RS (LB : F%)

N

(e EERRZAERE MBS

kS

i

mpgﬁ

Aes e« Bl 2B R R e e Ba e
PEA BT -
Wt Z B EREEH B Y
e A g T LEE TS EE
PR FE 25 TR T L BRI 2 TRL &
Wt L B g £ ARIE SR
IRELEEZE © SRED
HEHART : 2016 £ 11 H 13 HZE 11 H 18 H

R H 2017 2 1 H 10 H



L (200-300 )

FEBZ AT A EE (University of California, Los Angeles » DL fHf#
UCLA) BE2FERITRATREZ— » WM REEMNTEA - 5 AR
HIREESE 2 10 (8357t - s mEZ B g (RB) IR B RET LVEHERE
HIEEPRIFZE SR o I AR PRI 2 R R ROR TGN - MEEE 2R B E R (&
B2 o AICEZEHEBIS NI AR AZ 5 (R F1.0:(Office of the Human
Protection Program, OHRPP) F {F Mr. Kip Kantelo A2 F A PES5hH - &5
177 T/ NFFRYATA - BN T RS h— I i 2 el B Pra B A - mIE A
BebfaiERay 2% -
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—~ HHY:

2 RE TR R RISEENR - L ECT T 5T Sl 7 i F U PR -
Re&Z e\ BV m B B 1 » AR PR AR, - ARl T S B R R I 9T A7 5
= 1R E W ( Association for the Accreditation of Human Research Protection
Programs, AAHRPP ) Hy " ZXE0EE 2 4h » R B MRS BRI PR T E & - FEFEE
Bt imiiZ B g aVEFBLZ i\ B ReE2E 7S 1 4 H RIS AH R AR B =
DUFE#EAR A7 5l PraBHIFE I <

(—)

1| EFEEIRAE 2016 £ 11 H 13 H(H)
2L - RN -EEIIN S 20
2016 £ 11 H 17 HUFR-11/19G5)5
EEIIIEAZ - Raafi-210

2 | BEEEPSIZBEIINRE 2016 7 11 H 17 H(IU)

3 | h1ZEE] PRIM&R £ 2016 4E 11 H 14-16 H(—-=)

4 | 200 AAHRPP sHEZ S | 2016 4 11 H 13 H(H)

(Z)2016 4E 11 B 17 H
EELE BRI AZ (University of California, Los Angeles » DL [N f5fH
UCLA) el & ReE O FYITIES :

12:00-14:00 | EARE&EEH R EEAEEISIZANITR SR 25 R 0 T
Mr. Kip Kantelo “F&M0 5 58 7 HY 25l & PREE R ER DT e i 2
ZEEMN

14:00-14:30 | SEUSMZEIIITAETFE (2 29 5F & (IRB Administrator)
Mr. Mark Mimnaugh §MEZFE (R 2 2 & 5 & A g2l g

HEITHEN
14:30-16:00 | EAEEHEHRESFEESERAZEININTAR ST e M Z B G HIE
RAETT

16:00-17:00 | A B EE B EESAZHIDN AR EH R MEZ S GE T %
(3% H &3/ %) Mr. Andrew Russel, M.D. ~ Z3{E {3 0,
1T Kip Kantelo K57 ¥ 2z B & 5 & Mark Mimnaugh A4/
Ttz EETHRE  OER

17:00 &




HEEEEL

I.

FEBZAZEE M A EE (University of California, Los Angeles » DL fHf#
UCLA) BE2FERITRATREZ — » 2RI EH - 5 AR
FERVARACEZE 10 (23570 « ZRIHTUmIE S B @ (IRB) Lz F frag VB
REMNERITTTE o TFRARGEER R BTN H8 222 a8
TE R B8R o AIEEH BRSNS 750 E fra H.0(Office of the
Human Protection Program, OHRPP) £/ Mr. Kip Kantelo £F2#F -

2. FEERDEZEENIIINAREE K ERZ 5 (Re€ H0(Office of the Human Protection

Program, OHRPP)EH IRB 4H4%MEN -
(1) OHRPP N4r=%H A & : IRB Review Unit ~ Compliance/Quality Improvement
Unit (QIU) ~ Education and Training °
A. IRBReview Unit * {32 5 #% 71.{[E IRBs - {F pre-IRB 2 & S E T 78
AE - &{E IRB P54 2-3 Uit A& -

B. Education and Training : $£{£45 UCLA human research community 5z

IRB members °

C. Quality Improvement Unit (QIU) : B EE X TEMEE ¢ unanticipated
problems, protocol violations and incidents ; EHFER » S FEEIRE
£ ; monitors and measures the effectiveness and quality of the HRPP -

(2) EEDEAZEEAIMNAERAS T1E IRBs » ZHEATR

A. Medical Institutional Review Board #1 (MIRB1)

B. Medical Institutional Review Board #2 (MIRB2)

C. Medical Institutional Review Board #3 (MIRB3)

D. North General Institutional Review Board (NGIRB)-t & {7 & FIEHT5E

BE
E. South General Institutional Review Board (SGIRB)
(3) IRB % 5 \#HL F I

A. B IRB IEXNZFZEY 7-13 & - 5558 #iZ: & (alternate member) » 75
RS ANBOR BN 0 RILLZHRE R 0 DUEEE ANBL - I ¢ Kip
Kantelo t13f{f:% IRB 1Y #iiZ & - OHRPP HYITE F{TELA B AN
FEEMHES -

B. Kip Kantelo FRiTHEARERRAY IRBs #E4E flex model » JREIEHEZE
BEHEE N EXZE AN - [BREICEHZE X - UCLAHY
IRB I[ExX(Z 8 ABER R LR ZH - 5551 B ENHIEENEE %t
T A BEERF AT -

