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SEVNIL T, RENRZO 7 AFETL ORI TEFRORE R L TSNz COl w2 AVMNE, ZD“New
Rule” [IZHEHLL 726 D &7 > T, FEBR, BT ENOAR T O EF R FERNTHT R A S ND T E O
FEEDN T AV DR NIH IS5 D8RO 73 A2 £ LT “New Rule” ~D5xt A3 sRed &
NIzl RFED COl v RV AV EZ A FR RPN T2EZA, v R VA OM L
10,000 R/LAHY 255 5,000 RAAH S ICE 3§52 L2 RO OTZIZNT T, £ OO RIS TA RS
NI=DThHD, ZHLIZEENLL I NDINT, KD COl~ R A MNIT AV A0 “New Rule” |IZHE~T
BY, ZOEBRTI, 70— L R H — R 5> T EERL TH RNV 5 TH A,

W ZOEN, FERLLT, bAE OO KFED COl =P A MDERENS BT, §HICBITS
MEVIRE | EHEMESNDZ LI/ oT2DTHD, EVHEZ UL, AZED COl v~ F VA MDD T 0—r3)1« X
HoH =R FOMODDNEDKZEIZEBITD COl R A DI —H )L )L— )L EDF vy T EL T
Wz, EVWHZETHD, 128, RRICB W TEEINCKIE T, TAUHIZEB N TH, “New Rule” |2t S
o, COl R I A ND T B—rS )L« ZZ B —RINEBIZHENLL X TR TR, 00O iz %5
VBN STZZEITHRE LRV, BIEOAE T, PEF BT DA KPR BIATe &I
720, EDINT AR RDVEEDG, COl v R YA NN AREZ 72572, L) RIZH D,

DREDORKFENZIITDH COl v R A NP LT BRI BB DI To LT, OREDFES

ELPE DRI PE S O R IS B SV BUR R & 2 IS M B B S I B RN E DML, EDRK
ROBEFENEIEN) LR ERICHY, EEFEEER K AICH IO LIEARE N E L E B 2 DR M0
EZFFL R OTRAR BRI T HIENTED, 120, 5% TA T VAT RGBT HRKFZOH
ZERDPGHEALDH 725 ZOEFELEL CORBMETHIRFIILD720, KFEHY72 COl R AR
RDOOENDLDTH-T, 4 _%7m~/*‘/%;<5(‘/57“~M:ﬁwu: COL~ R AL Ml EE O EE & FE ffi 7)>
RA[RIZIg ST, EVoTHIE S TIEARu,

2. TAUMZBITA“New Rule” RE - EDOE =

B IRAIFIRIT ., B 7eib it AR, BRE OB EI2E o T, RAIRIZEWZ D, 1203, [FIKFIZ
VOB O ND A DD NTAE DOFRIZE DT, R E L CTREHOIVNII A2 H AL ED
#1% ] (Gallin, John L, A REGE PrNIESL - BRIFEEDL - 50 FREAR[2004] [NIH E&ARBF RO
AREEBRIALE, 2004 4F, p.13) EWVHE S E R > Tz, Lok, 1960 4ENE T, i A LS o FIZE
PSSO ThD, TF ARAY O BRI D AR A AT > 7c AR FEBRIT S 5B BT
HHELTH, TAUIZENTH 1930 4005 1972 4RI TRAIIRL T Thoduiz Tuskegee O
FERC, 1950 RO LFNH T FED/NRIZHL TIT 7z Willowbrook P28 5441 ([ 1. p.9) 72
D, BERAFFED L OB ST FERMSI T, 7208, 2O LT ANMER R U7 R R A SR 156 B A 0D,
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BERE D NMEZ B LT BRI SE O E i a it Lie =2 L o~V 7 fifEE R R E L DD #BRE R
FEDITHIN, 1964 L2 FEFIZEOMRRNHERESNIZZLZ2 2T, 7AW T, 1974 48
[EZ#F5E1E (=National Research Act) IZ&-> T, BRRIFIENEF BT L TERINLGILITR-T-D
Thb,

TOFRER. NNV EUVNEEA979 FE)ITB W T, AR OB E (= Respect for Persons), #T (=
Beneficence ) . 1F 3% ( = Justice ) 73, Ff IR HF 22 @ JR HIl & U CHE L. S 4L ( The Belmont Report,
Commemorative Edition, OHRP, 2004) | E&RIFFEIZIW T, ZOJRAIDERS AL TODDNE DD E et
L. FOEAZFIRETAHEIE LT, Institutional Review Board (LA F IRB &V V) R EINAHZ LI/ -
T2 TR R (R A O T FRITEL A (45CFR Part46) Db &, IRB DR E ., HBAENE, FE
FHREDEDHNT-DTHS (Gallin Fii#EE, pp.49-50),

A A CrE, g #1522 )R (Office of Human Research Protection, LN OHRP &\v9) 12
I HPRAE S (= Assurance) S, PRAEEADIZE L TV D7Z-DW\ T, OHRP @ﬁ?—%‘%a)‘mi
RBIRV, ZOBLIZBWT, NMEndLEHESNT G DU E D RS éhéif YL
FHHEHE IR ZEIT 2 TELIED LD, ZOL T, 7 AU DZBWTIX f@T?ﬁ%k%
NEUEELIDETDIEMEERE 2 E X | gRF IREL L Lz IRB %@ Léfﬁ D~ R A
Y MEEESE R - IEH SN TETZDOTHD',

720, ZOMIEEARARNSB L RIRWEENEZ 7, SV —FEThD, Zhud, AT =
Vo hTU R TINSIT— B RBIEL WO BERHEDIRKIER DT | N _=T RFPEMNER TR #
WEGERTD J+ T4V TR DTS CWTZERIRBFSEICS I LT, Y 18 5k D [+ 7 Vv T —3 | JiYSE
EOFRL. EC LT F G CThHolz, ZOBMEFIREIL, VANV U NESL LT RFERR T v — N3
Genovo fEDOHFFEE ALY, FEhE=F1, Genovo X DAFZERL IR PEZEL T DHEF Z R EFL TV,
FDA OFAIZE T, MR B G- LT R 203 | Ehi B CIRYME D FIEA AR5 ZOFFx
FHNTHEERE 2 FDA IZH IO TN E WS TR IEI T AT THLNI T2,

INODOREATEIL, TN o T —FOEKFEE S T T L ANV AXA L DERLUTZEERHERF
AUTBVTHLNIZEI, RKFCKH L CEREOBERENR S, IVAZA T, Ty o T —FH g
ZEREIC R OFRAZIRE L, KZIZBITD COl v~ RV AL MDD RMEZ B K LIED HZ 705, R
(2, BRI AHIHIRIE D F AR ED2D>, GAO DLIR—K, AAU, AAMC DHARTALINED B,
B RPIZEDEPFRRD BT D THD,

PN I — LD AR L OB &, K KT COl v R VAN D RIE LR LA T 7
FERL T AU DEFLEREHET D RFICBOTL, COl v RV A M BT BREE R NRES
A, FRUMERRZ A 952 baoTo, NIH 72 E DDl W FE 8 252 1 CERIRIFZE 21T o956 | IRB 124 H
T ORI E (=7 a ko) (o — B4 E 2 5486005 B % (= Significant Financial Interest,
VLT SFL &) ZBRT A2 ENEHEAT O, SFL AR RSN- 7 uba/LE COl v RV AV M2 T 5

' IRB @uaa_ CBIL I, Gallin Bifg &, m/x—Re ] 7 A5 —fa3E | SR TAa - RREBRIIRB A7y 7 J(P LS | 2003 45T), Leslie
Francis, “IRB and Conflicts of Interest”(Spece, Roy. G., Shimm, David S. & Buchanan, Allen E. edited. Conflicts of Interest in Clinical
Practice and Research, Oxford University Press, 1996) 72EZ & MLT-,

