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(- ) Merck Sharp & Dohme (MSD)® 5. i) & %
1. R : 2006.4.9 (P )~ =

2. MSD 1A 4~ B (1) =% +: President, Human Health,
Asia Pacific; (2)Jeffrey Hamilton: Associate Director,
Economic & Industrial Policy, Human Health, Asia Pacific;
(3)Linda A. Egger, Ph.D.: Associate Director, Scientific
Liaison, External Scientific Affairs, (4) % &¢ "' %% #¢
Managing Director, MSD(Merck Sharp & Dohme) 7% 4~
SO EEN P EAFE 2L oA 2P
¥ E S A

3 S L ggw B o 2 LY ER B David
Angtice % 7t > & 35 A (copartnen)¥42: ) L (x£ & » T 4
i e ;‘%f&' * copartner > i & O WG & A
PR B2 @3 & monitor ;F—‘w} EE Rk Qe 4
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Ay AT R 2 R * B o SAE: . ==k
TAL X EHCHF OBRTIATR Y 3By
P Moo FHRERP LA %Hﬂ#i% TEEE
o ARTRE ER Y w o Bl o FRIRE ERBR L B
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(=) Abbott T; 33 %
1. PR 2006.4.10.+ = (=)

2. Abbott 1/ A B : (1) Mr. Thomas Chen, Vice President,
Nutrition International Asia and Latin America; (2) Mr.
Craig Scott, Commercia Director, Nutrition International;
(3) Dr. James Summers, DVP Advance Technology; (4)



Mr. Kent Stewart, Research; (5) Mr. Holger Liepmann,
President, International Operations; (6) Mr. Stan Bukofzer,
DVP, Global Medical Affars; (7) Mr. Gary Winer, DVP,
Diagnostic Commercial Operations LAC/Asia Pacific; (8)
Mr. Joseph Marks, DVP, Business Development and
Strategy, ADD; (9) Mr. Shing Chang, DVP, Infectious
Diseases Research -

FPHER

DR BT d F R p AR RAER B F
%z N q_“;;\FK\ iz =SRN- 2 (=N 4;}it’ o d 18 A s
%2+ =3t Lake County, lllinois = Abbott 5; - Abbott d
Mr. Thomas Chen 4% # » % i grifv- 5 L 44 Dr. Craig
Scatt {4 3¢ Corporate Overview: From science to caring °
@ A Abbott = 7 - Abbott T & & Tyl E v A R AR 5
T q o >33 7000 #£F 7o p 1880 £ &= > Lo
B £] pharmacy, IV solutions, Anesthesia, Nutritionals -
Diagnostics # Anti-infectives- # ¢ > HIV diagnostic kit
h - BEESF LD o JRIFAZE 130 W 0 ¥ E
d 2000 # 1157 % £ d» 312005 & 223 % & -

£ ¥ d Dr. James Summer f§ # Pharmaceutical
Discovery Overview - Abbott = # 2005 # % F 18 & %
Ewrg > HY I3 REEY ABHEAY - FFF T < E
2t 48 % 5 Neurological Diseases & Pain ~ Antiviras -
Metabolic Diseases ~ Oncology -~ Immunologic
Diseases° € R 27 2 % ¢ 42 BEFAF EH 2 5 H
3 Bd-2 %z Frdly o ér_fﬁ#?' = A LA R
A& oA EPES G > FL & Pain~ Schizophrenia »
Depression and anxiety dlsorders % Alzheimer’s disease
Eiyo2 B Pwy 8484 it Lead optimization ~ 4 &
phase | ~ 24& phase Il ~ 14& phase Ill ~ 144 phase IV &
T i Bk oo R Gl A 2 Rheumatoid Arthritis = & 7
Humira™ &= - - @4;;; : = HIV 2 Z Norvir® 2
Kaletra® ; # 4 & Protease inhibitor - ¢ 4 & structure
based design(# A 7 &% 4) - Kaletra® 3 3. 5 #
pFEE 3L T ERGREN B G st & Do
A_p 7 B 4F 2 protease inhibitor o P A 5 2 G



ABT279 ¥ it & 5 # % 1 DPP-IV inhibitor » ¥ 2 &
GLP-1 $H 4 i o 2 %

# ¥ d Dr. Kent Stewart #§ 4 3D Modeling of
Kaletra® (#4) > 4 23 HIV BH hB 3 o od = &
ZREEHRE T HV m4 2 3 protease » 11 2 5 - &
anti-protease % = F—v 7 5L B0 & I Bom S B
M2 i AR ES Rz EL R A ppw 7T EMA
3 drug resistance s F B EF F 20 X B g HAR
PRET gIZRZF 2 A HNARLE -

,%i

r/?miﬂ‘{‘a‘lkﬂ 44#;‘:1'\’ %E*{fﬂﬁiﬁr—,?
Pouz g B Iw i d Dr. Yi-Chin Wu 8 2 /Eﬂl’*i%
2B 0 3 TR TR B R YR

Biomarkers z_ B % o

mitih g+ Abbott 3R & 5B TR SR
A TR REL?A v F L SHEE ICH &2
armonization » 5 A2 R Tk £ F FDA =BT A
EEEN Il R S Abbott FTE P
A TR Rk P2Abbott W 0 S P ETE P W
%WWﬁﬁﬁ’ﬂ?u*U%?1CU3éﬁ%
2. **‘**«’rﬂoﬁxéf\”r’%ﬂi R IR o

24 drug dlscovery T3 A & _F G
5‘ + 0 Bk = 7 rzg{’ﬂilﬁ’%“"v’;
*rﬁmmﬁ’dﬁﬁi%éﬁﬁﬁﬁi
F’%+%ﬁ~f4%bWF%ﬁ%iﬁﬂ
ZEWK R #B}F 2 ¥ 5 NDA #7i-pF i 5
ﬁib WwiEd = ‘ﬁ’ffwfl*ﬂf’w”ﬁ éﬁf‘
L i® m-:% ] > 4 Norvatis £2 ¢ i 1 Mg 9 &
i > d Norvatis # & high through-put % # - kst &
R BB oFLHAEFRLAEFTHRE - Abbott
Dr. Thomas Chen 3 # %1 & 1T & £ B o Abbott 7~
# %3 Dr. Holger Liepmann # 7= € i i feAf i 12 2
4 4»,7;‘[;!;4{&;—,&:?34;1 3 )’?}"'#g_ﬁ—, 'E_l_léé-g‘b':’ “ /%%‘Iﬂ’\! °

(z) Siemens & F* 5+ & P
1. pFf :2006410(-) =

2. Siemens 2 A 4 B (1) Mr. Michad Reitermann,
President; (2) Mr. Paul Kasulis, Vice President, SPECT; (3)
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Mr. Steve Quam, Vice President, Engineering Siemens AX;
(4) Allen Jakes, Vice President, Human Resources; (5) Dr.
Almos Elekes, Sr. Director, Business Development; (6) Mr.
Jerry Rush, Director, Manufacturing; (7) Dr. Ward Digby,
Director, Engineering Medical Cyclotrons; (8) Dr. Raffi
Kayayan, Sales Support Manager, SPECT; (9) Mr. Frank
Pokrop, Sr. Manager, Regulatory Affairs; (10) Mr. Soroosh
Kargar, Sr. Manager, Engineering Siemens AX; (11) Mr.
Bob Mau, Manager, Manufacturing -

3. %34 & : Siemens medical % }_Tﬁ%ﬁ?éﬁﬁ, fo® B4R
#2005 #5980 900 units» £ 3 41700 B R 1 o =
7 e fg # 5 Help potential patlents at risk/Earlier
diagnostics ~ prevention - = & 4 & & PET(& + 7 "& %7
R3REB)LE* 4 Oncology 70%%* B fiFrops A
SPECT(H sk + #r & 2 #2# )21 £ * & Oncology -
Cardiology > Neurology > 82% * # fi & o Symbia™
Family for true point Spect. CT B Z_#-% % & 5 — 4 ,3‘
VR SA-0% T2 eI i w:f)}‘;‘a rgiﬁ" i\géc}}‘;‘a
it 2 R E 0 & onestop procedure o # 2 P d /—./)iéiz
BARECHRNFFLFLRFL LT8R 2
optical/ultrasonica/MRI -

(z ) Taiwan-Ohio 2 HF 5 & € 4
1. pFRF 1 2006.4.11 (=) 5 + 7:30-9:00
2. Ohio M ycprdi /4 4 F * Ohio "' & Bob Taft %