C. S{EIRB A 5L EFEHEILRE > #erEA - EEHR > HElE
J&ELHF -

(4) IRB Z £ #fiflf : UCLA ¥} IRB Z S A FERVERBH - fld0 - ZEEFLIE

2



SK USD (B#aPTE ) EEEFENHE 65K USD- BIEEAFLA 25K USD:
B TR E B4 - Kip Fonis i il KCEE SR EE /D #(atypical) - F5E]
ALY IRB & BJEH SRR - MBI MNREN - UCLA AY % R £ REL
TREEEIZA - BE G AN KAEIAYERE > #7 OHRPP SETH4ds

(5) IRB BEEREET 5 IRB & FIBHE—% - BEIILT 12 /ISR —3 -

(6) IRB & 5585 (Medical Institutional Review Board #3) :

A. IRB T{F A BBV E R ekl s [EE 85T - Wik
PSR -

B. Primary reviewer(¥]38Z B) N & # 55 [ 5% 55T -

C. MIRB3 HyZETE/EFHERT > (EHYEEHY e-IRB £%4t » B E7EE
HREFRE RS wmCHLE SRS ) - Al PSR B EE
FA{E o ERENE » (HFEREZEH on-line 5= R ARFTHEBTRNE
EANTROTHEIT » gak v DUE Pt T -

D. MIRB3 fERAgH; - ¥)#EZ BN GEHEEFEIIEN T REw®H - 21
o LRHRY o BB MIRB3 T A =0k B E L i -

E. BHEN > A 2-3 TR EHAEFEFR - Frafawmscd IHF(EIREEE -

(TR S EF e B R BB LR I B (determination)
SRR BRI L - R R - A - (R %
R AREIN A RE (E B D)

(8)EERACEE * RH—(DCskinb - $HAEUEBLU R RATFEL > HEA S -

(O ERGHER * HEDSAEIINIR B e — T2 A iPAD B2 APP - {F
THRIEHTSFEEE -

(=) 2016 £ 11 H 14-16 H
212 PRIM&R (Public Responsibility in Medicine and Research) 4H&#%FT 224
A4 €r--2016 Advancing Ethical Research &5 -

SR
1. AREFZZLERE S 2016 Advancing Ethical Research &5 » &3 25 H]

PRIM&R (Public Responsibility in Medicine and Research) 4H 4% 224 A
» W R IRIT T2 5 PR B T i P A B B R AV B PR ot
PRIM&R SHEHFETERY 1973 4F > B 2 —{EET5w Massachusetts & i B2
PR MRS B NEE S » KTt A e AR - HERE LR E
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AT - PEEEEENT L Rl 2B 4 - PRIM&R
TR RV 2 - HIRERET S NSRS 2
#l - AR E RN AR B o WAAE 1977 5 » PRIM&R B
B D reg N2 E B TREAVET S - S EARAVEE » 2 1R BUNTER
KT DUHET & EE & » KIS BERE B A AH R 75 58
BS o SRR EREREK - b9 PRIM&R 2077 R5E B g nybt
R NBHEE NG - WIREHEIIGN ik N B350 H S Z0R Ui
TEEE -

T E 11 H 14 HR EF( 16 H T - 14 HE E 8 Bi ARG L ERH

B 7 1% 5224 keynote speeches ©

(1) Ed—{f 7 H /2 Presentation of the Research on Medical Practice Study
results » F 5 NARE S — M0 mZe & i 2 el B E e A weiE i oy
Fof - N E A ZEZ BRI R EEEZUT » K T HRETEEME » =
ot N fEas DA HY Medical practice & B E20H5¢ £RE - SRIAEMAFE N B 2ifm
ZEHEENEBHNEAZIER AFBRENVEE 0 - EFLURHF
HHY Medical practice & B 22457 T RENF - H H A2 E — ARV BRI
BN > [T B RS M AR LAY © 72 B A EE s B IR es i ke
PREAEEHVIH SR BRI T > (R SRR TERETHY & CaCH AR A
NHYESHEHE i » S fEh 7R 2 28 o] DUEES R N i B2 S A AR PR B EHE
it » Ee M SRR IR E - BB ERII RS 2l B G e 2
B/ NEBRHIBTE - BEFA R ZAFREE R AL ERRHEEEAL -
FEAHEE T 537 (I EMEGIEEZEEITIHA G ~ —RIHFREEZEIR
BV ER > RS ESE > HEVEREERE A B 25
—REERY BT R RS - B RS LA R AV B R R T B - €
)2 BN E REEEE A ERE - Mt BZaEEzE 2
HIEFE B A HE AT o L ATA > SR B o BCAYFE T - B RTR
HrZESMHE ANEBEEEAERRFERABEE » EEULHEREN
Etreg 1 2a\E H ERYRER > B a] sE M B e B e B S HEAY 2R
REdERF—EHVIERE -

(2) FRA—EREN R EE T/ DEE T FEERY section » 3#E LURIRIHIT K
Bl » BT IE R A 2 AR T - SR R ERPRES T H R S B
HIs & » THEF/DVFBRHE RAFER - MEZA - EERIHITSE
B FES BRI 13 NV FEZR BRI ERA—E0 Al
HY B AT B/ NEFm IS 5 DA EEAVEER SR AR - (BAES  f/IVE
brEvbHrE R RIEMEN - B8 REFEEVFEZFUEAEEEEEE
FHIRES )2 FEE - WIREERE A ERHMZELS TS EERR - HR
H/OFEE PSS EEIHY -

(3) T4F/& workshop sections » &2 [EIFY T RERIF ST » Hrp—{Ez 5
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IRB review of big data research » ¥ FRAF 32 (& 58 K KBS TR 2 —(E
HEHVERE © Big data HEE 1999 FEEIRZZ4EZFGIAA T{EEF] 2010
ZEABEZEIRGHNER » B L big data fEFREM B i HEHEZ
DIIsERE R ENIAREER TP LE2MEr4R ET RO - AVBEE
A OHETSSRESE o 1M IRB /2355 big data FYRAFFEZEET > [ workshop 2
FEFFLEOT AR BAREEERNAR N PEREIE A - BiERikE
LA PRI AR AR B R NERRI T A e EE - ERAVEEA R
BEANERE - REET 2 2B R0 M A B e (b
HIRIRE - BV B Gy NEEE R > DU TS RERiAZ R AIE