2 N T —FEAEIZ O TR, Jennifer Washburn, University Ine. (Basic Books, 2005) Chap. 5, AAU, Report on Individual and Institutional
Financial Conflict of Interest (AAU, 2001), AAMC, Protecting Subjects, Preserving Trust, Promoting Progress (AAMC, 2001), GAO
Biomedical Research: HHS Direction Needed to Address Financial Conflicts of Interest (GAO, 2001) M N/ =/L RV « 7Y LAX—3 B H
FRRC ISR PE Sm s LB 22 00 BV J(HEnEs £L, 2006 4EF1, 25 8 ., 12 B)E SR LT,
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ZLbieD, COl =RV AVMIBWTIL, Fahaz i, AFFEACRICSA T ARAEL | PR E
BiEZ R TR, L OB E [T HFR 2 S E et E 28 E - mEtL oo, IFCEH
FERNE ., E=FV T ARZEEOBIEMRE DTSNz Ob | BATER) COIRHEERY) COL A [RhEEIZ (7]
I BARRY 2 TR RTE O FERE DSBS S D, £ OEIE IZIT, HbEEL WG ST, FFEA~D B G- FR,
SFI OREFRCHEERE S & END, IRB 1%, ZOEEZEEX , 7 aha/VOEIEREZRDDHIEITRD
DTH-7=%,

ZHL T, 1995 M ANCHES T2 IR FE 43K D COL =% A M, IRB /BB L , BFZEH Y &I &
RREDbHE v XA ML B & A2 ) - T S OMERA R DS O 5 B3 3528
o T, ONEETEEFLIZDOTHD, (AL, ZOifEAZ B CTE RSz COl ~ 1AMl X, #F7E
FAE NI SFI OB REEEE DR, AFFEEBO SFIBREZEELEL T, COl v~ RV AV MRBIAEND,
LVIREIE 27> TN,

TED T DRIBEDSH T B SN T2 LI o T, (TR F By R AR~ | 1729 B IRIFFE 73
D EERNTHIN T 2E B2, (2)F OB LE G BILR L, (3)EFH HEN I - ZER{IEL-2>D, 4)
REF-OWFEE (T2 RFAE KL DO e AR BAR AR L U7 R (B)RRIRATFEZ1T O K PO
ZEHE D COLITH T DA AN @ ED, LWVIFTZRRUDEHHSNTZDTHD, Lok, ZOHT-
PRIRDUE, AFFEBAE AN DBLREVO LD | RXUF ORRE Ny R ARITIEN LT EWND | BB
RFPICESTEAHEINT DO Th-> T, G @R T DEMBUFLENEZ T IR FOT Ly ¥
—Db & RFOMTEHE D PE TR B -T2 — AN E L2 5T D T D (AAMC-AAU Advisory
Committee on Financial Conflicts of Interest in Human Subjects Research (eds.) Protecting Patients,
Preserving Integrity, Advancing Health: Accelerating the Implementation of COIl Policies in Human
Subjects Research, AAMC, 2008, pp. 1-3),

ZOIHRBREE DB KFOWIEE TR T 288 0H] F BfRZ 0103tz T& 97, 1995 4
FLRISRD T2 TPHS SCHEMFFEIZEI -2 SFI ZBHR 32 | ZEA L LTz COl ~ R AV MBPHEREL X
PRVRIENAE TN 7 BEEEAFZEIC 1T COLIZ DWW T, H2iER AT £ > -7, COl
TRV ACNRA SRR T, BETERY COl EUTZHE BRRIFEAATI R F D Integrity OfF ML
Kb, REIZBIDIEFMRICKERT A= 2DV A7 3D Tz > Tz (Federal
Register Vol. 76, No. 165, p. 53257), ZZC, f@FEfEALA 1%, 2009 4F 5 H | “New Rule” REIZMIT,
BUEDMLENELSGED Tz, 2010 4E 5 H | UERICHT LT Uy 7a A R, AAMC 728
BRI B ORI A 2R L L DI F—RoT7 4+ — T L& B U T, B RAREATTV, “New Rule” % 3K E « FEhEL 72
DTdH%,

“New Rule” |Z331F D KO T filX, COl v R VAV MDD EALA KFLVOMERI B DT SI2H D,
ZHIVETOD COl v RV AR DD SFI PRz 22 E L TGS N2 LD b 012, #F%E
FHRENZZOFERMEFZADE TWIZDITH L, KD COl v RVAVR RV —ZED  ZDORIY
—DObl, FFFEE L, BRMFZEIZBID % B O SFl 22 TH/RT2ZEMRFHEIT B, COl v R A

3 Ehringhaus, S & Korn, D, U.S. Medical School Policies on Individual Financial Conflicts of Interest: Results of an AAMC Survey (AAMC,
2004)

12005 4, kB ORISR 2T T B YL T T RO I A E T T COl~ R A Ml 23 L L7z NIH 12T 2—27 REFEDPDBAD TR
i@ e ge s, iR, WL, BRHEE W) 3 FREADIEREL 7= SFI 2R FFL7e 3 BB R 3, NIH SRR E 2 R Ui L7 F3En
FEH L, NIH O COl ~ 3P A Ml EEDHEREL TOZRNEL T, SR DRELWHIZ 32 1) 57070, BFEE DB O BIRE R — R ZEL KD
COI ¥RV AL Ml BE A+ ITHEREL QRN Z E BN 272D TH D,
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e T DL >Te D Th D, BARRICE X, KPR, (1) 38F 0D COl v RV AR —
DEELI, (2) BFFEENS BRI —I2hE 7= SFI OB RZR DS, (3) SFI 23 NIH 722805 K2
T TR (LA PHS SCEEAFFEE)) EDOBIfRZ 5347 - - . FCOl DAF{EA TR T 5. (A)BATERY
COl XIFHEER) COl DIAZP & T HHFE D ENE LI, (5)Z D ENIETFIN TWDHINE=F—L,
W 5. (6)FEBH RO ARE G R B RN UTo g ez St 2 st - ML . BEERY COl 234U T
WRWINEIDERER T D, DR THRAZERET A EO R R EITLY ., AREHD, LVof—
D COl v RUANEATIZENEDOLNI-DTH D (KFE—2),

X% —2 T AV INZRBITDCOI R T AL M BB IR FRRI D% b2 (012485 24 B A )

HE 19954E53HI| New Rule (BIE19955#111)
SFIDER - SFIORME & LT1H FABEE X IIMA OB RIENEL S - SFIOBfE S L T5F FAREEK OO REEL Sh b,
% + BT ORI

- IHORSRE S ANPO IS B < — . . E. W
KEE, FEZBEOBIMCE D ANTRA SN D,
MEBEOBTEE  BFRE/ PIS B I BT 5 &I U= SFIOH 4 7
+5,

- BB XL BB BB i 5 X —,
B&, #EZBROBMC L HNAETERI SN S,

« SFIOFEIIITEH O BAE Ik T DR b 5,

- WFJE#H O SFIZSPHSSTIEMFE & B2 7 5. FCOLIZZR 270 E 5 ¥
EREIHBE I CH D,

PHS SR ZEE & D i FARMIC . MBI ASFCOTIC 3% 4 5 & I L7 SFIIZ >

WT, A= AR—U T HEE T AT 5,

. HE . AEME

— R ABEE BUER L

FCOI= R T A v b HHI~OIESF HFRIIHES L TE LT, SFIO~FR Y A b

DGR WA, HEEN I & L THR,
FCOI|ZBY$BPHS - WFZcIA K UE S
~DIEFIE - LTS 4
« FOOLR% M Je 44
< FCOLIZ~%—¥, W, MIEISN LD hoitik
EEHEED - R &0 K T
Era i o RITHA A AR A ICFCOT 2SR U= a1, BEBESEZIC R L
=D H60H LINISEINO A EEZIZHT 5,
FEARER e L

BRE T 28 BUERL
&

ﬁmmﬁ#bms HHSIZ . PHSABHFZE DFCOI~ % ¥ A > M B4 2HB D%
(REtt SEaLg) (CBIT 2 R a o,

DL
FilE ey op & k| SBIR,/STTRY = — X 1 OE LRI OV TITH G4 &+ 5,
i - STiL HER L

HHAIT :NIH, AAMC72 & B GRBE B FR AL B 585 1R Ak

« &2 TOFCOLIZ D&, HBIIE, SFIDBE, BMEESHRXVAV VS
TVERE - EfET 5.