T RN RS UEE T8 S Y
TRk R BN R E AP AR S o g Ad TR
Bob Taft M g f 3¢ Biosciences Why Ohio? “Let’s
Collaborate”(3¥4r*tit) » Ohio M 5 2 W% = 4 » A
r 1147 >+ & BlBEAZAFEEY > A 130 B
iz <8 - 232w BRRBAMLRRF%RT 14
& Ohio Fruie 7 o ¥R £ HE WP o4 Clinica tria
network £ # { %X % 4 BEXTRAEFEHRE LY < 4
FEL AT R SBFET b e B 23R
PREH UL AR BEEN T
PP -~ af % > - bio-pedicide ~ bio- gfety L
#(Fud cel)E2 v iT 28 k3prin e iTr x 33+%H
Jco Ohio '3 & 48t B E AP & iveh > F] 2% 14 e
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%3+ |IBM ¥ Mayo Clinic & £z FR TR

g ﬁ%? # & (Mayo Clinic) &+ % F & & % frd ¥ &eh
%g}/%ﬂ NN o’r%ﬁpmgl oL m-g-,‘];,y - ’\L‘Ifﬁ%}%f:ﬂim

%%%@mwg PR A E R B ORT R
fhﬁ 2 fodf 2 z%ﬁjﬁw%aﬁ%ﬁA?aiﬂﬂ@

BRETAEE I = o

FIph o g FE P w2001 E 4R IBM BB 26 i
ﬁgw’éﬁﬁ&i#g#£ AEFpD A TR R
¥ ETRAFT L T /R RAESE R R AL T 2 6 [EeanfE
A== % (total solution) o 3Z FAHLE & * e L T3 FHRE > o 45
FBH AT IS WREEP T A TR R
M WSS~ BE - L E(ICD ) ~ in% (DRG 48) ~ £ 1t
BAEGE - AT TR LS o d IBM £ E- B 30 4 &
B2 Hg s EFod A MEET D)o pwe 2
500 F i A T o FAFES i FARET IHFE BT A
@&&33%5%’NﬁﬁwWﬁﬁ&Fiﬁ@&%%o

%3+ # 5.+ & (Duke University)

Hi~E2F 2 R -Pgﬁpi'frlk B g o AR W2
Frie B FT )"Tﬁx’ﬁ“’t”ﬂs 2EE - i 351@&%@'} ;%—
< B AR H B AR - »@;Pﬁ%‘frmbh’fér‘ N e N 4
PALFLAK - BRI T AFE G
%?io,v‘zTéga.gﬁ;;gtﬁqggg o
(-) HRiF& ®Bi w(Duke Comprehensive Cancer Center)

(DCCC) :

B FERE? v EEL R A e w2 - o
s A FRBORREY w2 - o & 2005 # v 3 350 n:ﬁl .
25““&‘ﬁ”£255%ii%”ﬁ“%$®mm v Al
AT{rpE T Y ATiek o EREEE B E ‘ﬁ#f’ﬁk
ﬂg‘KHW?‘%ﬁﬂwﬁ‘me‘i#fﬂ@&ﬁgm~m
RS e L PR B FA Y R AR

B F pend 2R 2498 FanFrRed s g ga
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Professor H. Kim Lyerly fvts e ff = 74 cAg F 30 g2 5 ¢
R TRA T

(=) # 5 =& & 7 # (Duke Clinical Research Institute)
(DCRI) :

BHRh P L AL F 1 X ok & 2 hiphk @& ir
FPELFRFE B v W LB EF ERAA L KRS
T Bk o v RS mﬁ%f—ﬂ" AR T TR AT T A AR
S PRIFfeRT IR o v 5 A2 800 = 1 > 175 B :?IEJ‘« B(#
% 129 ¥ fF 2 46 i J,) » %A 270 i 5254 7 7 (270,000 i+
k) T2 EEFL 3005 BEHmT o v AL Lk
§ W% %A+ Professor Rob Carliff(« % & %) 1 2.-
AEeAp I ITTRAES T RE  SHEEREFAT F IR
BEg.oax gy 1 z@immq_F AR kp Rt (Fer 1 ¥
il CAREE O FARF)REDTE - FLPEIRLE £3] 7

Atk enpkes A & (grant) kiR e

(=) # 5 & FIR AL & foric KL~ 1 #7(Duke Institute for Genome
Sciences & Palicy)(DIGSP) :

DIGSP # H s $t A FIE fehw o v F 6 BINF 1 A F
WFE - Lo BAML RS AT Rt L IE 25
%,i;fiﬁ‘ N xe‘.zbﬁ"]%ﬁﬁ'fréﬂw IR G REEFTR o BN
PEasrk X3 B2ARDOER; § ARG L }am'/liﬁ
T rdloblde ! 2REREINPFEA%EAAE DRT ) AT
@??}%ifﬁ‘ A l"%?),%flj"’ o H s %zr’ztk—r]'?t?ﬁi’ﬁmjﬁj S
& FlE s g % 7 5 0 Biodiversity and conservation of infectious
disease, Global heath genome codes network -

BB E ATk %55? IR oo 4o DIGSP n’ft’;fq-‘&'f)ﬁi Bv
H ey NF T LA RIRE R E F ricf F hA T o ¥ 2
P B TRk dh sk ¥ 2006 & B 4 0 @ % E A TR SRR &
ER LG nansf N o ¥ 3R TR EK T A 2006
ERBRD  BHRR A LR S 1L R AT
GiE R R UR R TR B o DIGSP Y 3 5 #ich ] ek A7
T AR 2Rk e AT 5 2 i 5 (micro-array)
PRzZ~ DIGSP # 7+ R*% & iv&_v r’ﬂf;ca\v Tl EARE L <
Fleicy 28 o
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T~ R ERX # 3 3k (Protection of Human Subjects)4e
B H i~

eIV hd FRFELINAFF T FESELF
(Office for Human Research Protections, Department of Health and
Human Services, OHRP, DHHS > i #& " OHRP | )i 2% 2.4 £2 53
oo LI E B A FH 00 KA HTERRL
oig 2 1}% ¢« (Kennedy Ingtitute of Ethics & Nationa
Reference Center for Bioethics Literature, Georgetown
University » #§ # " KIE & NRCBL , ) ~ Cheaspeake Research
Review, Inc.(- ## + é0IRB> {4 "CRRI )~ ¥ WEd It a
R F R SR ¢ (Center for Devices and
Radiological Health, FDA, DHHS > #§ 4 "CDRH )% 4 i ¥

o

FA o d OHRP 45 2 Fmppo i+ Mgy
(Human Subject Protection) ; ey ST ~ 2752 F f T 2 4
Bl s 50 F o 2080 FinB RO iR EY NAFG
R FHESGEERY o @ CRRIGEES 457 IRBhj
8 T W REA M T 5 CDRH g | Al oo
Biobank ~ 2 Fltkipl £ Ap B2 R 0 2 2 B 42 23 F (Critica
Path Initiative) - 2T 4 & B = 3 gimp 5 o

(- ) ¥ RiFEd 38 2 4577 3 1342 % (OHRP, DHHS)
1. pFRF 1 2006.4.18 (=) ~ 24(-)

2. 2 4~ R (1) Capt. Melody H. Lin, Deputy Director and
Director of International Activities, (2) Ms. Shirley J.
Hicks, Director, Division of Education and Development;
(3) Ms. Irene Stith-Coleman, Director, Division of Policy
and Assurances; (4) Ms. Julie Kaneshiro, Team Leader
Policy, Division of Policy and Assurances; (5) Dr. Kristina
C. Borror, Director, Division of Compliance Oversight; (6)
Ms. Catherine Slatinshek, Executive Director, Secy’s
Advisory Committee; (7) Ms. Kelly Booher, Program
Analyst, Secy’s Advisory Committee °
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(1) OHRP i % #x £ & » & Compliance oversight
Education development ~ Policy & Assurances -~
International Activities & = B8 > H 5#« Bl = B
4T B -

P Soo Office of the Director p s
International Activities Secy's Advisory Committee
) . . . Bemard Schwetz, Director (SACHRP)
Melody Lin, Activity Director
) ) I Melody Lin, Deputy Director || Cather-ne Sla?lnshe’k_
Edward Bartlett, Inlenr'at’::'ml Michael Carome. Aszociate Director Executive Directo
Carla E"D‘W"I Ijtern_a':lora' IRE Regulartory Afiairs Kelley Booher,
Registrationf/Activity Support Program Analyst
Glen Drew, Intemational

Administrative Services

Toni Goodwin, Executive Secretary
Melinda Hill, Administrative Support
Bonnie Marston, Administrative Support
Lamy Miemoeller, Computer Specialist