[FE -
A IEEER A BIRER IRB B REIENT ST E Nz sl IRy &
E o

B. FENENEE - REIBHRAVELS B - KRBT ETIEE
(regulatory considerations) ~ REHRHFEHYEEETAL f IRB B
b7E el RFRAFEI RS & -

C. REHBRWHFEHVESIZE © %17 R BENS ? B ieh kN2
7 BESTERRERIZEK ? BA AR E R NEFr I el IR E
(expedited review) s, 7] G {5 [E] & (waiver of consent)AYEISK ? HI1H
[FEEHVEUES ~ PR FRELIE T (altered)

D. REHEWFEAVERREES © AT HEa% 2 (B A FEAL & #H(identifiable private
information) ARALEF A BA & AV ERS ~ B A B BRHVEG E E bR
(risk of dignitary harm) ~ B¢ H AW AFIAYEFE( 7))

E. REHEWITTZ AIH:57 2 £/ NEg (minimal risk)55w @ 1. B8 A
Common Rule 87/ Nl fa UFEAELS 2 52 20 ol bl KRERH ST T Ak
HyE s e NS B S E E b - B ARH B A48T B
B BR B TRg &G s AR © ] F DAbGH: H H & Eh K e JE
P LB B fa 9 3% PR HN 4R B Bl A 422248 (uniform standard vs. relative
standard) ? 2. IRB ¥ 57/ NEPEAYEES © B] 227 Hirshon(2002) k7
Shah(2004)HJ>CJRk » H¥F IRB fEEHd e/ NEFRHYZE 52 EARSE R i
At - OHRP H R i/ NEf € 22V i i3 = E=(vfs5 1 =
SACHRP EL3t ¥/ NE s iy F HHS #YE] 7Pt (Secretary of HHS)
R - P Ry NESEY_EIR T E il R N — M A — A A LIRS
BEFRE TP AT FE D PR 2 Bs T SRS - (HiE RN R
Rl Ry HIHES [ (agency guidance) ©

F. IRB ¥ REHEHZE Al RIS RV & -

L Wz e B T SRV RS AZ S Fefo] 7 22 U7 1 il =S e s ah) 1T B
ZA BR R\ P (A SRS - DARE FH Y HIRSAA R 22 a4 it P b 5%
H L



. FEYHERBRIEEENZESKR  RETE e AN UIER 2
EJTTHIES BITEEE ~ oA ~ REEAYA R (scientific
validity) ~ WfFFE R AR IR (size of study population) e
il FEERHE R EAVE ISR R in] ? Bl 7E 2 &5 AR S Rk
HIT& A F?
(4) A 55— workshop fEwmEILALIRF - FFZEERE U7 T B AE
AL T - ERAIHFE A T H op — (SR 2 A R E L
FATE5%ET eConsent ARZEF|Za FFIEFEEHY HAY ? AEEfS: EULA (End
User Licensing Agreement) - 1F £ 1% [l 4 [E] B HYEETE » /& workshop N T ER
G R - PIIE R EF AN E DA ERE Y - 2l BRIl (EGE
SE) ey I EEE A E C TR0y - B TS Ty
oy T DAL IR HE - Seplcszal B RIB IR s A B -
(5) 14 H FH A —{i& workshop /2 H S5 A= 1A Gz 5D Office for
Human Research Protections HY Deputy Director, Julie Kaneshiro it 355G i
DHHS AR T A S Eaii2e iV E S (A4: You'll Know it When You See it:
Defining "Human Subjects Research" Under the DHHS Regulations):
i&—15 workshop fY E A
A. EFEIS Common Rule ME ~ MMafE/EENE & | 15T
(research) » AL 75 25 FH S B2 A 2 BT ~ AT
[ —TEb T et B AR ~ AR AT E SRt E ny 2SSy
BEAE BT T ARAVREEGERHE ~ el E I EEI & £
HHNES
B. RIBESWHHCEN - PRETRAN HIET— (B NS F AASa st
FEHIRRIEE R - R RAR B A2
C. &T&u HHS 1£ 2015 £EFH2HAY Common Rule NPRM {E7AF£ZE H
B THHIE ) (research)Ed T A#GERES ; (human subjects)Hy T ERIE
7o o a0 - AERECAHITILSE A RGEERIT S - IR R H
e alayE " AR, (Human Subjects)&iE T ATAHIRREG
(biospecimens) » B[I{fiE /11T Common Rule RN 7 a0y " k%
W%, (non-identified)f@#S, /£ NPRM | » HRF<Z15e0  [HERGS [EEASK
RHVSEE] A BT S g -
D. [tt— workshop 17513 FI 5 AH[E stakeholders ¥4 Hh—85 5y
TEL
i ARG ¢ B0 AR Y AR W G (50 B2 ] A ek A Bt
FERSE -
i, ROREURG © R SR o (B RCE S [F S B e R [E]E (waiver of
consent) °

iii. HIFEERAL © AR HIES -
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(6) 14 H NFH {515 F E 2 Genetics, DNA, and Related Research
Issues ° 7 H Broad Institute Ay Stacey Donnelly 55&+5H © ZERIFEEEAH
AR » BE MERRIEIR AT > AR E Fr4h R THATRE AR e A TRLL =
5 ~ DA A P TROREEIH R ~ i SE R EL B IR e B B AL 25 ~ EE R
AR ~ N TAz52Ei2 R aiE ARG R (FE28 - A4 R R
o MR HARERE P ffi(Next Generation Sequencing, NGS) 7 &8 & [F (K
ERESERFNER - W EReR - B KETZMESE  IFE—EHE
WrEURERE - Bl B R @R AN EE S EARSERENS -
FRRHIN 45 SR B S 78 £ 5 H AR ARG 38 ~ AR EE MY
EAMEH (Incidental Finding) FI¥HE A SKER HA EZMERVAE R - M1RE ARG
TEEEPR BT R AT PRI A B RS i - (EATBLE A B4 B R E SR AR
AR - [EiF » EEE S EETZ20%E(National Cancer Institute, NCI)FY 8
a7 Carol J. Weil £2H » (IR ERIZa B AR FTTAVEER - TERFELL
R