SEEFOBITR R EEM TN R85, BEEEEShTLE-
TPHSSTARAFFE\C DWW T, MIRIIREEZ ATV, FEAIE DA 4 4 E T
%o MNIEVEDRMEZR DI LHIE LTSS BAERNICOM LA BiE 5 2 Bl
TT U ERE, PHSOAREH/TERL, TOMEELBRET S,

FEFRONERITINZ

* SFIIZHOWT, —EDREE b > T, ZOREHETT,

+ FCOTOWA : BRI, fRfe. Wié. g7 L

+ FCOT & PHSSCHEAHF7E & o0 RS,

CFCOI~RX T AV N T U OFRHEIHEA R E

FEFROWE BRI X, FFFEARERE S 2 Il H, FEREEORH

nROLND,

FRRIGE S 2 58 L 72 e, BEBHIZ. 120 A LAPNIT, Y B%HL A& OB FETR
BERA L, PROFE - £ - WE N TABRELCTHRNAE S

WEMGEL, ZOMREMRET D, bL. A TABRELLLAEF, £

DIEEERCHE B A i/ MNT IR D 2 RIS & WAE - FEhi#E bRD BN D,
PHSSCHEAIFZE BH A LART B O44E 2 & O EMIBHE D3 B 02685 & sz,

FEFEOBEICE L, #EBIASFCOI & HE L LARWEA TH - T, PHSKEE
FFRIC B L CfT b e e OB RIC o & | BRHEL FFOANIRS
iz,

EiEFEL,

FEBADOHERRIZBIE L 72 HHBRIC o & . BRI K v 3 T AHE S hioiik
- WP RIE R S 220, B L. ER, M, HTEOF. m%H
R, BIE BB AEAT 22 EIC X B AR - AT BRI E T 5,

2012 4F 8 H 24 HLLKE, “New Rule”|ZfE~7- COI =~ %P AL M FEMEL 72 RY | PHS I 484 5
MiL 2 72725720 B RKFEE . D72 “New Rule” ~D 5t IS5 BV, FENNT, 5,000 KL LU SFI
DEMEED G| E T IFRLEEAHDIKE - B E ORREIZONWT, BB OHLZLITHE TER
VY, 7278, “New Rule”|Zi & L7z COl = 1P A M BEZ R LR RY | PHS SRR A T 52808
TERWEL B HIEBREIEDONTZOTHD, BEILHHIZLTH, 713 “New Rule”IZH A LT
COl ~ RV A Ml EEOMEEABED | IE R ORGP EBF R RREIC OV TUIEB L D 5 Tl
LIV, TIT T A R BIRATENT R EE 2L,
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3. IEZWRKRFHE ML COlvRTA/

“New Rule” {23\ T, COl ¥RV AL MDD E S EALDKFARD DAL DIIAATE IR DIEAD 7>, T AY
TNZENTH, 4], COl I IHFZEH I ADRIRES L2 DT e, REZICHERE LU CHT B D5
BN, RIEBEZEREDPOIRE LI L AR ENT OMREZITIZ LI LS T, 2O IEIEENC AR
EOBP LS TLEN, KBTI DFFERFF O REABRME, TPk, HrtEs B ebns o
TIFRNEWIIREDIENY | 2O LI FRBA P BT 570 | FEF ISR L0 FEREROMTRE
Ko, ZDOWFFEDTEE LR L —EDHIRFETEAZINZ 528, 2y COl v XAV NEEB 2 B
TeD TS, 1205, ZOW R TIL, ABAYE, JRNAME FNEHEE WD [E A OB A RO RT3 DR A
SO BENFIERBRRICE RSN RRVFRELE T 528 EEHEOSH HEN DL E B
COl v RV AN 2% TOREEEFEMENTLEN, B T-DDORIEEZIT, H4h72 COl~FP A
VIR FENTERLIRD, LWV KRG ECT-DOTHSD,

T2, KD COl = H A REATIMIRNEIL, KEFITBWTHE WA O E D3, PE i
ICBAG L, 2 LM NIRIEBIRZFED, EWVISICIEEDRHL O TR, ZhUE, FEF L
[ =D ELTHEALTE RIS T AR KRR RV AR TR Z D REMRE AR TNz D
ThbD, BEOIHTEFELE T, 15 0O RKRFH 4 (Second Academic Revolution) | 23 AEXH, iz
RIFBRREASND L) | — REFEA Lo TV, Lavh, EEFESEICRE W TE, RFEICBITHHED
IHEN R RIZBE L T, EROJFEEZ RFICH O LTIZD TH D, MFE —3ITRL2EDIT, T3 kK
AN 1T REFPISRIT DHIZEDTEE E AR Z X 755720 TZRL, 2 OTEEIRC AR O B NZO U
T, EROJFEA R D HNDHINT /25D TH D,

Xz*&—3 M8~ IRKFEHEM| LCOIRI AL FOLEM

‘ A 2% (Social Benefit) ‘

" Innovation™~

AllH

qnug]

LS

|
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1

f

X8 ANSIOANIN
[elINBUB

]

5 T AUADOHFZER DI EFEHEI R E ez T -7 1980 RS N—N—=FRZLDOFRITHOVWTN D-AZIE, 208 & [HER#RE51< L
KHL TV (D-AR2.35, B B ARRRIPEF T DR FAIENN R, 2004 47, p. 151),
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NM B RSB D S L7 DRFZEIC B\ T, ZOIF BRI, A EFITL LI,
RNZESTH, BHIZTZBARATELAUEL T, A, A, FFEFEFREELL TV, ZHUTHL,
PE "Il 45 D HEAE L7 DA SE OTE BRI BIL Tl FEFFHBICINT 7SR £ DG TR DA /X
—ar Al E BT m O TTEZ ZBL T 5720 FFEREO A AEZEDLEA, TOXHIiLL
TOERPRDOONI-DTHD, ZOIINTFEFHEE T, RFOMFEDOIFENEHERIZEIL , IEFCH TH
DMK THEHEL -5 L2, F DR (Contamination) IXFFSIVRWD THD, Sl vz, 2k
FWETDDIIRFOWEHE THY, FIK T D ERII OO & HFFEOIEEE AR 2 I EI0 53T
IREDAETIRNININT A MAHZEN RO BIL, ZOFEDFEEZZ COl v XAV NDOARETZ T
EVWZHDTHD (KFE—4),

Xz —4 [(FIREH~RT A b OFRE
PEFEHEITFED
@ JREL 'ﬁfﬁ%@/\7/2&w KEZDOH LM R SLEZHERF 9572012175

= A EE Al Inngvationgl t
& (=88 W) (= EESFEY

w2 BE T FEEF]  mrrmrcwL, SER FHAH CEF]

WIRERETRD, DIFERE7RD,

DI PEFELEC LD KRFOEHIZEH T 57251, COl w3 AMNE, BHISHIT LI SCRA
BESITREFEESND L2 FEA O EFIEELOGEFIFERRICH RSO RROIFRE LB T 5L
W HEANDOSIEE A COl v R AN Tl FEFEHEAITO LIV EEBE S 552 2 27/
7o IR T 2 IE R OJFEL O E TR AATOM R F IR L, ZOTEB LR A B0 531 IREA X