Division of Compliance Divison of Education Divison of Policy and
Owversight Development Assurance
Kristina Borror, Director Shirley Hicks, Director Irene Stith-Coleman, Director
Bamy Bowman, Division Suppaort Judith Brooks, EducationdQl
Karena Cooper, Compliance Owersight Gail Carter, Division Support Karmen Blackwell, Assurances
Rina Hakimian, Compliance Owersight Can-My Chu, EducationQl Harcld Blatt, Assurances
Patrick McMeilly, Compfiance Owersight Lynda Lahl, Education/Ql Dan-My Chu, Assurances
Robert Meyer, Compliance Cversight Lannette Myers, Division Support Glen Drew, Policy
Carol Weil, Compliance Oversight George Pospisil, Education/Ql Pat El-Hinnawy, Public Affairs
Elyse Summers, Education/Ql Julia Gorey, Policy
Freda Yoder, Education/Ql Julie Kaneshio, Team Leader, Policy
Jean Makle, Assurances
Jan Walden, Team Leader Assurances
/IRE Regisirations

(2) P #ERELFFRELR S G2 30 OHRP &
FDAEb—x"“’fb”gif &ﬂ?q*. %@A}w AT
;c,% Ey ER L F L BCEC R ifa B ¢7%7 5 (OHRP #4 )

FweF R & EL;'%E’-‘ *a(lntended to

be submitted)'—‘ THL T 2 “”‘*‘%E(FDA g )e ¥ 3 17 B

Bﬁéﬁﬁif‘fﬁf’“ B 19914$iL:b;<q+ OHRP 3 45 CFR

part 46 subpart A | R %> 3%z Rx £ % T Common

Rule o gt ¢b o H 3 B 28 B3k P& FefEe i o

B FE PR AR Bl

(3) OHRP £ FDA e fFftnk ~ 2 £ ey p b2 2B
PRSI 4T £

11;? LRSS - R~ WL RO - LZJH“%[ - O PR
= EEH fJi* ["ﬁ:?‘ﬁf : -fﬁ i~ B~ R pLA ﬁ#jﬁ ?F”‘é"?@ﬁ V=L ﬁT? S
AT~ R R A [l

—
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= bﬁ;};&g%%

OHRP

FDA

e 1] Iﬁ%ﬁ

45 CFR? part 46 subpart A,B,C,D

21 CFR parts 50, 56

AR

Protects the rights and welfare of human
subjects * involved in research 4
conducted or supported by HHS

Protects the rights, safety and welfare
of subjects involved in clinica
investigations  involving  products
regulated by FDA (including the
results of experiments intended to be
submitted to FDA)

e

1. plﬁmfm% ol Jf;&uf;[ﬁ OHRP #d!}
B = W R (Assurance  of

Compliance) |

2. OHRP PﬁEfg‘sm‘[ : cpr[ﬂE
}%?]%PJ S Fuﬁﬁ*gﬁ (Forcause
compliance oversight evaluation)==
FHNIEF BRSO (Not-for-
cause compliance oversight
evauation)

3. i T EHE ) H - OHRP fﬁ_%f
BRI, ~ i P

e Xl - [Ffﬂfﬁ IJF I~

ﬁLPae%’?HI%F[[ /TJIUI (R
" Debarment | )=~ ’@l [J T%%— A’
?ELWV? iﬁi%? OHRPI?JH

L plrjpesk 5y 2 {1 A (sponsors) [fi]

FDA HELET B i 5l

FDA i &Eﬂ%#ﬁ I;}I Erﬁ‘ﬁﬁwﬁ%

3. EMHYIEH > FDA }{/ﬁl R
U‘VEJIT‘HS‘J‘#\ I; I'JF’??E
L I/%F[I%;;t F[I[ngu“HI:ﬂa
k&~ 20 FRB E}FF‘TJ i~ E

N

2 CFR : Code of Federal Regulations
¥ Human subject means a living individual about whom an investigator conducting research obtains: (1)
Data through intervention or interaction with the individual, or (2) Identifiable private information

* Research means a systematic investigation, including research development, testing and evaluation,

designed to develop or contribute to generalizable knowledge.
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= AR OHRP FDA
’ 45 CFR 46.101 21 CFR 56.104
1. Commonly accepted educational | 1. 1981 & 7 *| 27 FIfij=If JtzF"*V’gll‘
settings _ FE ,F:Z(EIEFJHIJ FDA %17 IRB
2. Use of educationa tests, survey ﬁ?ﬁlﬁ SR
procedures, interview procedures,

T PJ IRB 75
YT
Exemptlon)

observation of public behavior
a) IF=pp BER=pY JJTE RN
J (S AR EAR N cl= e :g EJ,
73 (unldentlflable) J kf M9t
@%@%?%ﬁTF%ﬁ%
WE W g B
e J%EL D I

ﬁawﬂﬁﬁﬁuﬁw 5
ORI
jf.u H F@;ﬁﬂ °

Tﬁi?“ﬁﬁ%%$wﬁ
HHEHH;/JEI 1&;‘@,‘ Al

A pfll it S £p DT puErRSE S R

DRI B A

[1e=)

3. Use Fof Existing data, documents,
records, pathological specimens,
diagnostic specimens > i’ FEﬁéFmeJ
LR NI =4 na SN »‘E}”F‘“,p 23
tH (publicly available) ; Y rF’?EJ

b.)

PSR TRE R R - RV Y
(unidentlflable) N

4. For public benefit or service
programs

5. Test and food quality evaluation and
consumer acceptance studies » ' #=
142 F[LJF‘IJ?E g T T F[%vpfﬁjﬁui
= & [[(Wholemme foods without
additives) | ﬁ\/ r Qfﬁ#ﬁ*y;; B
T B S FDA » U
BHGIT 2 2 e

OHRP S X7 Eﬁéﬁﬂ e H&—v

Q%\I(Demsuon harts)ﬁﬂfjI ez

2. BRI E'J(Emergency use) - E!fl
NN I =N T IRB%F,II ]
A f@%‘ﬁﬂﬁ El%i IRB %1&

3. Test and food quality evaluation
and consumer acceptance studies »
RIS T P
pud = A Fﬁ#' (Wholeﬁome foods
Without additives) ; F¥ ﬁ_’;ﬁlh’?i}'

I%ii?‘i{ SRS BHERS FDA -
%ﬁﬁ[diiﬁﬁﬁfwwi 2 i
EH
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= ISR OHRP FDA
] IRB 13 | 45 CFR 46.110 21 CFR 56.110
WOH S| L SO RER Y o it | [l OHRPAL
(Expedited E‘%’ff“ 7°(risks to subject is no more
IRB review) than mlnlmal risk) » HE ingﬂt%
P |2 s g R 5 1)
7 ] i
o Bé 170 41 | 45 CFR 46.117 21 CFR 56.109
1. The consent would be the only link | Study participation presents minimal

(iocumented between the research and the subject | risk to the subject and the research
or Signed and the principal risk to the subject | involves no procedures requiring
Informed would be due to a breach of | consent outside the context of
Consent) fi% confidentiality, and each subject will | participation in aresearch study.
1Y be asked if they want consent to be

"7 documented. L {f IRB i for oot i -0 26

2. Study participation presents minimal H- 15 EJPE’F‘IL@PE Ve e
risk of harm to the subject and the | 5 ik Pk g R A (Legally
research involves no procedures ﬁuthorized Representative, LAR)

reguiring consent outside the context ST S
of participation in aresearch study. i PH{ Il ELE}T | el

e sy i RS “‘J*a A HEL‘\”FF T
L I8 — i ??f ;%

= E : %
P R gilfg#ﬁi'[f“ 7;, £l
TN e

> TR ) BT IRB 2 R EEIT A E RTERAY IRB B LT
® M [, f9TE © Risks of harm anticipated in research no greater than encountered in daily
Ilfe or routine physical of psychological examinations or tests.

& f = (DClinical studies of drugs and medical devices only when condition (8) or (b) is met: (a) Research on drugs for
WhICh an investigational new drug application (21 CFR Part 312) is not required. (b) Research on medical devices for which
(i) an investigational device exemption application (21 CFR Part 812) is not required; or (ii) the medical device is
cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.

(2) Collection of blood samples by finger stick, hedl stick, ear stick, or venipuncture as follows: (a) from heathy,
nonpregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8
week period and collection may not occur more frequently than 2 times per week; or (b) from other adults and children2,
considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the
frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml
per kg in an 8 week period and collection may not occur more frequently than 2 times per week.

(3) Prospective collection of biological specimens for research purposes by noninvasive means.

(4) Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in
clinica practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be
cleared/approved for marketing.

(5) Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected
solely for nonresearch purposes (such as medical treatment or diagnosis).

(6) Collection of datafrom voice, video, digital, or image recordings made for research purposes.

(7) Research on individua or group characteristics or behavior (including, but not limited to, research on perception,
cognition, mativation, identity, language, communication, cultural beliefs or practices, and socia behavior) or research
employing survey, interview, ora history, focus group, program evaluation, human factors evaluation, or quality assurance
methodol ogies.