A EREARM - BEhE/AA CLIAGES

B. 4SREAFBEEETN - e~ E S E R ARV E(Variants of
Uncertain Significance, VUS) ;

C. ZEREEEPRAR o FrPIpEs FAER EﬁﬁiﬂlTu%W S TEN
AERGER - HA A ERENGHEHE - LTS 2SR
A~ FEMHEHVEZM: o EEIEER H@@%Q(ASCO)E 7% JE
TR e R BT AR ZE B e e 2 /1T » FEJC Bl A ST im
i"%?’%ﬁﬁf’@ﬂﬁﬁiﬁﬁﬁEa(germhne)iﬁ: FEHEE R H@@%‘L%—i

' BRI CLIA SYEE B = F AV AR i 45 2R - TESRRER
Ta *E—ii‘ﬁ RAMERVE M TEAE R A R

D. @i R EL N IR T AYAH R ELST BT

i. COMET 19t  ERIBIZREFEFTE 2016 2 9 H AT
COMET ##%2(COMmunication and Education in Tumor profiling) e
WFERE 400 firsZal B RERT4H - Hrp 200 {7 F 15 SR A R E
GEIR A RS AR FALRERAE 0 5540 200 T AR FREE - ﬁﬂju
A FERN A S BERetbis 7 AE & B E 2
WA LB EIE PG RT - BB R - COMET Eﬁjulﬁl’]
5 IAF TG Ry IS SR h A 18 (B0 FE 22858807 100 45
% A R B EE T L EEE - DISHE H AT RS i s 22 -

ii. LungMAP ELSI %% : LungMAP &—HZet HAfisk iR Am e g 2~
NAEEREES - B PR ELSIIRSE » tH9T HARE
& L (DFHbERE RSN S AR MERZEEE L - (DR B

B BT E A RIAVEEER ~ (i)aHE (D) & Z EHIAHRBEE - 2/
(B R AL ZE R B R R AR B S B T s B M1 B A AR b Y B
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% BB ATARIB IEE RS SR - 17 ARV ZEA -
4. 15 HLEHF
(1) Innovation in Respecting Persons 5B E 75 E » AR EISETZE A 240
A2 B TRIE [F E R AB1E - 358 checking box DAMEE w812 P A HE[EE
EERAE R ZEES - e B RS AEE R R A Rl e R
HY > DARETEMED T - 5ll%k AN EFRFt R 2L role play FYJ7 =R ACGE B @ 4852 -
FFAKHY workshop M2 BN B REE SNEUHZC BN LRYTRE » EXEZ BB
PERLBLREE - BIFE T GPS Efr &R} - IP address 555 » HEZ Y AR ER
HITReEHDE - I ZA B AN AR D 2 s B AL E R A e - BLfE
FrEEMErS BRI REN A » R Rt E R R T RG22l
PR TG TR P DARERZ -
Q) NFHAE—EEEZE IRB HAEREREERY workshop - the seven habits of
highly effective and flexible IRBs - 5& & 7 {FE i
A, SEETHTESRAER - BERBEKEITIRAE
B. Uncheck the box » i checking box fHEL » A FiF 2ol & PR AU E
o Ry ZEE]
C. [R#IIRBHYFEE » (EHARPETEIMAYER - IRB #Y £ ZFE R EEIE
VAR ] > take actions on protocol (approve ~ disapprove »
suspend, ...etc) ;
D. HOR IRB DARFETARHIEELE S approval » B — Y REEAE & B4
E. & IRB EifHEH{TIEXA & create operational flexibility » %132 IRB member
BT ERE H S EEEIZ A A LIS
F. Centralized institutional support » 1R 248/} & non-compliance {£{3: R
study coordinator B¢ ¢ investigator = & En s AHR AR AR AR - =T 2L
TR A €8BI research staff centralize B » ] HIZEEHEIR4G MEAS
ESHY research team » #ETE research team S eV AE L AR
G. £ IRB 5T N BEGETE TR BV EERG - TREREE
SRS BRE R e  E F E A 2R T
4. 16 H_E4 plenary sessions A —{[&Z ] return results in pediatric research, » 5
# D) —{HE pediatric predictive genetic testing for behavioral problems R #EE ]2
EER - FFBREFFZ2 M A 4 share results BYElfg > (HHARERNEH L child’s
right to an open future » EHHFEFEEAVEET » QR HEGERE AR
1E T fi# genetic tests AYPNZ e
118 — 5k B B AR AR S R E R F > 558 Celia B. Fisher £R5/F 52
1T RiHgE T SR TR A R A 5 A e o s SRR a2
(D& T B2 7S AR B o
QY HEVEREHEAFEE S S HZEANERNES
Q)EREMET AN RS EA R - SR s e h E s -
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Fisher 2 W72 & —ERefE ft R Sy AN 55345 2 BT Ze 2 BN H
B DU 2B right not to know - 5 2RI 7E EIR BRI NGS &
wGg iy  HEHER AR -

(P9) 2016 4E 11 H 13 H(H) PM 4-6
PRIEZA B A2 1 AAHRPP S¥85Z: B34
BEG

I.