WIELE XD ARG LTS, zéﬁtfoeﬂ#ﬁjb,a@%kﬂ“ﬁf%% FToREFATE ST, RRIR O T 4R
ZHREThHoTz, IHITFEZIL, COl v RV AV NI FEEL R T DM TERN VO R 2 5
STV iz, TDOFEHEIT Y 72> T, BUEERRIT TR LT DE -T2, SERORFICE AT
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EDRYZ P, RENZ ORI —Z R 20 ETEBIRIEARDDNDHEN) , F e KA RS
VB 72> TCN=ZDTH D,

AURIICE ZIE, COL wH AL MNDBAEATLAIZBHY, BIERLHIE TS, COl ARY L —b
AT 2O AR LR T RUZH Tz, COL TR LUELHIEL T, £ivae — IR RNENI | Wb
W% Zero-tolerance ZiRk-oT-YrE . ZAUIPEFHEEZ R IE D LI D, WITHUET I, REDT
RS> TLEN, B LT RATEFESE LT L TR ROFEMEE LI L7250, »WTho
Bat, REFICHIRESND A/ R—a AL T, AT T 2L EFAE#E A RE L 72 72 5D
THHHE—5), TLT, ZONTLREEDIDTLEDD, ZNIEHERFED COI RV —TEDLND
RERETHY, COI v VA MIZORY S — RN ESNAIERD DS T D Th S,

X|F+=— 5 COIRX T ALV BPEEFINRNT U RATHAD

A
- Lost Opportunities
S for Appropriate | ! I
£ Treatment : :
Lo @EustED | :
g = Kbhhni-s I : Loss from
A I I Inappropriate Utilization
L © I I FEOLGFAICLPEE
2 S I |
D o
7 S I PROPER
B o I BALANCE |
tE O P VA MY
o I
o)
4
é More More
Restrictive Permissive
&Y il [RAZE J:UHE?%J

COl Policy Stance

H P : M.Cuffe,“Conflict of Interest in Clinical Medicine: Perspectives from Academic Medicine” AAMC FOCIA 2009

I THERRIL, COIZHRT LTIV, MEl ADFHHEE HA COl v R A M IZBW T,
ZDEBRERESIL, COI HIRZHERR T D2 EN~ R A N EBMEND BRI 5D, KEFEOMF T
e CREF LT 21X, ITER) COl DMFAETHZEIXA VI THY, TNEFROT=H 2T, BIEH) COl
DBALERY COl LU TRE UG RAbT-b9 287K Eo, #HEER) COl OFEHFITHKT L CHIMEIZRIET
ZD80. KEDREEEFF> TR U ASRL, WFEE & RFED integrity Z5FHZE, ZILZZE COl v R A
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VIR REARE AR RETS LN 2 B (X FE—6), T AU D “New Rule” 1%, EIIZZD COl w3 A
VRDOARE )7 HERE R HHL T 59 2 THELINAHIE R ZTAES B E > TN =D TH D,

XFE—6 COlIl<vxRxI AL MDORERE
. REAOHNME SR HERET D,

1

2. EFEZZEECHEET D,
3. FUZRAEIC & 2 BEE D [EhEE,
4
5

. MRS LTEBBE 2 REET D,
. AR ER)CHITIEHEEZRLT,

IBFERYCOI
| (=%7rvan)

— — —

4. RED COl vRVARTa—r Ve RFZ U —R

AKFD COl =R AN, S A, STRHEREEIZIEV, EA DL IEE BT COl ~ RV AN D bhf
FoTLZEIFBETERW, 208, BRI R ANATIH T, COl v VAVNERBEOEEC, &
BROFEEFBREBBALRE DD, BILWE RSO GRE =T 5780, COl =R A RO EE
ZHEEL THHHT2DIC, SURHEBESE B 2 D877 COl OREEHE ., KOO 7=/ SR It~
Tl BE DRGSR L TR NN IR > TET=DTH D, AIHTHLNZILZNEE IR KT 4y & COl v
PANDEZITZE | IO ERRBRO T HENTZE RS GRICE B RHG LI A R Th o,
DERT COl v RUA M FEFRIAT > TETFEREZE | KFD COlT RV AR B—r )L e RZ K

8 COI=HT AL MDHEELEIE, COIDREREN B D SIS D, TEFER) COL & 1T, MR T DIESH DA T2 L ThY | S C B 5
THZLIIZORREICARD I EIRT 5, ST T, EEFEEE A 6y & D RZFOHI B SEIER) COLITRDI LT SR THY, LA E
LWZE72E0 25, ZNEIZLODOLHERL IO ET DI LI PEFEEERTORNW I LI LW O THS, BIEIL, ZOBTER COl MAFEFEITHF
FERR RN AT AEHNT 120, PR IC B R AR E A 5 2 D e WIR R I FE 2 84 T S 720§ B IR IA L7 o T2 3 RE T D, COI = P A
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FERAF e L ONE A SR A 7R 04 B A EORHZ BBV L TRV ET, 28, FISHK~ Y
ANEBEOHEREFFICFAE TERWIGAIEL, FISHEKAREEZ B SICH UL TAZENTEET,

Q3. THBCHRERIIESV S E=REICHEYET M ?

A3. FNEOBIBT N THIIE L~ R A NEBE~EEEH B O S EL R0 % Rl
FIR ~ 3 A NEB TS L, %Ik B OFIZRH K ORI AL E7, EHH CHREEDO 1 EHBOEMIC
MU HY, EEICHEFREDNLHINTODLEE | FIRHER XA NEERICBWTZEDRGIZONT
KIS IEORFZ L, MEIZET CY AR B ICHISA K DR E O EFEEITWE T, ZOFEFEIHEST
PE L T AL IR B A THORIR BT LA S DEE R R SN A 1R, K0 Y i ik B O F| 354
RAZDOWTOMBRMEE R LET,

Flo, TREWEW RS IMEAF RS L TERICASTHEIEICEH#ELE T,
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Q4. FIBHRIRDAVIDIERIZHL T, EQ KSR EEESZEITHYET M ?

Ad. RIS~ X P AR BSOFHOM R, KB ITAREEFE S OBmMmE BEELEd, #RE 2T,
ZOREFRATH T TN ZEITRVES, 72720 BIEEFE SO NEIZOW T AR H L5121, it
HEARBEEZERITHL, RRASETEITIZENTEET, IRHE AR EEZEESNH L TEHY T
HHERDIGEITIE, AN~ R AMREERICH L, TOBE@EAL, AN~ 2 A MEERIT,
BRAELITOZELRVET, YRR E L. FISHE X A REBEEZ B2 DOMA, SUIFREHE K~ R A b
ZEENPLOFREOERICL TS TN BT E T,

Q5. EHHCHERICHACTESERZTIGRICLREELLETIN?

A5, TEHIA O R TRIERIRIZS R L DOHITE AT TR B A3 £ DB B Db ik N5 L el
HAEM TS AL, ERO2r HRTE T TR R FRIE AR 5 EF () | AR E, Fie,
FEHT A TSR, R RORE BIAR £ 3E S E R B R O IR E L DIE N THY RN ~
FPAIDIMBEIGLE G LIRWERRE DT, TORBTISHET5H60, TOE/MD 2 » ARTETICHR
& BV TRV ET,

Q6. EHECHEOARICEENELLEEF FIBERINRCAVNEESANRBITHOILE
BNHYFETH?