(8) Continuing review of research previously approved by the convened IRB as follows: (a) where (i) the research is
permanently closed to the enrollment of new subjects; (ii) all subjects have completed all research-related interventions; and
(iii) the research remains active only for long-term follow-up of subjects; or (b) where no subjects have been enrolled and no
additional risks have been identified; or (c) where the remaining research activities are limited to data analysis.

(9) Continuing review of research, not conducted under an investigational new drug application or investigational device
exemption where categories two (2) through eight (8) do not apply but the IRB has determined and documented at a
convened meeting that the research involves no greater than minimal risk and no additional risks have been identified.
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= B R OHRP FDA

B éz:p"[ﬁ [fil | 45 CFR 46.116 21 CFR 50.23/24

A (Informed | 1. Y B T EERFN] EI'USI(4)%#[‘§' 1. Limited to emergency, life
Consent) 19 BT W PR R threatening  situation,  military
THTY 2. SRS AT ERH AV G G & 4wl e operations

il %I’%WB@?{F I i 2. Needs independent physician

3.

a
2-4 [y it O P
PR LRI eyt

o SR LA Sb o g opinion
%fﬂﬁyﬁﬂﬁj@ﬂj& AR | g Emergency research

T B e

5

(4) Divisionof Policy and Assurances : 7 & 1 it e 3
a) ##trc i (Policy) £ 4, 51 (Guidance)
D) A& 2 IR > 2 B H s BERIR & Ap B L 2

C) & FDA thd 335 > st 2 iod o § e

3

:

d) vt B e s g

e) ¥ # j& (Compliance) ¥ 3% IRB # zoiis @
0 il e Azi@ 10,000 & IRB F 3o Agi
5,100 #e

f) =M 25y &

g) % F /I EY R A3 (Frequent Ask Questions,
FAQ)4p B & 3 > 4 @ Assurance, IRB registration,
Informed Consent, IRB responsibilities, etc.

(5 Division of Compliance Oversight :

a)4s 2 ~ % For-Cause Compliance Oversight
Evaluation( 7 + #% 41 ¢ %) ¥ Not-For-Cause
Compliance Oversight Evaluation(i # ~ “g {54 )
F fh o
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For-Cause

Not-For-Cause

Possible Outcomes:
(Fek 2422 &)

1.
2.

In compliance

In compliance, but recommended

improvements
Noncompliance identified,
corrective actions

require

Noncompliance identified, assurance
restricted pending required corrective
actions

Noncompliance identified, withdraw
OHRP assurance

OHRP may recommend: institution or
investigator be temporarily suspended
or permanently removed from
participation in specific project; peer
review groups be notified of an
institution or an investigator’s past
noncompliance prior to review of new
projects

Debarment: OHRP may recommend
that institutions or investigators be
declared indligible to participate in
HHS-supported research. (OHRP will
inform NIH study section about the
decision.)

Lopén: i A4 #8157
T Al g hH (g ] e b fE

2}

2. p 2000 1 p i) £ R 17
RE(7 4 BLFERET S F
)

B EHATAHME =7 AT IR
i Agicd i §Ter > OHRP & #-
BERF LS

b.) OHRP 1% 2 (compliance oversight) &_4* 4t %

institution &_% ;ﬁf
% % (inspection) B E_4- 4+ ¢ 334 %

c) ¢ % % OHRP#
)

U2 A8 17 4 WA § 3L 5 FDA

e

k- 2T aPLA

Any unanticipated problems involving risks

to subjects or others.
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i)  Any serious or continuing noncompliance
with 45CFR46 or the requirements or
determinations of the IRB.

i)  Any suspension or termination of IRB
approval.

d)sF+ P F2F o4

1) What was the incident?

i)  What istheingtitution’s plan of action?

i) Istheinstitution’s plan adequate?

iv) Does the research protocol or informed
consent document require modification?

(6) Division of Education Development

CHIERE RIS R At R & i
SR FRARASRET 4 B IRBE T X/
A€ & Rk T MR (7 R FAR) ~ i OHRP
mailbox < 39 I & 3 & & sf 4~ ~ dad Quality
Improvement Program (QIP) ~ % % = ¥R
OHRP # 7 23 & »c % o

b)QIP: f 2002&?%;#% # 20-25 o e
FYARes VRELARTASRIEY o F Y
rI.lI IRB W’Fﬁ’

c) % F,PJ‘—:p OHRP & 7¥ ¥ =»c: p 2004 & 4=
g% # ‘ﬁgw(}mP%?Wﬁ%%ﬂﬁf
Wdak o L3 OHRP { #Hrew B § AL
b'L'r.fﬁfz o
(=) B EHBRRRP L HERREF RR P o
(KIE & NRCBL)

1. PR :2006.4.19 (=)

2. "R 4 R (1) Doris Mudler Goldstein, M. L. S., M. A.
Director of the Library and Information Services; (2)
Madison Powers, J. D., Ph. D. Director of the Kennedy
Institute of Ethics;, (3) Laura Bishop, Ph. D. Research
Associate; (4) Martina Darragh, M. L. S. Reference
Librarian; (5) Daniela Radu, M.A., Executive Officer &
Chair of the Institutional Review Board, Georgetown
University Medical Center; (6) Ms. Janet, Librarian -
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3.

%

2

THE
(D&H2 F Gzt BIARSF M T3 2 AR RAR S

% s A i 0 IR 47 (Kennedy
Institute of Ethics, KIE)»* 1973 # B 42 % — B R 2

R HT LSS BROT AR L T

PCE A FARM ¥t 0 1985 £ 0 S SR R
4 P i5E 1}% # « (National Reference Center for
Bioethics Literature) 2 & - 54 B % F & B % 4
(National Library of Medicine, NLM) =g % » { 3 i*

H&d 1994 & p Bl AR ERR R R
FoA %7 2K 7] 4~ 7 #r (National Human Genome
Research Indtitute, National Health Institutes, NIH)4g i
= TR RS EE AR ®F T & (National
Information Resource on Ethics and Human
Genetics) ; = 17 5 % > v = S RFFERT &
i % (National Network of Libraries of Medicine):-

%Q’%ﬁﬁﬁﬁﬁiéjﬁﬂﬁﬁé’iiﬁp

T F R BAR B R RS o

Q70 # 3 P w4 PGB DT BIR LRE

BE BT B B 2 IR M e g i
R SR S i s B Rl
SRR M SB 30 5 EFE o RAC § 24
PHEApM B AT E P AL B R R
S BRI I ARG B B Y TR R R
o P WET 4004RFEH T - A2 1500 i T
2O3WAATR APATIARRTR TS

CRES S LIRS ST

@#MEELR A58 2 BFRENGEHE 2

¢ 35 : Nationa Reference Center for Bioethics
Literature Database
(http://www.georgetown.edu/research/nrcbl/) ~ US
National Library of Medicine Database (PubMed, NLM)
(http://www.nchi.nlm.nih.gov/entrez/query.fcqi ?DB=pu
bmed)

@2te¥ £ 7 < IRB 14 DanidlaRadu & 4 % 7 3%

IRB & 7> ;% » fp A2t 4 4o
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aﬁiRBiﬁé%?%“&ﬁm/’@mP&%ﬁ

AP 67 BB RIFALAR P AL ER
Lavk i3 A ‘\i*fﬁ)i

w AR K IRB R EE# RS TR

C.) &~ % | 2 (pediatric) -~ %% J& (oncology) ~ * %
(behavior) ~ # ¥ (biomedical) ¥ 4 &% f ¢ % k¥
FESABLREHG LR 20/ R 1
= coordinator - # ¢ - g £ R € ¥ KX sub-
committee o

d) %:x > ;% ¢ d coordinator thie 1 (Rl N /- .2
S F SR A Y
Ak RE oo g ARG 20F

e)FF%# 1= IRBmeeting> 4 BE f ¢ i F
FokT2  FBREEEFBIRE L= o

fyp o2& RRNFFHF L F R UE
CITI(Collaborative Institution Training Initiative
Program)zt NIH %338 » 1 ¥ B4 74277 o

0.) 7 & &m ¢ BAp B R T Rk T e R bR
TFELOFL CFIHEFTRY

(=) Cheaspeake Resear ch Review, Inc. (CRRI)
1. P51 2006.4.20 (=)