AAHRPP WAL (streamlined review process)
(1) HRER -

A CIEE T IGEREAVIERS - BRSO E T

B. BENFIGHEEEREM (significant events)
(2) 12 2016/9 AAHRPP Council meeting 358 1| — ZZHfE =\t
(3) A4k R - DRSS
SEE NIH 52 2017/5 B E i E "single IRB” - 17T AAHRPP S ELE 11.2
K Tip Sheet#24 B 7R8> JEE I IRB ofrecord B relying IRBs 27 [EIfYRE 4 -
Fws = G E1E AAHRPP SRR - HRETU) D HLEEHrig EAE 19 -
(1) AAHRPP H i HUE Al DAREZ - S25PiE 10%D0 NEYBFZE 4 - Bk
AAHRPP Y581 IRB 21 o
(2) NIH #ri e 2 A7 M - T8~ ETE4E single IRB #5 4 - (H At
(relying IRBs) fE&f¢f5%15% IRB HYm'E - Fral2 AR #% IRB )9 F #
AAHRPP FY5 a5 -
THET 2017/9 Ki5ERICHTh AAHRPP G ELAE -
AAHRPP FHEALAEREIE
(1) &4 GREHE 18.E) ¥ timeframe HLE » HiH ~HEOTHRA0IT%E
i.e. trigger event (e.g. conclusion of data analysis) Z¢ A survivor clause °
(2) ATHASEEIIEFBUR = (E# & (VA, DoD, DOE)¥a% B & Fir & By AReb 52
HHEIERE -
AAHRPP ¥ site visit team leader Ei step 1 reviewers FEfiLETRIE -

= 0LF

(—) F% UCLA %

EELEAZENTNAEH(UCLA) BT 2013 S5 220 pe ffhaf H 2 K5
(SFU) » HZel A PREAREIT T B - AaETER ~ ZEFI8K ~ IRB 1TEIA
2% WNE-EPTERE - ABEAIHER = ~ DUEERAL -

UCLA A 1ifi#l IRB - H{RERGEIE T Hp 3 (B EE2<H Al

9



3.

4,

T~ NIRRT R AREE > AR S B (e aE B 22 R AHIRE 11 & 17 2 -
H4h—1{E IRB B EH 1T AR » B—(EH] EEEHEA Letters & Science
and the Professional Schools Z[5E 7 5188 - 24l TR -
General description of each IRB
(1) North General IRB (NGIRB) reviews research from the College of Letters &
Science and the Professional Schools.
(2) South General IRB (SGIRB) reviews social-behavioral research from the
Schools of Public Health, Nursing, and Medicine.
(3) Medical IRB1 (MIRBI1) reviews general and internal medicine, infectious
diseases, and dental and ophthalmologic research.
(4) Medical IRB2 (MIRB2) reviews oncology and hematology research.
(5) Medical IRB3 (MIRB3) reviews neuroscience, neurology, psychiatric, drug
abuse, and related behavioral science research.

b T2 2 Hsrie 2 il kR REE T BHER Z 28 E » EFEEMF L
ABEERR - BN EZ IR - MR G LHER I EBFREFR
N2 B Eha i - (FA%E R TGRS - ZRNEE

K BEZEGEENERE X > NEFEEHEATRE  BEAER—
(EHG—X > EFEIFGHER - ZRZEM M TEIERE G II—

> HEtEEREFIEHAAM _RZHFEXK - HEAFITHESTAGEEE
P2 BRI > R — D A B s AT TP DA E A3 il L T RIAR A

UCLA BZEg4A 11-15 (&8 > AN 8 g el B frag it A=
ANBREZERZE > ffHHMZETEE A ABZA e - EEA A E
{f£/] - UCLA IRB fE2H &% FERABeRA[E s f g% 8 A\EiD - {H5
GREES - HAE BRI 2015-2016 F:4975 4,880 £ - Hrffi# Ry 3,330
> — MRy 1,550 > (PRI - INIEZIE R EE B g5 b
— > IAERER = - LR AZ BRIt g2 8 AEB e -
LIFM2ah#% IRB 2151 - B XG5 7 (R0 ~ | (RS E ZE B
EFEE - SER R 20N IR HANE R EA S - HRREEER
Z IRB » Hir A &L 10-20 1> G —R > ZRAEHEFE -

AiiZBHERS 2 FNGSEZANEMNE - ABIS > AHEREEZ

NEURS » EEEREYN N B S F AR B G (B H 4 HZE S 6

& E8E - Z 8 A\BH 20 B4Ry 12 1) » 4 pa BB A0 T -

() e - BRGHREERFERD > ALY 3-5 (5 % ~ 5-10 (52
S RRHES A - G D Ry 1 E/ NG ~ B 0BE g K
FEAERFRARERETT 2-3 K -
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10.

(2) dREE DRI E - T ORI~ R E R EIER) A
2~ BILR % B IHPREE RN - INABTRRRG] > FEZ A2
/A GAEHN > HEIrazarE - 288 iRirFRERZ
Z BH A RERC D -

H AR & EZ S R EmE AR R 10-12 R A (FRIFEES T =L
FAE IR0 12 H e =2 20 (REEF) - BEEHFELY 2 /NKy - /s a]
B2 SHE RN R B ZRBER A K > ATERFRIIR > KA EE
ER R E TR AR -

fEERiefr b 28 2R g — Anrg sl —ReF A w28
erea om (P ERHIER LR ER > (TRABEEBATAEZ a8 Ll
T3E > WE ERRIEER - EREHEAETE B8R E2RNER B
e BHERMYEE LB EEFZZEREN R L ER S ERE
AR s 7 A L - & A GERE TTTBA S GRERZE S ERI
HREBSIEEIE T ME BT &AM Z R FRAIE B G SRR
il KRG R G EAMEZ BE R ? A2 ER > ek BY
EITOVE - HRTAG O RREN SRR - EEIEE a2
BE 520 > TR ATETEFREZIRE -

T EE b EFERAWER > ZASHIREERG@RA) © ik
ERR HAMEUA—2 > mi&aTamoc it L E N RS TR ed
JREIEEGEB 2 ER > WHZE B UBRTFRIACEENFEE  BHESFE
BAFE > HEA EREBAESIIER 2 —8E S - KGR 251t
05 > FERBETHB SR HETRE > BOREERE -