A6. IR ORI~ F VA NN T, REDBIHEZRBIA R EEZ RT3, HITROHRZL LIS

~VAVANTDLERRAREE ZET, FEVELT, THRHTAVZH EH S EONRICEENELLHEIC

(3, LSRRG LT H O A () 12 TRHKIES N,
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July 23, 2012

To those who are required to submit the Regular Disclosure
on Conflict of Interest for FY 2012

Toshiya Ueki
Executive Vice President
Chairperson for COl Management Committee

Reqular Disclosure on Conflict of Interest for FY 2012

Conflict of interest (COI) management is undertaken to ensure that the interests arising from
academia-industry collaborations and/or other social contribution activities by directors, faculties
and staff members will be appropriately managed, so that such interests will not cause any
inconvenience to the fulfillment of the duties of the university personnel or the neutrality of the
university.

In order to achieve this objective, the Tohoku University (here in after referred to as the
University) has begun operation of a COI management system, under which COI disclosure will be
conducted once a year. As you know, COI Management Rules (approved by the Board of Directors
on March 27, 2009) were enforced on April 1 2009. These rules have required all directors, faculties
and staff members to whom they apply to submit this disclosure document (submission is now
mandatory).

As for the research environment, it was agreed that the details of funds offered by
member companies of the Japan Pharmaceutical Manufacturers Association (JPMA)
would be disclosed™ through the websites or other media of respective companies, in
response to the sunshine clause in the Freedom of Information Act (FOIA) enforced in
the United States. Also in the United States, the universities and research institutes
were obliged to change the standards for the submission of reports concerning COI
management to be applied when they receive research funds from the National
Institutes of Health (NIH), which is under the control of the Public Health Service
(PHS) of the Department of Health and Human Services (HHS), and to establish new
programs based upon the amended standards™.

Under these changing circumstance, the University has decided to oblige the
related parties to report their relations with corporations, including research funds, in
the regular COI disclosure, as well as in the “Disclosure on Conflict of Interest in
Clinical Research” and the “Disclosure on Conflict of Interest by Researchers Accepting
Research Grants from the Ministry of Health, Labour and Welfare,” which are already
in operation at the University. To be specific, starting this fiscal year, those who have
some relations (financial interests, academia-industry collaborations, or other
relations) with corporations or other entities are required to fill in such forms.

The University has been engaged in COI management based upon continuous
Iinvestigations and requirements verifications, alming to improve a management
system that can always respond to the changing of society. We have agreed to make
this amendment, in order to allow the system to work even more effectively.

We ask directors, faculties and staff members engaged in academia-industry collaborations and
other social contribution activities to understand the objective of this COl management system and
to cooperate in its implementation.
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Notes
COl disclosure documents to be submitted: As per the attached
To be submitted by: August 6 (Monday)

To be addressed to: Office for COl Management (Please use the attached return mail envelope and
send directly to the Office)

1) Please direct all inquiries to the office below.

2) Contact the office below to confirm the contents of your disclosure for the previous fiscal year.

3) For the COI Management Rules, please see our Web site.
http://www.bureau.tohoku.ac.jp/coi/regulation/download/coi.kitei.pdf  (Japanese version only)

21 Information for fiscal 2012 will be disclosed in fiscal 2013.
%2 For example, each institution who received over 10,000 U.S dollars a year was obliged to submit a
report according to the previous standard, while a party accepting over 5,000 U.S. dollars a year has to

submit a report according to the revised standard.

Office for COl Management (Katahira Campus)
E-mail; coi@bureau.tohoku.ac.jp
TEL 022-217-4398 (EXT 3401)
FAX 022-217-6241
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Request for Regular COI Disclosure

In addition to its educational and research activities, Tohoku University (the University) has implemented
academia-industry collaborations to contribute to society. COl management is essential for academia-industry
collaboration without any misconduct. The primary purposes of COl management is to ascertain the status of such
collaboration in order to protect all directors, faculties and staff members from alleged COI misconduct by any
outside party, and to raise the awareness of COI issues among them. Your kind cooperation in this regard will be
highly appreciated.

Q) Regular COI Disclosure is designed to protect directors, faculties and staff members in the event of
allegations made by the media and/or other external parties of conflict of interest arising from academia-industry
collaborations and/or other social contribution activities and to allow the University to fulfill its accountability
without losing its reputation .(Clearly stated in the Conflict of Interest Management Policy of the University)

(2)  Please answer on the first page of Regular COIl Disclosure whether or not you have significant financial
interests, academia-industry collaborations, and/or other relations with each corporation.

(3)  On the reverse side of the Regular COI Disclosure Form, please list the names of the relevant corporations, if
any, and describe concretely your financial interests and academia-industry collaboration activities, etc. with those
corporations. The submission of the form itself does not constitute a problem as conflict of interest. The
relationships only come into question as conflicts of interest in the event that they adversely affect your activities
as a University member. The purpose of COI management is to avoid such negative outcomes.

(4)  You are requested to disclose information on public research subsidies you have received, if any, on the
reverse side of the form. Please offer relevant information in the designated spaces.

(5)  Obtaining information on funds and donations for joint research, commissioned research, academic consulting,
and so forth (amounts, periods, etc.) is currently examined directly from other clerical divisions, regardless of your
disclosure, in and after the next fiscal year.

(6)  Please put your signature on the disclosure form.

(7)  Please contact the Office for Conflict of Interest Management for any questions and consultations on COI that
may or may not be covered in the disclosure.

% Please see the green  “Instructions for Completing the Regular Disclosure Form”  papers for further
information on completing the Disclosure Form and on the meaning of terms used therein.

% Please see the  “Tohoku University COl Management System” papers for further information on the
University's Conflict of Interest Management System.

FALKZE av T I4T 2 AHEER
FISHER R ANEBRE
BaE 217—4398 (PI#R) 91-3401
FAX 217—6241
E-mail coi@bureau.tohoku.ac.jp
http://www.bureau.tohoku.ac.jp/coi/
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Instructions for Completing

The Tohoku University COlI Management Regular Disclosure Form

Please refer to the points listed below as well as to the attached sample form in completing
the COI Regular Disclosure Form (hereinafter “Disclosure Form”) and the Appendix (reverse
side).

I. Terminology and period

1. Terminology
(1) Academia-industry collaboration refers to joint research, commissioned research
(including clinical trials), commissioned business, academic consulting, receipt of donations

and research grants, acceptance of commissioned researchers, receipt and provision of the
outcomes, external professional activities, procurement of goods, equipment and systems,
business consignments, technology transfers and students' involvement in corporate
activities.

(2) Corporations include for-profit companies [stock companies, limited liability
companies (LLCs), limited liability partnerships (LLPs), private limited companies, etc.],
public institutions such as the central governmental ministries and agencies, independent
administrative corporations, local public organizations, judicial foundations, incorporated
associations, healthcare corporations, non-profit corporations such as specified nonprofit
corporations (incorporated NPOs) and nonijuridical organizations.

(3) Share warrants is a general term for stock options, inclusive of share warrants and
corporate bonds with share warrants, and refers to the right to obtain shares at a
predetermined price (exercise price) within a stipulated period.

(4) Einancing/quarantees excludes financing/guarantees received from banks and
other financial institutions.

(5) Procurement of goods, equipment and systems or_business consignments
includes device repair and services. This includes cases of procuring facilities for
university use (applies to persons responsible in organizations involved in facility
procurement such as the chairperson or a member of an in-house committee.)

(6) Gratuitous receipt and/or borrowing of goods refers to cases where goods
owned by corporations are provided for or used in your lab without any monetary
payment, with or without a contract or memorandum, regardless of the monetary
amount (excluding those included in research contracts such as joint research
contracts, commissioned research contracts, etc. regulated by the University). In case
the supplier is not the manufacturer or the distributor, please state the corporate names
of the manufacturer and the distributor, as well.

(7) Gratuitous provision of services without any formal contract entails the
dispatch of personnel to academic meetings, inspections, and research. You are
requested to disclose cases where the total amount reaches 2 million yen or over. Here,
“academic meetings” does not include those co-organized by academic associations
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and corporate entities and those included in joint research contracts and committed
research contracts.