2. F A R ¢ (1D Dr. Fdix Gyi, CEO; (2) Ms. Janet
Donnelly, Director Regulatory Affairs;, (3) Ms. Theresa
Straut, Executive Director, IRB Services, (4) Ms. Tara
McDonough, Manager, IRB Administration; (5) Mr.
Joseph Rasmussen, Vice President Finance; (6) Mr. Joseph
Ford, Vice President, IT; (7) Mr. Jeffery Trunzo, Vice
President; (8) Dr. John Mather, Vice President, Consulting

and Research Services -
3. SR
(1) Foundation of Regulations
a)IRB AR AR L F F R 2 Bz R —
L (Beneficence) ~ &+ & (Justice) ~ + f eh & &
(Respect for Persons) -

a
0

[e]
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Rl 5 ER
=3 1. Risk/Benefit analysis
T 2. Experimental design
(Beneficence) 3. Qudlification for Pl
% 1. Subject selection
_ 2. Inclusion/Exclusion
(Justice) 3. Recruitment
Ll F 1. Informed Consent
2. Surrogate Consent
(Respect for Persons) |3, Assent
4. Protection of subjects
(esp. vulnerable populations)

b)IRB Z f 2= 132" 54 a2 fFFF 7k
t~3 1 f:«ffslﬁﬁ’c—g AR ~3 1@_;&%&§a§o
FAR I 1 2N LR - (%% 2% 21
CFR 56.107 ~ 45 CFR 46.107) -

C)IRB # it &138 i¥ @ § § ¢ pkendeyn 5
b RRAEY P ERARE PR R
A FZPA LR BARE R o (R
21 CFR 56.108 ~ 45 CFR 46.108)

d)IRB % & % % @ & 5 approve -~ require
modifications in to secure approval (* # = defer or
tabling v Ao F B E 2 )~ disapprove = #F o (%
% % 4 21 CFR 56.109 ~ 45 CFR 46.109)

e)IRB $ 2 F I E Ay g% BAD T
'7\%/24%&@ CERERIFERR- K o

f)IRB % & & 2 : »Fiﬂi"wﬁwg&“ﬁﬁxl v~
28 W PR wﬁa‘rmﬁ»&s PR R R
=R, ﬁf,p»w,ﬂu.s_mbﬁﬂx}_\%;é
FRPX IR F HREBMET { =i
L% -

g.) IRB £ éﬁé}?vé (sponsor) ~ ?ﬂ%i i~ % (sponsor
representative - ?'r’ CRO)FF en3 & 4 B 2R2 ¢ ¥
AP v 4kit o & CRRI HPfiteens & ~ Eid &2
KT FRER{E gy o
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h)CRRI 7 A2 3

v

% 3L % & protocol >

P RRESET R S

PN

(2) Difference between Central and Local IRB

Local IRB Central IRB
el Institutional based & *t % % % (Independent, non-local = &1~ 2&
¥ B3 s
ol |E-FR&AFR PR R L HrCRM)
"5'[3;9]%‘«“313@‘ " (4= NCI-
CIRB) » % & 1d % 71% ¥ b le X
(4~ BRANY)
gy (L EFIHERARC R 3L TRERG AL
I HT T 2. IRBZ B ehSsh a3 i it
2. B P H I B A KD 4 (centralized
A accountability) . i
4. 23 P E BRI
5. ﬂf; ﬁfj_’}’; v :GET‘JFI‘ FIL » Bl
TSR L E AR E
B3
6. B ITHAIRE F
7. % A iz
8. ¥ P wRpH o B A2
XA IR
pege (L TTERAFESR 1 # 2 $R FHF R PR T R
2. Tk (lack of intimate knowledge of
3. B 7 IRB € &k ¥ it site)
S 2. HAUFAT T A AL H A
4 IRBLZERviGaflftgq LTIREAF
7% el 3 3 BRFAY T H R
5. ¥ it § i FT B T R A7 A o
mﬁﬁﬁ;%gympi 4u§€%ﬁ%4 % v (limited
6. IRB £ F sy & B 41is | oversight authority)
%ﬁw’?m% jﬁu 5. .l»‘JW«érJL 7z el mjirgg ﬂ%_ }?*P

*3 (limited understanding of
local context)
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$>0d central IRB %3k 7 ¢ w3 e 0 2005 #
d FDA =g # T Guidance for mdustry Using a

centralized IRB review process in multicenter clinical
trials | (http://www.fda.gov/cber/gding/irbclintrial.htm)

(3) Supporting the IRB
aA) F ¥ EF 3H T IRBFAEHR THA%Rk 4
2 gk o R & ¥ F 7 ad hoc meeting -

bJCRRI 7 IRB £ f & 5= ¥é& a4 83 7-
10 ¢ AE gL AFlemizF a4 2
Rpizied el L 89 32— e p o, J’ﬁ
25FHTEH 57 F3 28 CRRI 0§ 1
Hapd L LR

C)IRB £ f ehibif 4z e 45 1 L7 ~ & CRR
Bﬂnﬁ ok~ 24 IRB g‘,ip};ﬁnii? ~ER,B%‘« IRB %
ﬁ TR FFHEHE U REERES S g AR o

d)IRB £ B 03" 3 ¢ £  CITI 2% -~ IRB
Guidebook ~ IRB Written Procedures ~ B3 2% ;£ 4 32
# > 54 CRRI 974k B e B~ §de b 2R3
R % 4% (4= PRIM&R/Arena ~ DIA -~ ACRP -
FDA ~ NIH # 752 2" Side) ~ £ B & £ 50¢
(Yearly Professiona Retreat) % -

(4) Infrastructure and the Financial Side : CRRI 7z 1%
B 2750 £~/ 0 FE 5 R EH - BRI
%!f 695 £ <~ o § - -&—mehf‘ggj']‘i%“ﬁ*" A Ap e
Bg o Feity A RT EHE RS I
(http://www.chesapeakeirb.com/us/Default.aspx?tabid=
66#f ees)

(5) Technology and the IRB : CRRI & & #-f » e it g7
PHEBR G REEY G FEERLTAL AL
# o

(6) Accreditation and Certification

a) ¥ IRB i+ > 1 £ d Association for the
Accreditation of Human Research Protection
Program (4 i AAHRPP):i& 7 o 3% % € % d
Association of American Medical Colleges -~
Association of American Universities ~ Consortium
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of Social Science Associations -~ Federation of
American Societies for Experimental Biology -~
National Association of State Universities and Land-
Grant Colleges ~ National Health Council ~ Public

Responsibility in Medicine and Research % 7 i &
3%‘« 2001 & £ = 2 - B op B b‘_p_%k o 1 & ix
3% % 838 IRB ep 23 (self assessment) > 4 #
e # % & (peer review): 4] » 38 IRB/F= 7 dﬁ/ﬁb

BEERAETE P 2k G BB HHEEE

AHHRPP :##31 i § 12
%> 2004 & i B o

(Full AHHRPP) » CRRI ¢

b)AAHRPP = # £ 4 3 5 # doman

Organization ~ Review
Sponsors ~ Participants

bodies - Investigators -
v % domain Z. T X &

Standards ~ Elements « ;=& hiE / ¢ 45 1 p 3T

(Self assessment) ~ 7

#* iz (on-site evaluation) -

ik = #F(council on accreditation) - =+ 3 & -

% o

c)¥* IRBZ R anuEpl3 » 44 CITI & CIP

CITI

(Collaborative Institutional
Training Initiative program)

CIP
(Certified IRB Professional)

p e FE R E T R Fé Wk 2 % e IRB i li&ﬂz;é"ﬁ
imﬁfﬂﬁﬂﬁﬁﬁ Lo S
i % ﬂz“ﬂ‘lRBiﬁ‘lRB 2 IRB p ¥ T4 M B
WBE A EMAFL L R AR B
g4 4 7 E#FKFE IRB ip i £ 7%
30 2F A3 10E B KA
IRBAp R £33 > 4 &
nE ¢ 3 5 B P R - &l 3 foundations and concepts

(modul&) FERIEY S
Pl RN AT

of IRB practice ~ organization
and personal knowledge ~ IRB
functions and operations -~
records and reports % 4 4f

A4 250 BAFE AT
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(92 4P v ELERRA
REE & 3 EEATRE-
SEICER St B
CRRI ¥ IRB|IRB £ A & % G [ < PR GRA S4T30 %
E R SR et 2006 # B8 CITI 37 @y * 2 2=
E HoF 2EQFERMEF L P TE TG HRES P W
mE e A RFEHEAT|S G LT R LB
Gy %L £ B-7 CITI 32
#

(2) $MFL NS EFF T ZHFREHABEIHRZE Y
(CDRH, FDA, HHS)