R L 2% - e Bt mas LS MER > HE EHERAERE
B HEeE > BEE A HE E S EEREER > HEEZR
Bl B RN g SRS TR B 2 R sk B UE - AR Es
HETTRCE - HATAE 2 PTMS A gl Lt 8 hEER >
B > o] [ S HARER PTMS B FEHH IL S - FetbThse » DURIEA S
PTMS 43 b 248 el B A 0CE -

ZEMEAH > WEHNEZ - B EEAZEBRRMEFEEEHZME
FLZEIFZ AR BGTREERAT > HITECEBRME - HArAGRZ
% BF AR ZFEE LGSR i) > WA X2 MBI ERM
B MaRSMEE - IERHE B R - AR R 2 - &l
T RIS M IE -
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11. ¥fj* E-Consent #43 » HAF UCLAIRB W ARE » K& IEEARE - BN
ERR A E E-Consent » (HZ [ BB R E R g 5T H 2 [FE %
TEFIRETREZIEF » W AL EIRER EAEREE - S A M E-
Consent 2 &5k - EN B RREMEL AN ZFE - BB L E F i AJH A
ID - MR E N EE R EIRNEE - W5 - RHEMErssYse 70 » DILHE
FRAN » AR A B RS E i E-Consent 7 55 -

() 21 PRIM&R HiatEnlE

EEERAVFIERA > g AREERT A - §RNINEZITAE
SE o ERVEEITRE o FEEMTEN T AR H ARSI S o AW
H EREEREES W2l A tRee i A EE R e i 1A DL —2E
HEAIFE SR - GE LB REIRSCE KRB T HINTFE - 25 A TRaEHY
AR HER ARV E LR EES - U B2 IS 5EEe L -

1. Keynote: New Framework for Human Subjects Research? An Update From

the National Academies of Sciences, Engineering, and Medicine

ZE Y| National Academies of Sciences (NAS)HYHT 25 » 1] &{F Belmont
Report 2.0 » A ARGHHAVFCEUN GREZERE - ERa 1L 55 independent
national commission 5 policy board » HUAUELAL4 e ITHIEERF B TR 2 B
o HATAVZERERIEEHM NRPM (274 » (IR RS » Jiit R BEE B B FREL
RE&Ha -

2. Keynote: Low Hanging Fruit in the Reproducibility and Translatability
Crisis: How IRBs Can Critically Assess Animal Data Before Approving

First-In-Human-Studies

(1) BaBaE bR Ae S R —TelR -

(2) IRB F&E—HAERIE 28 © 90% —HRsBam L ~ BsliRe t R
NTEINER ~ RN - BERZ eI E 5 - ISR AHEN ) B3
BRsE KA -

() BEREYERBREE W ENEREE ¢ A PLZE S E R AMHE © B. B
VIR AIRARHYIRS] 5 C. PLESZEWIRY 1A%  D. 70%MYEhPsERErt
fH(attrition) ; E. Eh#7JsiEx translate T ARVRACRRS - F. gURs %0 &
PRAFRIENY) - SRR BRI (B © G. Z&[A knock out 15
FERIERE- H AR/ D EEE phenotype HIFRIR ©

(4) 0%y N\ femtbat EFEE -
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3.

Panel II: Empirical Research About Attitudes on the Ethics of Research on
Medical Practices (ROMP)
Research on medical practice Comparative Effectiveness (ROMP)AYITZE A finEH

o - ARG AR IRB HFA > UNEBRAVEEE » FESF WA SERHEA -

(1)
2)

3)

4)

)
(6)
(7
(®)

)

Panel VIII: Beyond Vulnerability, Toward Inclusion: Comparable Access for

Women Across the Lifespan

I HEE(>60%) » (B/DAEEJTHIITE (90% EigE » (2 F2WERD 5

AR RGBS B A AV e Ry 2 il B B E s - LSRR A i %

Flga i & ATE R AR 2R 2

aBEEGE TH F AR o (H IRB A~ g ZORFRFRAY justification - S H &

HSZHF o IRB F5/NEE S m SRR EE B - DU A Z =1

T -

From “vulnerability” to “complexity”

A, HENRSUR D2 GEFE R - (BRIES 2 GE R (B E R
AR G s E )

B. ZfmEiia b AR O SRR B S B AP E RN - AR
eI mEEE A Y -

SEE S From broad exclusion to responsible inclusion

CIMOS guidelines- on pregnant women

WHO Target Product Profile for potential Zika Vaccine

Common rule f£75 (NRPM)EZE Y EEHERAE R, | ORI HRE S 2

TR ? RAREIE - o] PEbRA - BRaH RS2 G EF RS

BRI ALl Sn Y B MM SENT TR i NS B R - B

TRV © &7 A BIERR TR R SECH B Ay E b N 2T ) -

B. AR K - (A7 ARl ET 7 ElR) - C. FEZHE

(E B

5. A12 - How Do We Assess the Quality of an HRPP?

(1)

2)
3)

73#fr IRB approval time > R AE G V8 - BEEZHEE > HIFEAEE

HE AR AR IEARA] -

IRB HYRHZ S EaR & > A&l CRO/sponsors KAIFEA & -

L] o3 HfT IRB ARG E > BB AR5

A, e BRI ERIZRAY— 20t - IRB AR BRI - DA ETA
IRB A imeyH E i S8 amatbaat 55 - SR FERRAVEER - LAAT
IRB %K ICF 40{al izl - BHHEERSGT - Bl ERTE IRB #Y
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FEE R -
B. AR —EE  FERRIAMH o AR -
(4) IRBEIESESAE BB
A FEE—E-
B. #0foff] PI fIRE([OIEEHEEER) - MM YE - Pl —HRBEZENERE >
IRB HIIFFEER -
C. EaAi s AN{EA checklist » 5141 IRB {TELA BB R ALY
non-compliance Z FHVHE AR ~ B EELERE -
D. RAIHYIRB » JHHERMEEHEERE 2345 » R pE L 5E/ DB AL RS
{E o
(5) IRBs HABNHISAL » o ZimEEH - EH A IRB A (SHEHRTHYE A -