(8) Family and relatives are blood relatives to the sixth degree of consanguinity set
forth in the Civil Code as well as spouses and relatives by marriage in the third degree.

e.g. Person in question’s or the Spouse’s parents, grandparents, children, grand
children, siblings, nephews, nieces, and person in question’s cousin et, al.

If you have a question, please contact to Office of COI management.

2. Period covered

The period covered by this Disclosure Form is the current fiscal year (April 1, 2012 to
March 31, 2013); please include estimates through the end of the fiscal year when
completing the form.

As for the period of implementation of any academia-industry collaborations, etc., enter
the period identical to the period of implementation that will be established according to
each procedure implemented by Tohoku University. When continuing the procedure even
after the expiration of the period of implementation, please submit the “Disclosure before
the Occurrence of COI Events (general)” form (available from the website of the Office for
COIl Management)

Il . Reverse side
If you answer “Yes” on the enquiry, please enter the necessary information on this
Disclosure Form (reverse side).

1. Officer of a company, non-profit corporation (non-profit organization (NPO),
in corporated foundation, incorporated association, or healthcare corporation

(1) If you work as an officer, you should submit this form whether or not you receive any
remuneration.
For example, if you work as a director of a non-profit organization (NPO) without
remuneration and the period permitted to work as a director is from April 1, 2012 to
March 31, 2013, please enter “April 1, 2012 to March 31, 2013” in the “I-B
Time/Period” column and check “ ¥4 No remuneration” in the “I-C Amount
(Breakdown)” column. Please enter “@” in the “Il Relations with the corporation,
etc.” column.

2. Receipt of donations

(1) If your lab (section, hospital department, etc.) receives donations, the professor
(research representative) shall always be obliged to submit a Disclosure Form, unless
another researcher, e.g. an associate professor, has been designated.

(2) Donations whose annual total amount reaches 2 million yen or over have to be
disclosed.

(3) If, for example, you receive 1 million yen on April 21, 2012 and 2 million yen on
September 16, 2012, please enter “April 21, 2012 and September 16, 2012” in the “I-B
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Im.

Time/Period” column, and check “A¥2 million — less than ¥5 million” in the “I-C
Amount (Breakdown)” column. In case where you receive donations more than once
during the fiscal year, please follow this example.

3. Joint research, commissioned research, commissioned business (including

consortiums), provision of academic consulting

(1) The person whose name is stated in the contract as the person in charge of research is
obliged to submit a Disclosure Form.

(2) All such research projects whose total annual amounts including all relevant expenses
such as indirect costs, research charges, and consumption tax paid by the relevant
corporations reach ¥2 million yen or over are subject to disclosure.

(3) If you receive, for example, 5 million yen to cover the expenses of a joint research
project whose contract period is the two years from October 1, 2012 to September 30,
2014, please enter “October 1, 2012 to September 30, 2014” in the “I-B Time/Period”
column, and check “A¥5 million or over (Joint research/2 years)” in the “I-C Amount
(Breakdown)” column. In the case that you are engaged in a research project lasting for
more than one year, please follow this example.

4, Gratuitous receipt and/or borrowing of goods, gratuitous receipt of services

(1) All such receipts have to be disclosed regardless of whether they are with or without a
contract (excluding those included in research contracts such as joint research contracts,
commissioned research contracts, etc., regulated by the University).

(2) You are obliged to disclose receipts of goods and services whose total amounts are valued
at 2 million yen or over.

(3) If your lab borrows, for example, a measuring instrument valued at 10 million yen (with a
contract for the lease period of April 1, 2012 to March 31, 2013), enter “April 1, 2012 to March
31, 2013" in the “I-B Time/Period” column, and check “¥5 million or over (measuring
instrument currently borrowed by our lab)” in the “I-C Amount (Breakdown)” column. Also,

please attach a copy of the relevant contract or other relevant document to the Disclosure
Form.

Submission

1. Once you have completed the Disclosure Form, please seal it in the enclosed reply

envelope and submit it to the Office for COl Management by August 8 (Mon).

2. You may be subsequently contacted by the Office for COl Management if an interview is

deemed necessary to ensure proper COl management, and your cooperation in this
regard would be highly appreciated.

3. This Disclosure Form submitted by directors, faculties and staff members will only be used

strictly for COl management. However, please bear in mind that the information contained
therein could be disclosed in the event that a request for disclosure is made by a court or in
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accordance with law where the University is legally required to comply with this request.
IV. Post-disclosure management

1. The Committee for COl Management check disclosure which faculties and staffs.

2. The Committee for COl Management might request that these persons avoid certain
actions in order to ensure no apparent or actual COI (Article 31 of the Rules).

3. Those who receive a notice of such requests will be required to comply with them (Article
31.4 of the Rules). If, however, the person receiving the notice has any objection to the
requests he/she may file an appeal to the Committee for COIl Appeals* (Article 32 of the
Rules).

*COIl Appeals Section, Industry-University-Government Collaboration Division, is in charge of
the secretariat of the Committee for COIl Appeals.

V. Others

1. The disclosure system of COl management for Clinical Research is available. Please
check the details on the website of the Office for COl Management.

2. For employees who are or will be engaged in Health and Labor Science researches, we
have scheduled a different implementation period of COl management. Those who are or will
be engaged in such research are requested to contact the related personnel in their
department. Please note that not only main researchers but also co-researchers are subject
to COI management.

87



FY 2012

Tohoku University
Conflict of Interest Management System

Implementing conflict of interest management

Tohoku University’s (here in after referred to as the University) academia-industry collaboration
policy positions the collaboration and other social contributions as the “Third Mission” after
education and research, and makes clear that the University as an organization will carry out this
mission.

In pursuing academia-industry collaboration, the University’s directors, faculties and staff
members will naturally enter into relationships of financial interest with companies, etc. and earn
compensation or other types of income from these activities. Through enhancing the profitability of
these companies/institutions, academia-industry collaboration benefits society, and receiving a
portion of these profits as remuneration presents no problem whatsoever. However, when higher
priority is given to directors, faculties and staff members' own interest than to the social benefits
derived from academia-industry collaboration with the result that the activities of directors, faculties
and staff members adversely affect fulfilment of his/her primary educational and research
responsibilities or the neutrality and credibility of the University, then it is inevitable that charges of a
conflict of interest will be alleged by the public, and it might cause troubles to his/her educational
and research activities in the University.

The Conflict of Interest Management (hereinafter called COlI Management) of Tohoku University
ensures its accountability to the public for protecting its directors, faculties and staff members who
might be alleged by the media to give higher priority to their own self-interests than social benefits
during their academia-industry collaboration activities. To achieve these objectives, our faculties are
required to disclose to the University whether they have any relations with companies (corporations,
organizations, etc.), including financial interests and/or academia-industry collaboration activities,
then the COI Management Committee reviews the contents and requests them to take certain steps
to avoid actual conflict of interest emerged.

Industry-University-Government Cooperation Policy (tentative translation)

Tohoku University has been committed to the “Research First” principle and “Open-Door” policy since
its foundation, and has been internationally recognized for its outstanding standards in education and
research. The university contributes to peace and prosperity of human society by devoting itself to
research useful in the solutions of societal problems and for the education of human resources in the
capacities of leadership.