1. PR 1 2006.4.21 (7 )
2. tA ~ B : (1) Dr. Sdly Hojvat; (2) Dr. Robert Becker -
3. SR

(1)Biobank #p B k42 : P = OHRP £ FDA 3%t k48
AL AT AT £

OHRP FDA

Guidance Guidance on research|Guidance on informed consent for in vitro
involving  coded privatediagnostic device studies using leftover
information  or  biological|human specimens that are not individually
specimens identifiable (2006 & ¥ %)

http://www.fda.gov/cdrh/oivd/guidance/1588.pdf

review i i

1 23FAKEY p gl FFAREY P odZ§HE -7+
¥ - 7= 3 % i (broader] (broader than for a specific research
than for a specific research| study)«h# Frfe 23 » B F ¥ &+
study) e sl R 3 0 e PEE
L 2 MERELFES AR 0 R

2. FRRFFI G A R R AR EERRE
F i %2 45 CFR 46.116
(c), (d)

[} 3; :ﬁ

?‘,!5 M
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(2) Genetic Test 4p B 3R AL
a)p BN R FAF SR TR L& 5
CLIA (Clinical Laboratory | mprovement
Amendments) .4 -

b)CLIA & 1988 # R ¢l i > P PAsmiFF Sk 3k
g e e o & > d Centers for Medicare &
Medicaid Services (CMS) § # - 1 %3 & g Bie
WA)d FDA g 12 o CLIA Ap B3t 4 7 »° FDA 2k
4 17 o (http://www/fda.gov/cdrh/clia)

(3)Critical Peth Initiative #p B 3% 42 : Critical Path
Initiative % FDA % 2004 # #% 1 - B2 4 e
K oog RfRAITETRF AR AT 8 T 0 vk
AR AR o 3 B3 g g 4 R AL A R
Assessing safety ~ Demonstrating Medical Utility ~
Industrialization - i 2 & 3t #H &2 R o & 3
2006 = 3 " = ¥ — i» opportunities list > = 3% 41 76
FERPF AT EZLGIE D o P oo S R Ap BT

FRRE 73
YR
_wﬁaom%~¥13&%%&%%&&%%Fipﬁg,ﬁ
PERF - AR EHA P AR AE AP B At dR
%%T’mAiﬁL%;%iﬁé%ﬁﬁ\—ﬁwaﬂ&ga
AFPHL I RRAF L FRRERLL SR L EFLRP
*ﬂ o

IBM = 5T;E44f3.3f]?§5:§‘3 Pz B TTota Solution 2 F
7 a%#ﬁ&%a’%@ﬁﬁéi%f%ﬂu%%’@@
ARBEAFTAFAFRBEFRENT 52 23

_4s&utwﬁu§§ﬂwwﬂDrDeammua IBM 2 & &
Dr. Drew Fladda ¢ & = #rk & 2006 # 11 7 5 F% p £ 5
gV aHEy MTRR AT 0

*#s«?*ﬁ‘#ai’&é#hﬂﬁkaﬁ #H g2
’%ﬁ%‘é‘.m%,u&—(MOU) J}ilﬁﬁ}i‘wngf‘)’%\”‘ki”‘
2 B BRE2ZIRFAY WA RREAAVRE T &
5 lq_F‘ WOEFTR o
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o H A AT R

ERAA

CEEELERRT R RS LF PRSP

%3 (Human Research Protection)4p B /% 27k 5

FRAPHTR R L WA AM 0 2T A RERRS B

# P+ ¢ 7 % 7 7 (Socia and Behavioral Research); 7= R
PRSI R A Pﬁemii fF2 3% OHRP 2 #Lg1 g 42
(HIPAA) 35 o 4p B 2 il F fovdde™ 4 907
BRREE AN REFE T EMN
ok
. » . |1. 21 CFR 50, 56 %% E
FREEES S e CrR46 . ;e
@71 : 1. 21 CFR 50, 56, 812
A IR 2 2 2. 45 CFR 46
45 CFR 46
#* %G FRLFR
ﬁ%&#ﬁ&&f& 7aFyE 1. 45 CFR 46
* 75 45 CFR 46 2. 45 CFR 160
(HIPAA Privacy Rule)
m AR P A RACT £ AT
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ok ks
LF R4 MRk L R
gé LLQ; 'Fié—g‘; Il
ﬁ%ﬁ_‘*k_#@
2T F o o 4 AR
%ﬁ‘#iﬁd% K |- L fg’;f%»}g %R
BCOMGER T SRR Tl o AR o
%ﬁ~éﬂ>a:&4%§€éwi%§;§ (f'},EV’)
Bl G ITAE
el S idsate il
AR 2 FAY
oyt AR g
AR EIE (B P)

AEWEE L

LR

7R g
1%%%*#/\{%?35%%5 % ;A xﬁvl‘i\'??ﬁ
%1 —‘ﬁ%ﬁ LQ”#?;%%@TE{BA?%}IJL‘?‘;E;;
PR

25 e ip A R
i

()P g T AR, R L = F o

s, TagFa Rt LE, o T
Ld ) FAMATT A ol FA > W FiE o
GBI FRL R §(RB AR T MRS
Rga)nERisslinasgns ek 94 &R e 43
RFHWH IRB a2 & o e %L | g (Joint IRB)
AP E D LU E RN G o AT AT AL
ren Tfph, » 2 REwadgld o A R e R4
#IRB EF#4lE 2 Ap M R - @ A R sy 2 IRB &
%ﬁ%%ﬁ%&ﬁ?Joi@4ﬁP2%§#§§ﬁﬁ
¢ Association for the Accreditation of Human Research
Hmﬂmonquan(ﬁﬁLAAHRM%ﬁWRanlﬁr’ SN

& i
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(Z)ereb oz PR 3 F@g, ~ TR %5 i
@J’B*L?rpiﬁ&wﬁ@%%ﬁ@%&%z
K- BESE S REEEES K e TR
By kA 2e ERERE D AFRBHEXE
IRB(* = Ethic Committee > G2 % A ¢ )i ¢ %M (R
P A F V) e AR E R TR dow Y F R 84
IRB % & » #x3 FAEL % & o

PMTE LA e SR TR B MR LR
gxf}'}i—_xj%?’ %*#@Jlﬁ‘ﬂxaiiﬁ y ZEE R 1y A
PO L DA RS R TR EF R
ﬁ@ﬁiﬁ§%§p%W$ﬁE@%%°ﬁﬁ’%ﬁ
oo p AERBEEY AP 2 RE o e BRI -
ooa R w2 e (WHO)» 2000 & = fF 2
" Operational Guidelines for Ethics Committees that
Review Biomedicad Research ;| = ¢ # T socid and
psychological investigations; 4 » T Biomedica Research
on Human Subjects; vk o Flpt - MR p 3 T 183
SR ARE RS  BAPMINE F (R E KT
Wt FE)F s Fﬁiﬁ%}ﬁéﬁi@m