5. A13 - Pre-IRB Review IRB Ready or Not :£ZBHEFIEE((TEER)

s HT TR & B By Ry ZANEORSE B ~ IEREM: s — 3 - Y oRea TR A TR
WMmEEEE L » BHEN A EERHSR - (TEEE SMEISUENEE R
ZAERE R ARG —E > BEEER iSRGt 2R e A EE -
DSMP &7y » HERRANV R FIEH ~ BT ENA K ILETERFRE - BEEAR Rt
BN EGEE KBS o FFHTEE S AMEERCE » Emiefteixk - at#
RIGEAERERA N FE TR » WA RETEEE 27y ~ FERTFRITIK
FEEFFL - BETEKEEg@E - MElHEA T R BE e e o
HATARBA 7B O TEEE FE 2RI T - fRftE itk ekt
AR DEBEEREE 2R - B0 e SRS s 2% D
BV SEEREUELE -

6. B3 —Things that Keep an Institutional Official (I0) Up at Night
10 WGk B B FE S EAG - LR © SHAE B R © S BB =
A HEFESE (kPN EE Office of Human Research Protection 485 ZE )

7. B16 - Considerations for Effective IRB Review and Management of Protocol
Deviations and Violations

(1) s RSB 2 B - MERFEREETE 2 Protocol Deviations and

Violations £z 4~ J =R TR #EE - BIAN4S iatEaeatoiirE ~ SEHaISrbFe BB

LR GEESE R SOP » N FFEAITE R R T @A 5 <ol g - DURD# 4R

ABGEM T - R (R A BCGE A R Y B R 5e g - IR Al (SRE M R

LT ERTE

(2) SRR B B 2= ZE AL BlE B KRR U772 - Bl 22— (EFfEbT

5 AR B B AR DA E Rsllie e A > 518 £ A A g

‘REEERE M - HEERELIEMNE - WARESERR I~ AR
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EER A NRF 2 > B BRI R it 88 ERF AT N BAER - INILIERTE By
SRR > RS B RS 2 MR > U732 IRB SR S R AT
IR T E - R RHEREERE ozl - BIREEAWLE2(RB #YR
e B ER T EE TR ERF AR AT ZETE - EORIGEA AR
Bh ~ BORER ~ FOREYNZ BEIGR ~ FE 2R AEALGTE - A E R
ARE A — RS ERTAEEOETE - 2IEER - BEERERFEZRS - &
KEGNZ B ISRTE)

(3) HILERE > NG eI Rz ROBE M I > A — D AR 2 R~ (25
EEtERZHE— MeTERTR e Z Rz - et EaGT L ZEFER
R THEERFABTHEZ MRS - DB LR N Rz Rog i s
oo

8. B21 - Nuts and Bolts of Assessing IRB Compliance
(1) IRB #ysnE 2 E F IR SR —FIoheR » EE T LUNER T ¢

A ZEHEL  FFETAREER ~ 5T SOP ~ BE ~ HIFSAREDR

B. EakiCHk | (T AMEK ~ (RIS EOR 2T ~ Rt

C. IRB 3 SR 2 #iEN(Z B E ARSI B Ehesl -~ ixRESEM ~ 17

BB EAZ S EE )~ XA S meE T

D.IRB {TELA B Z5H/4K -
(2) 7HP IRB AEfEZ#iiA - I HRE RS - 1T B ZESR(E it
B - SOP) ~ 3% BHE ISR ~ = FE WEREER -
(3) 1£ IRB X2 NERFERZ - kAT PLIERZ RSNESRERZ AT EN#T T > P —(E A
TR o —(EETERE I8 2-10 /N -
(4) FERNEEEHFS  5TEE - BBNEEE - FEBEE K6
7~ EaRdicsr s > SRET O EAEAZ I TR LT ¢

Internal Study Audit Checklist — Snapshot*

Are all fields relevant to this Yes | No | Comments (No Check Mark=N/A):
study appropriately completed?
1. Were all responses to pre-review
and post-review correspondence
appropriately incorporated into
?

onsides

approved drugs/de:
If an IND/IDE was L
appropriate IND/IDE verification
obtained'

requested,
was appropriate justification
provided to present to the IRB?

H EEEE B B
E EEEE H B

(5) So—HlET Z B BRI 52 > SRR M ARBRIES 2 O EHE e
# IRB filiEd 40 (7323 HEFEE - (HE WRESERERIE - 2R EE
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ARESIHEESRR GRS 2 EREAR LR EaAREB LR - &
RS 32%;2&%@%%‘2&%E RS TRIASS IRB EELE - ﬁﬁﬁﬁé%&
IRBITEABHHE ~ Ei TR RER Z %R - REFFEEHHERE 2 [H

EEemEaHERE -

B EEA A EEAGEA B E R BT — -

9. C13 - Let's Review a Protocol Regulatory Considerations in the IRB
Review Process
st MAEEE G R Z B AIEOR - FEDERT ¢
(1) %—ﬁﬁﬁ%/ﬁi%ﬁxfiﬁﬁ%%a Eh R - BEEARGZEEE
B~ ELEEE MR G2 -
(2) FFHEREE -
A ESMHFTUANERAGERETERESENETTE L -
B. EEE AR B A S A BES BRI A A
Z A~ HEAEHEER -
C. HEUESRIER Z figlI B -
D. EE%%EW@QI ] DHHS JERURRE 2 ANAHH > WA H PIHCOR
E ~ R G 28 - HARSEHIESTERT > AAEERE -
(2) F B EEFE S R - IE RSB BIET R R Z AR # -
() F=Hr RymEEe: - G
A, JEbgiIME - ZHF B R 2R R E R - R g/HSE BN
b -
B. JEpRESm Z EERIEHE - BEREF BTSN WG - A HE R
& BRI 2
C. N PEEZHE  HECARZOMEG A « 2ol aE i H B R
PR ZETE o AT ABRRRGRO: ~ TSR B H BYRH -
D. MEFEERFEEN  EEMEEHZeMERES -
E. BEHEEZEMNENEECETE) el B2 A2
JHE BAF IEA TR ~ BEIETRIIEEE S AL TES -
F. BRI 2 R (R T i 5 ~ BUSEE R T Z AL - BL
KBTI 4RtE ~ ProirHhRh St i) BUS- szl &) -
G. GZEGEFEAIRE - HDEPRFRHEEAAE  E DN —F R 5
F AU R ZFER ZETE R - IFE M ~ B ZbgEE]
AR Z 5158 ~ toe 8 &8s ~ 52 GF RIS -