The university aims to become a “World-class university” that contributes to the human society by
applying the knowledge it has been accumulated over the past century and devoting itself to continuous

research and education for the next century.
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Under the plan to be “a university open to the world and region”, the university contributes to
development of the human society by its collective strength, and human and intellectual resources, and
by collaborating with our region and international society. Industry-University-Government cooperation is
a core of social contribution that is the third mission of the university followed by education and research,
and one of the important means of delivering the benefits of knowledge. The university is actively
committed to Industry-University-Government  cooperation on the basis of its

“Industry-University-Government Cooperation Policy” as follows:

1. Increase the added social value of the University's research and education by actively transferring
their scientific and technological achievements to industry and the other sectors, steadfast to the
University’s founding principles of “Research First” and “Practical-Oriented Research and
Education”. (No change from the former policy)

2. Promote technology transfer and collaborative research as well as research generating
world-leading technological innovation as our international Industry-University-Government
cooperative activity

3. Aim to be a driving force for regional innovation by promoting continuous
Industry-University-Government cooperation to solve regional problems, and contribute to
development of Japanese economy and society

4. Conduct an Industry-University-Government cooperative activity with international perspective by
building an organization at the university for promotion of Industry-University-Government
cooperation and by collaborating with related international and domestic organizations on the basis
of orchestrating the university’s resources

5. As fundamentals of promotion of Industry-University-Government cooperation achieve social
accountability through ensuring transparency and compliance with international and domestic

statutes, and international treaties and arrangements

Tohoku University’s COl management policy

Tohoku University has prepared and approved a COl management policy by which it will
manage conflicts of interest in keeping with its academia-industry collaboration policy.

Tohoku University COI Management Policy (tentative translation)

In line with its policy on academia-industry collaboration, Tohoku University deems its third mission — after

education and research — to be contributing to society in ways that actively give back to the public the fruits of

knowledge and that promote the welfare and development of humanity.

When faculties and staff members contribute to society by collaborating and cooperating with non-University
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companies and institutions, a close connection will naturally arise between the benefits accruing to the individual
faculty or staff member from these activities and the benefits enjoyed by the public and the University. To earn
public trust as an organization and to promote academia-industry collaboration by faculty and staff members,
Tohoku University must carefully manage conflicts of interest to ensure that the individual benefits derived from
academia-industry collaboration do not impede the faculty and staff member’s responsibilities as the University

employees and/or harm the public interest.
Accordingly, Tohoku University will:

1. Maintain highly transparent academia-industry collaboration and seek to contribute to society in ways that
benefit the public.

2. Develop a COIl management system for academia-industry collaboration and apply this system in making social
contributions to ensure that the individual benefits derived from such collaboration are not given priority over
the faculty and staff member’s responsibilities as a University employees and/or the public interest.

3. Request that faculty and staff members shall disclose certain financial information in relation to
academia-industry collaboration and, when necessary, take necessary measures to avoid misconducts arising
from individual benefits due to conflict of interest as part of its careful COl management system. Personal
information collected in this process will be managed properly as stipulated by law and thoroughgoing
protection will be provided for the privacy of faculty and staff members and any obligation of confidentiality
they may have assumed.

4.  Will fulfill accountability in COl management whenever conflict of interest is publicly alleged with regard to

faculty and/or staff members engaged in academia-industry collaboration under COl management.

COIl management at Tohoku University
In compliance with the above policy, Tohoku University has instituted the practice of routinely requiring

directors, faculties and staff members to file a regular annual report (regular disclosure). Based on this

regular disclosure report, the University will determine those who have a potential COl and will remind
them of areas in which they must exercise caution while they are involved in the collaboration. If
necessary, the University will also indicate amendments which it requires to be introduced into the
agreement with the partner corporation in accordance with the rules to regarding the appearance of COI.
If the appearance of COl is indicated, the University will follow these rules in its accountability to the
media or other outside parties regarding the legitimacy of activities by directors, faculties and staff
members who are engaged in academia-industry collaboration to protect them from any inconvenience.

The University understands that there is the potential for misunderstanding on the part of directors,
faculties and staff members that the obligation to make regular disclosures is imposed to acquire
information about misconduct. This misunderstanding may arise from the use of phrases such as
“conflict of interest” and “disclosure of private interest.” The University would therefore like to clarify that
although it does stipulate an upper limit to the amount of remuneration which faculty and staff members
may receive from activities undertaken outside the University, it does not prohibit faculty or staff

members from receiving fair compensation in the course of academia-industry collaboration. On the
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contrary, the University considers academia-industry collaboration to be its “third mission,” in line with its

policy on academia-industry collaboration. Based on this perspective, the regular disclosure can be

considered as a report of performance regarding academia-industry collaboration and something that

faculty and staff members can take pride in.

The University sincerely hopes that all directors, faculties and staff members fully understand the

purpose of Tohoku University's COl management that you will actively cooperate in submitting the

regular disclosure report. This will be highly appreciated. Please address any inquiries or comment to

the Office for COl Management.

Management implementation

1.

Regular disclosure: the University will ask directors, faculties and staff members to submit the
Disclosure Form at regular intervals regarding whether they have any relations with
corporations and/or other organizations, including financial interests and academia-industry
collaboration activities.

Advance disclosure: the University will request that directors, faculties and staff members
submit disclosures no later than two months earlier in the case where (D there arise any
amendments to details in the Disclosure Form, or @ the person concerned has new financial
interests or start new academia-industry collaborations with corporations or other organizations.
(Advance Disclosure Form is available on the website of the Office for COl Management at
http://www.bureau.tohoku.ac.jp/coi/assessment/download/2.jisyo.doc)

The Committee for COl Management, after examining the disclosures in 1 and 2 above for the
potential for misconduct due to conflict of interest and after determination about the same, may
grant approval or request that directors, faculties and staff members take specific measures to
avoid misconduct due to conflict of interest in academia-industry collaboration.

Should any director, faculty or staff object to the request made by the Committee for COI
Management, he/she may file an appeal with the Committee of COI Appeals. If the Committee
of COIl Appeals rules that the objection is legitimate, that Committee will then notify the
Committee for COl Management of the matter and the Committee for COl Management will be
required to reconsider the request.

The director, faculty or staff member shall comply with the ruling made by the Committee of COI
Appeals and/or the result of reconsideration by the Committee for COl Management.

The disclosure system of COl management for Clinical Research is available. Please check it
on the web site. http://www.bureau.tohoku.ac.jp/coi/assessment/3rinsyou.html

For employees who are or will be engaged in Health and Labor Science researches, we have
scheduled a different implementation period of COl management. Those who are or will be
engaged in such research are requested to contact the related personnel in their department.
Please note that not only main researchers but also co-researchers are subject to COI
management.
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Interest Management System

Overview of Tohoku University’s Conflict of
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Directors, Faculty and Staff

Tohoku University COl Management Rules (enforced on April 1, 2009)

Reqgular disclosure process

1. The Office for COlI Management will send each director, faculty or staff member the Regular
Disclosure Form.

The director, faculty or staff member will be required to complete the form in accordance with the
instructions provided, and return the form by internal university mail to the Office for COI
Management by the stipulated deadline.

2.
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| Office for COl Management

Regular Disclosure

Distribution of forms by internal university mail,
v Disclosure Form/Addendum

| Faculty and staff members |

! Regular disclosure(Ongoing disclosure of vested interests in outside parties) |
1

Y

A None

B.

Yes

________________________________________

| Addendum |

Submission through internal University mail to Office for COl Managements

Committee for COl Management

T I'Aav'aﬁcéd' disclosure (it should be' submitted ~ ™~
2 months before of implementation)

| Committee of COl Management (judgment) |
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1 1 | q
! None Lo | Potential COI |
1 Notffication for not an L l Notification for being an object of management
: object of management. I : and request of the advanced disclosure
¥ I
: | Faculty and staff members | ! :| Faculty and staff members |

¥ .
| Faculty and staff members |—+ Implementation

& \What is conflict of interest?