()it Fig® =y
M rg B de i A
TRl i v gl g

EY TR

FEFM g ML > AR W T
Gl S g WE 4"‘]‘4/\%'}] CREEE
wk Z
8 7
EHm

P
7

Wb AP ABEY o kiR

J‘r’o

(ﬂﬁi%#’ﬂﬂ%“&wpx%é fgﬁ#ﬁ = AT
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E?ﬁﬂ&ﬂ»ﬂﬁﬁﬂéﬁii" T - RPEHEE
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47 8p(>) E N Y Ry
4% 9p(P) 10:30 Ministeria Seminar
12.00 |MSD
14.00 |22 Merck 2 thrzd € 23X
16:00 |4r £~ % 4§k B Tony Wong % B4 12 & o £ 88 i
G RITZ2 4 A ¥2 5182 0
18:30  |E o HB A
47 10p(-) 07:30 5 & €3k
09:00  |Abbott (Phamaceutical & Medical Device) 43>
09:15  |Corporate Review by Craig Scott
09:50  |Overview of Abbott Pharmaceutical Discovery
Research by Dr. James Summers
10:15 3D Modeling of Kaletra Presentation & Virology Lab
by Kent Stewart
11:00 Presentation by Taiwan Delegation
11:15 Round Table Discussion
12:15 ® % (sponsored by Abbott)
13:00 %3+ Siemens Molecular Imaging (Medical Imaging)
13:30 Corporate presentation by Paul Kasulis
13:45 Molecular Technologies by Dr. Ward Digby
14:25  (Clinical Imaging Solutions by Dr. Raffi Kayayan
14:45 Molecular Imaging in Taiwan by Chin-Tu Chen
15:00 Factory Tour by Paul Kasulis, Bob Mau, Jerry Rush,
Raffi Kayayan
15:30 |AX Demonstration by Steve Quam, Soroosh Kargar
15:45  [Summary/Wrap-up
1730 o2 HAFZREETwmIAZE o2 R
4% 11p (=) 07:30 [Tawan-Ohio # H #84% & % £ ¢ & (" & Bob Taft
i ¥¥)
12:15 L
13:00 |¥ % ¢ 3% (Johnson & Johnson)
15:00 B BB e
17:30 Merck Panel Discussion
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47 12p (=) 07:30 |% % ¢ & (Baxter Healthcare Corporation)
11:00 International Clinical Trias
12:30 ? % (Serono)
13:00 R €K
18:00 7_4c & -Rochester
4% 13p(z) 08:00 |Breakfast meeting with Dr. De Groen in the hotel
09:20  |Commute from hotel to IBM Executive Briefing Center
10:00 |Welcome and IBM Executive Briefing Center
introduction
10:10 IBM Clinical Genomics solution briefing
11:20  |IHI/RHIO briefing ( the U.S. NHIN and UPMC
project )
12:00 IBM Clinical Trial solution briefing (SCORE - eCDM,
CTRM)
12:50 Lunch and discussions
14.00 IBM Rochester center site tour ( BlueGene
supercomputer )
14:30  |Rochester-3~ 4 # -Durham-Raleigh
4% 14p (1) 08:30 %3+ DCCC, Introduction by Dr. H. Kim Lyerly
08:45  |Overview of DCCC by Dr. H. Kim Lyerly
09:15 Medical Oncology by Dr. Jeffrey Crawford, Dr. Daniel
George, Dr. Heather Shaw, Dr. Neal Ready
10:00 Radiation Oncology by Dr. David Brizell, Dr.
Lawrence Marks
10:30  |Surgery by Dr. Ramon Esclamado
10:45 Statistics/Information System by Bob Annechiarico, Dr.
Bercedis Peterson
11:30 DCRO by Dr. Kimberly Blackwell, Dr. Michael Morse
12:00 Travel to DCRI
12:20 Lunch
13:40 DCRI Presentation by Deborah Roth
14:00 Meeting with Dr. Ralph Corey, Dr. John Hamilton, Dr.
Christopher Woods, Dr. Jennifer Li, Dr. Kevin
Schulman, Dr. Robert Taber
15:30 MD joins Meeting by Robert Califf
16:30 Tour of DCRI
47 15p (=) >X ARSI B ECAEE . - -
47 16p(RP) > = % . Duke Garden 2 Duke Chapel
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47 17p(-)| 0900 |[%32* DIGSP, Introduction
09:15  |DIGSP Overview by Dr. H. Willard
09:30  |Genomic Medicine Overview by Dr. J. Nevins
09:45 Prostate Cancer by Dr. P. Febbo
Lung Cancer by Dr. A. Potti
Cardiovascular Disease by Dr. D. Seo
Technology Infrastructure by Dr. H. Dressman
11:00 Tour of Facilities
T Duke- Durham-Raleigh - & g g
4% 18p (=) 10:30 %3 OHRP-Introduction by Dr. Melody Lin
10:45 Briefings of Division Directors:
Dr. Irene Stith Coleman-Policy & Assurance
Dr. Kristina Borror-Compliance
Shirley Hicks-Education
12:00 Luncheon
13:30 Question and answer/Discussion
15:00 Depart from OHRP
47 19p (=) 10:00 %3+ Georgetown bioethics program-Introduction by
NRCBL Director Doris Goldstein
10:15  |Orientation to Reference Center Online Service &
Resources Study by Dr. Laura Bishop
11:00  |Welcome by KIE Director Dr. Madison Powers
11:15 Database Training in searching for Bioethics Literature
in National Reference Center for Bioethics Literature
Databases and the US National Library of Medicine
Databases by Doris Goldstein and Martina Farragh
12:15 L uncheon
13:30  |Question and answer about GU's IRBs by Daniela Radu
14:00 Reference Center Orientation and Reference

Consultation




p P Beiig/er e
47 20p (=) 10:00 %3+ Chesapeake Research Review, Inc.
10:05 |Welcome by Dr. Felix Gyi
10:15 Foundation of Regulations by Ms. Janet Donnelly
10:45 Difference between Central and Local IRB's by Ms.
Theresa Straut
11:15  |Supporting the IRB by Ms. Tara McDonough
12:00 Luncheon
12:00 Infrastructure and the Financia side by Mr. Joe
Rasmussen
12:30  [Technology and the IRB by Mr. Joe Ford
13:00  |Accreditation and certification by Dr. John Mather
13:30 Wrap-up
47 21p(3) 10:00 %3* FDA
10:05 Biobanking by Dr. Sally Hojvat
11:00  |Genetic Testing and Critical Path Initiative by Dr.
Robert Becker
4% 22p (%) X B S iR T
47 23p(F) El
41" 24 p (=) 10:00 w 3] OHRP for wrap-up and debriefing
47 25p (=) EREA-RARS- O

26p (=)
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2006.4.9 MSD  |Human President | % +
Hedth, Asa David
Pacific Anstice
Economic &|Associate |Jeffrey  |908-423-3798
Industria Director Hamilton |Jeffery _hamliton@merck.com
Policy,
Human
Hedth, Asia
Pacific
Scientific  |[Associate  |Dr. Linda732-594-1850
Liaison, Director  |A. Egger |Linda_egger@merck.com
External
Scientific
Affairs
S o P Managing |44 |0960-549500

Director Jordan ter@merck.com

S AN 03 1§ 7 i+12 |0960-549-988
FEH iy 1 john_yang@merck.com

2006.4.10/Abbott [International |President  |Mr. 847-938-8345
Operations Holger |holger.liepmann@abbott.com

Liepmann
Nutrition Vice Mr. 847-935-8218
International |President |Thomas |[Thomas.chen@abbott.com
Asia and Chen
Latin
America
Nutrition Commercia [Mr. Craig|847-938-9373
International |Director Scott
Advance DVP Dr. James847-937-0611
Technology Summers |jim.b.summers@abbott.com
Research Mr. Kent|847-937-1205
Stewart

Global DVP Mr. Stan|847-935-8844
Medical Bukofzer |stan.bukofzer@abbott.com
Affairs
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2006.4.10/Abbott |Diagnostic  |DVP Mr. Gary|847-938-8161
Commercid Winer gary.winer@abbott.com
Operations
LAC/Asia
Pacific
Business DVP Mr. Joseph|847-938-7838
Development Marks
and Strategy
Infectious DVP Mr. Shing|847-937-6104
Diseases Chang shing.chang@abbott.com
Research
2006.4.10Siemens President [Mr.
Michael
Reitermann
SPECT Vice Mr.  Paul
President |Kasulis
Engineering |Vice Mr. Steve
Siemens AX |President |Quam
Human Vice Allen Jakes
Resources President
Business Sr. Dr. Almos
Development |Director |Elekes
Manufacturing|Director  |[Mr.  Jerry
Rush
Engineering |Director |[Dr. Ward
Medica Digby
Cyclotrons
SPECT Sales Dr. Raffi
Support  |[Kayayan
Manager
Regulatory  |Sr. Mr. Frank|847-304-7516
Affairs Manager |Pokrop pokrop@siemens.com
Engineering |Sr. Mr.
SiemensAX |Manager |Soroosh
Kargar
ManufacturingManager - |Mr. Bob
Mau
2006.4.11/Ohio  |ATECH, Ohio|Director of|Mr. David|263-3716
State |State Marketing |Gobey atech@osu.edu

Univesity
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Kulim Biotechnology Head  of|Norsabrina604-403-1633
Technology |Standardization & |Department|Mohd Sabrina@ktmsb.com.my
Management|Quality Control Noor

Center
Omeris Vice M iE 2 §614-675-3686

president |z £t jlewis@omeris.org

Meadow Senior wWinn 626-641-9561
Partners Associate |Hong i /& |whon@meadowpartners.com
U. of Ten Ben May|xk# ik z  |773-702-6999
Chicago Institute for Cancer sliao@uchicago.edu

Research

Department of

Biochemistry and
Molecular Biology,
Committee on
Cancer Biology and
Cancer Research

Center

Department of ¥z ¥ W% [773-7021988
Ecology and CiWu@uchicago.edu
Evolution

Frank center for|Director |miiZ&  |773-702-6269
Image Analysis c-chen@uchicago.edu
Department of

Radiology and

Committee on

Medical Physics
Pritzker School of

Medicine and
Biological Sciences
Division
Department of|[Assistant |Chien-Min|773-702-6273
Radiology Professor |Kao c-kao@uchicago.edu
GSK Respiratory Section|Director  [Dr.  Shu-|919-483-9879
Statistics and Yen Ho = |shu-yen.ho@gsk.com
Programming Pragtet
Enhance  |Asia PacificPresident |Dr. 3 % |919-806-1806
Biotech. Operations & Chief = kjchang@enhancebiotech.com

