenis |

- F. EXPERT wrmsss N
= NGTE'Apart fram tne considetrations. baTow, SGEs are subiactf' 4

e foi[cw: ng

Witn_ ; s’In any proceeding ‘of afedéral gourt oF agency. if they have ipated in
tha same proceeding or partlcular matter that1g the subject of tha procs ding or
particifar matter a8 part of thelr official duties and Ifthe U.S, isa haga
diroctand substanﬂalmterest..i_Addational restrictions; asual!y ng cable o
FDﬁ; adig’sbry comimnittos meinbers, apply fo'cartain SGEs 5GCER sectinn
2635.80

: _L__cw"'in'vdisiem'ant

L. R,

invélveiient Level

Rémuneratioﬁ is fess fhan $5 00 per affectad solirce

per yaar
i Genersf-‘

* SGE makes o statement forer agamsf any product of

Cover

@'sponsor or competitor “

memg
Party Matlers: B
Party Matlets _ Degision

{AC
» SGE makes no staterient for o againstany product of (AC) _
a sponsor of competator

Wfbdmm ifvolvement : ‘ l

Remuneration Is between $5,000 and $10,000 por
affected source per year

60