Conflict of interest and the Tamiflu case

Conflict of interest refers to the process by which the social objectives (public interest) of
academia-industry collaboration are undermined by the prioritization by researchers of individual
financial benefits (private interest) gained in the course of the collaboration. In the specific example
provided by the Tamiflu case—which triggered the introduction of COl Management Systems by
research organizations as a mandatory prerequisite for applying for scientific research funding from the
Ministry of Health, Labour and Welfare—an allegation was made that a university researcher who was a
member of a committee studying the side effects of Tamiflu failed to point out potential side effects
because of the donations he had been granted by Chugai Pharmaceutical Co., Ltd. which sold Tamiflu.
The researcher refuted allegations, insisting he did not distort his report in a way favorable to the

company. We believe that there are no university researchers in Japan who would actually distort facts

because of grant-in-aid donations received.
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The Gelsinger case

At the end of 1999 in the United States, there was an incident in which the trial subject, an 18-year-old
by the name of J. Gelsinger, died during clinical research being conducted by J. Wilson, Director of the
Gene Therapy Laboratory at the University of Pennsylvania. The clinical research being undertaken in
what has come to be known as the “Gelsinger case” was funded by the venture company, Genovo,
which had been started by Wilson himself. The rights to commercialize the research products had also
been awarded to Genovo so Wilson, therefore, was alleged to have violated conflict of interest laws by
pushing ahead with the clinical research—knowing the potential risks—in order to secure the growth of
his company and increase the value of his own shares. Additionally, a court ruling was made against the
University of Pennsylvania ordering suspension of federal research funding and the payment of
compensation which reportedly amounted to as much as US$ 10 million for having failed to meet conflict
of interest obligations. It is generally believed that the Gelsinger case was the trigger for U.S. universities
to begin serious implementation of conflict of interest management and to take a firm line on venture

business.

Why is conflict of interest management necessary?

As is clear from the above cases, when a university faculty or staff member acquires private equity in a
venture business, obtains a donation exceeding a stipulated amount or receives remuneration
exceeding a specified amount (generally called Significant Financial Interests), the relationship of conflict
of economic interest (private interest) is considered to have arisen with regard to the entity providing the
entity in question. The holding of a private interest in of itself is not considered to be anything wrongful.
However, in the undertaking of activities related to academia-industry collaboration with a corporation in
which a university faculty or staff member has a conflict of economic interest, it is impermissible for such
person to even unconsciously provide a corporation with preferential or special treatment (known as
“bias”) or to withhold any research result which may be unfavorable to the corporation (that is, to
undermine public interest). Such activities as explained above are the focus of conflict of interest
management implemented by universities involved in academia-industry collaboration with corporations
in which a researcher has a conflict of economic interest (private interest) to avoid damaging public

interest.

Appearance of conflict of interest

As stated above, we firmly believe that there is no case in the public interest is actually undermined
(that is, there is an actual conflict of interest) by our University directors, faculties and staff members
giving priority to their own private interests. However, the real challenge of COlI management is manifest
in situations where the media releases reports based on assumptions that the public interest has been
harmed even when this is not the case in actuality. This is known as the “appearance of conflict of
interest.” How to deal with this issue constitutes the core of COl management. It is essential that the
University ask directors, faculties and staff members to disclose information on COI (private interest)

they may have with external parties involved in any academia-industry collaboration (public interest) so
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that the University can assess the reasonableness of such activities and either grant approval or request
that the directors, faculties and staff members make such modifications as may be necessary.
Provided directors, faculties and staff members abide by these rules, the University will accept the
burden of accountability to media and others who may allege potential cases of appearance of conflict of
interest (apparent COIl), thus freeing directors, faculties and staff members from any inconvenience

arising from such a case. This is the goal of COl management.

0Q&A on conflict of interest management

Q1. Why is the University implementing COl management?

Al. In engaging in academia-industry collaboration and other public activities, the University’s
directors, faculties and staff members will come to have financial interests in external companies,
etc., and will receive compensation and other benefits from these activities. As these activities
are beneficial for companies, etc. and thus contribute to the public interest, profiting from
accomplishments through remuneration presents no problem whatsoever. However, public
allegations of misconduct attributable to conflict of interest are inevitable if the benefits to the
director, faculty or staff member concerned are given greater priority than the social benefits
generated through these activities and, as a consequence, these activities have an adverse
impacts on the director, faculty or staff member's performance of his/her educational and
research responsibilities or on the neutrality and credibility of the University. Tohoku University
is pursuing COl management to allow directors, faculties or staff members to engage in
academia-industry collaboration without any concern that these activities will be hindered due to
conflict of interest.

Q2. What happens if a faculty and staff member does not submit a disclosure?

A2. With the enforcement of the COI Management Rules in April 2009, it became mandatory for all
directors, faculties and staff members who are subject to disclosure to submit the Disclosure
Forms (Regular, in Advance, Clinical Research and Health and Labor Sciences Research) and
comply with the request made by the COI Management Committee. In the face of public
allegations regarding academia-industry collaboration, Tohoku University cannot fulfill its
accountability regarding conflict of interest involving directors, faculties and staff members who
do not submit disclosures or fail to comply with the request made by the COlI Management
Committee, and have no choice but to disclose their misconduct, which may give rise to more
harsh social criticism. This is why we strongly recommend that our directors, faculties and staff
members involved in academia-industry collaboration submit regular and advance disclosure
forms, including reports on clinical research and health and labor research. Should any director,
faculty or staff member oppose to the judgment or the request made by the COlI Management
Committee, he/she may file an appeal with the Committee of COI Appeals.

Q3. What steps are taken after the regular disclosure?

A3. Once the Regular Disclosure Form has been submitted directly and confidently to the Office for
COIl Management by internal university mail, the Office for COl Management will open the sealed
form and determine the status of any conflict of interest involving directors, faculties and staff
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members. If any of the questions on the first page of the Regular Disclosure Form is applicable
and the necessary information is entered into the reverse side, the Committee for COI
Management will consider measures for addressing any potential conflict of interest and will,
when necessary, request that directors, faculties and staff members take certain steps to avoid
misconduct due to this conflict of interest. Should public allegations arise regarding the
involvement of directors, faculties and staff members in academia-industry collaboration or other
public activities in compliance with such request, the University will fulfill its accountability with
regard to their conflict of interest. Submitted Disclosure Forms will be properly managed as
personal information as stipulated by the law.

Q4. What will happen following the submission of disclosure under the COI Management
program?

A4. Depending on the findings of the COl Management Committee, a notice of approval or
request for COIl avoidance measure, etc. All directors, faculties and staff members are required
to comply with any such request or instructions. Should any director, faculty or staff member
object to the content of the avoidance request, etc., he/she may file an appeal with the
Committee of COI Appeals. If the Committee of COI Appeals rules that the objection is legitimate,
that Committee will then notify the Committee for COl Management of the matter and the
Committee for COl Management will reconsider the request. The director, faculty or staff
member shall comply with the ruling made by the Committee of COI Appeals and/or the result of
reconsideration by the Committee for COl Management.

Q5. Is a disclosure necessary for academia-industry collaboration begun only after the
Regular Disclosure has been submitted?

Ab. If a director, faculty or staff member who was ruled as having potential conflict of interest by the
Committee for COl Management as a result of the Regular Disclosure starts a new
academia-industry collaboration with a company subject to disclosure, he or she is required to
submit the “Disclosure before the Occurrence of COI Events (general)” form no later than two
months prior to the beginning of the new academia-industry collaboration. And if a director,
faculty, or staff member who has no financial interests and/or academia-industry collaboration
with a company and is not subject to disclosure becomes subject to such disclosure, he or she is
also required to submit the “Disclosure before the Occurrence of COIl Events (general)” form no
later than two months prior to the beginning of the new collaboration which comes him or her to
have potential conflict of interest.

Q6. Is it necessary to notify the Committee for COl Management when there is any change
to the information provided in the periodic disclosure?

AG6. It is essential that the University should have the most up-to-date information in order to fulfill its
accountability with respect to COl management for directors, faculties and staff members
submitting the Regular Disclosure. Therefore, please voluntarily submit the “Disclosure before
the Occurrence of COI Events (general)” form whenever any change occurs in the
submitted COI disclosure form.
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