10. D21 - Beyond Auditing and Monitoring and Towards Quality Improvement
sl SR (TS BT 78 N B 2 B R PRI A5 R IRB R AFFE N B2 &8 - 3%
BeR LIt EL B MR - PlAIsGE BRI A BB RAR - LR E R
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a7 > (E7HH IRB fTEUA B - KIERC) TIEE R ATaRes - HERRZET
AL T - WPAZHIAZITE - EAEREE Z5TE - R &R
DA 2 T -

11. E13 - Unanticipated Problems (UPs) and Adverse Events (AEs) A Practical
Approach for IRBs
et PT BB EIB LIRS AT RE 2 PR EA A - A2 &5 P1 Z IR AR
’E AT PT DL NI H B

E13 - Unanticipated Problems (UPs) and Adverse Events (AEs)_A Practical Approach for IRBs.pdf (2{R#) - Adobe Acrobat Reader DC - 8
R AR BRV) REW RBH
BE T8 E13 - Unanticipate... x @ =1

BEHQ OO0 v/ K HDOG® w - FAEAT

] [5 #% roF ~
[5 = New or increased risk i
= Protocol deviation due to the action or inaction of the investigator or research staff S
@ «  Protocol deviation that harmed a subject or placed subject at risk of harm w?ﬂ?imﬁ
g * Protocol deviation made without prior IRB approval to eliminate an immediate hazard to a
subject
= Audit, inspection, or inquiry by a federal agency
= Written reports of federal agencies (e.g., FDA Form 483) & 321 ppE .
«* Written reports of study monitors <
= Allegation or finding of noncompliance #5148 PDF v
= Breach of confidentiality -
= Unresolved subject complaint
= Suspension or premature termination by the sponsor, investigator, or institution T aftEx v
= Incarceration of a subject in a research study not approved to involve prisoners I
= Adverse events or IND safety reports that require a change to the protocol or consent EERE .
= State medical board or hospital medical staff actions
= Unanticipated adverse device effect £ Document ot PRI
v gz
| 2540x1905 RE < — £ -
Q@C @@ E o e

REEHIAM R 2 RS - RSB E G5 1 - NIELL EIRE A ES R
ARG ER LR ANERIEHR ZIAE - AH SOP fFIERIG N -

12. E19- Beyond Basic Biobanking: Issues Related to the Collection, Storage,
and Future Research Uses of Pediatric Biospecimens, Newborn Blood Spots,
and Fetal Tissue

(1) R A 5 Bt et ae Bed R R ertmas - FROLBHFE(E 2 MMERE - 7
=7JjHH ° “broad consent”fiy i _EFSE 11T ~ WFtinSRdt A iEMIZ A ~ B
H R AR AR SE R AV FE A (children’s right to an open future) °
A. “broad consent”fHH B E 1T
Hin - PR E R T FRER) - R HGh iR R E
B~ RARFETREA T AT = ~ AIBGEs T 2t oe s -

ARSI S SVSIE PN
NCI %% © findings are analytically validated, medically significant and

clinically actionable.

ACMG recommendations for reporting incidental findings in clinical
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2)

3)

g ~

(—)

(—)

(=)

()

(1)

Exome and Genome sequencing (2013)

Yt F i 17724 2014 (Newborn Screening Saves Lives Reauthorization Act) @ ¥4

SlEffeRIERtaRS - EHFEH - REIEEREE -

VRN E B A8 sy =

A, 1999 INZ B &R - BiEi A R Emiaians il (R Bt se A - (BRE ST
FEALIERA -

B. 2000 fFELAtEAREG 2000 FE17EH E ZH A = (opt in) >80%

C. 2000 FELAFiTfRES » 2000 FILEHAME RN « 2010 TERE
opt out, &M EBEAEE - HAMRD 6 HEESEE optout -

D. [l37 Michigan Biotrust & H M EARHAS - BUFEAGEIE BAF > EISINERG
{F - Michigan Biotrust FY;&EE#%H 57 s =21 © Corporate Board,
Scientific Advisory Board (#5 & WFLLAHFT I & A AT BB (AT HYEER),
Community Advisory Board (FF&MFLEAHFTET IR GAA et i) ©

BEEH

ML 8 G4 BERE T B GRE BN R A ER K AT TR
Do > DR AR R GE A rl et T FIAR E -

H AR S E 7 i % B G E NG mED B R 10-12 2 (FRIFE
EETEAE UL AR AT 12 e S 20 (R4 - BIEgIRFHLT 2 /)
ke > B AT RIS - SHE S NR B ZRER AR 0 ATHERERIR > R
KT B RS BRI SR -

HATAB S EFE 2 B iR R S TR R » RSamm R AT K
AT ESINZ B g3 - DI RZ B g ETS B

EELEAZEADNALE: IRB Gk PRt Zafmmi LELR B HER - TR

RIRHER @A) - AR AR HRifis—20 Kikalmoek L as
MNEEZFEETRBRIABEEGEEA R - HZ%R 8 UEBRTFRIR
EEAFEE > BHEFFREEARE  HEALFEBESEUE 2 AE
—HEE - AR g 2 FIHCE - BRSBTS
FETREE > B R -

FEAR EA&UTH - SRBLRAZEEANINTAES IRB E E R b HEE S

& frE EHERAENEE A > GE R - HEE i S
EZEARLER - HESZEHERITNgH LEERETHAR
ZEHRAHR B AN ERRETREE - HATAE Z PTMS R4FIEEH#
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