Science Officer
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2006.4.13 |IBM Mayo Director Drew 507-253-3515
Collaboration Flaada flaada@us.ibm.com
IBM/Mayo Program Deb
Director Sutherland
Collaboration
IBM/Mayo Chief Jeff 507-253-1460
Clinic Architect Tenner  |tenner@us.ibm.com
IBM—HCLS |Distinguished Bill Rapp
Engineer
Business Manager Paul 507-253-7117
Development Mattson |pmattson@us.ibm.com
Healthcare/Life STSM Rick
Sciences Stevens
Devel opment
Life SciencesSCORE Dave
Development Herbeck
Life Sciences |Alliance Mike 973-795-2267
Manager Troppe |troppe@us.ibm.com
Life SciencesManager Lance
Development Snow
2006.4.14- Duke % ¥ 7 #|sheinchung.chow@
17 University 3 duke.edu
Hubert- Director G. Raph|919-668-7174
Y eargan Corey, corey001l@mc.duke.edu
Center for MD

Global Hedlth
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2006.4.14-Duke U.|Division of |Chief John D.|919-684-2660
17 Medica |Infectious Hamilton, |hamil008@mc.duke.edu
Center Diseases and M.D.
I nternational
Health
Center for|Center Dr.  Joseph|919-684-2746
Applied Director R. Nevins |j.nevins@duke.edu
Genomics &
Technol ogy,
Institute for
Genome
Sciences &
policy
Center for|Microarray |Dr. Holly K./919-668-1583
Applied Facility Dressman  |dressO02@mc.duke.edu
Genomics & |Director
Technol ogy,
Institute for
Genome
Sciences &
policy
Multidisciplinary|/Assistant  |[Heather  S.[919-668-0718
Breast Program |Professor of|Shaw, M.D. |heather.shaw@duke.edu
Medicine
Duke Director H. Kim|919-684-5613
Comprehensive Lyerly, M.D.|lyerl001@mc.duke.edu
Cancer Center
Duke Director Robert P.|919-668-5188
Comprehensive |Cancer Annechiarico|Bob.Annechiarico@duke.edu
Cancer Center  |Center
I nformation
System
Department  of|Professor  |David M.|919-668-5637
Radiation Brizel, M.D. |brizel @radonc.duke.edu
Oncology
Duke Clinica|Direcror of|Gail Batson919-668-8568
Research Site Fowler Fowle025@mc.duke.edu
Institute Management
& Clinicd

Monitoring
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2006.4.14-Duke U.|Center for|Director, Kevin A.|919-668-8101
17 Medica [Clinical and Schulman, |Kevin.schulman@duke.edu
Center Genetics M.D.
Economics,
Duke Clinica
Research
Institute
Clinicd Director Mirian B.|919-668-8502
Operations, Donohue donoh001@mc.duke.edu
Duke Clinica
Research
Institute
Strategic Director Marion W.|919-668-8005
Development &v Jervay, JD |marion.jervay@duke.edu
Contracts
Management,
Duke Clinica
Research
Institute
Duke  Clinical|Chief Deborah A.|919-668-8688
Research Operating |Roth rothO005@dcri.duke.edu
Institute Officer
Division of |Clinical + 4% 41, MD |919-684-3069
Pulmonary and|/Associate huang002@mc.duke.edu
Critical Care/Professor
Medicine
2006.4.16 |University|Medicind Kenan Kuo-Hsiung {919-962-0066
of North|Chemistry, Professor, |Lee % ] z#|khlee@unc.edu
Carolina |School of Director  of|pz 1
at Chapel|Pharmacy Natural
Hill Products

L aboratory
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2006.4.18 -
24

OHRP

OHRP -

I nternationd
Activities

Deputy
Director ~

Director

Capt.
Melody
H.Lin

240-453-6990
mlinl@osophs.dhhs.gov

Divison of
Education
and

Devel opment

Director

Ms.
Shirley J.
Hicks

240-453-8227
shicks@osophs.dhhs.gov

Divison of
Policy and
Assurances

Director

Ms. Irene
Stith-
Coleman

240-453-8138
istith-
coleman@osophs.dhhs.gov

Divison of
Compliance
Oversight

Director

Dr.
Kristina
C. Borror

240-453-8132
kborror@osophs.dhhs.gov

Secy’s
Advisory
Committee

Executive
Director

Ms.
Catherine
Slatinshek

240-453-8139
CSlatinshek@osophs.dhhs.gov

2006.4.19

Georgetown
University

Library and
Information
Services

Director

Ms. Doris
Mueller
Goldstein

202-687-6695
goldstdo@georgetown.edu

Library and
I nformation
Services

Research
Associate

Dr. Laura
Bishop

202-687-3638

Medicd
Center

Executive
Officer

Ms.
Daniela

Radu

202-687-6553
dr72@georgetown.edu
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2006.4.20 |CRRI CEO Dr.  Felix|443-283-1501
GQyi fgyi @irbinfo.com
Regulatory Director |Ms.  Janet|/443-283-1508
Affairs Donnelly  |jdonnelly@
irbinfo.com
IRB Services |Executive |Ms. Theresa443-283-1607
Director  |Straut tstraut@
irbinfo.com
IRB Manager |Ms.  Tarad43-283-1546
Administration M cDonough|tmcdonough@
irbinfo.com
Finance Vice Mr. Joseph|443-283-1533
President |Rasmussen |jrasmussen@
irbinfo.com
IT Vice Mr. Joseph|202-421-3508
President |Ford jford@
irbinfo.com
Vice Mr. Jeffery|443-283-1509
President [Trunzo jtrunzo@
irbinfo.com
Consulting  |Vice Dr. John|443-283-1616
and Research|President |Mather jmather@
Services irbinfo.com
2006.4.21 [FDA |Evauation andDirector  |Dr.  Sally|240-276-0496
Safety, OVID Jojvat saly.hojvat@
fda.hhs.gov
Dr. Robert|240-276-0493,ext 212

Becker
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A 2HE-FB 4%
1. 3 WiFEsn 28y %Ey£o 7 (Office for Human Research
Protections, Department of Health and Human Services » OHRP)
2. FieB B Haud §2FATTERRE & xﬁlﬁl_é)]?er‘ o
(Kennedy Institute of Ethics & Nationa Reference Center for
Bioethics Literature, Georgetown University)

3. Cheaspeake Research Review, Inc. ( = IRB)
B. &7 % 3¢ ¥ i Ap M2

1. OHRP 2 H#
1.1 Protection of Human Subjects—45CFR46
1.2 Human Subject Regulations Decision Charts
1.3 Guidance on Research Involving Coded Private Information

or Biologica Specimens

2. FDA = %
2.1 Protection of Human Subjects—21CFR50
2.2 Ingtitutional Review Boards—21CFR56

3. OHRP & FDA = 3 i
3.1 Foundation of Regulations

3.2 Significant Differences in FDA and HHS Regulations for
Protection of Human Subjects

3.3 Categories of Research That May Be Reviewed by the
Institutional Review Board (IRB) through an Expedited
Review Procedure

K % & b g @ Comparison of International Guidelines for
Research Involving Humans
W TR (R A% 4)
1. IRB
1.1 Difference Between Central and Local IRBs
1.2 Supporting the IRB
1.3 Accreditation and Certification

1.4 Guidance for Industry Using a Centralized IRB Review
Process in Multicenter Clinical Trials



2. Tk #H% E ¥4 B ¢ : Guidance for Clinical Trial Sponsors:
Establishment and Operation of Clinical Tria Data Monitoring
Committees

3. RG kA
3.1 OHRP : Issues to Consider in the Research Use of Stored
Data or Tissues
3.2 FDA :

3.2.1 Human Specimen Repositories: Requirements of 21
CFR Parts 50 & 56

3.2.2 Guidance on Informed Consent for In Vitro
Diagnostic Device Studies Using Leftover Human
Specimens that are Not Individually Identifiable

3.3 Research Involving Repositories and Human Biological
Specimens. Comparison of Common Rule, FDA Regulations,
HIPAA Privacy Rule, and HIPAA Security Rule

4. RE MR IRIEAN AR B L E - Overview of VD Regulation
5. & Fliw il
5.1 Existing Federal Anti-Discrimination Laws and How They
Apply to Genetics
5.2 Genetic Discrimination
5.3 CLIA-Clinical Laboratory Improvement Amendments
5.4 Assuring the Quality of Laboratory Practices in Genetic
Testing by CDC
6. B 424 i< ¢ Critica Path Opportunities List
7. Mt i~ /I?e P AR TR B39
7.1 Bioethics Internet Resources
7.2 Database Tips for Bioethics Researchers
7.3 Finding Bioethics-Related Citations National Library of
Medicine (NLM) PubMed and NLM Catalog Databases
D. % #
2. Bioethics searchers guides: Using databases of the National
Library of Medicine and National Reference Center for Bioethics

literature. 2005. NRCBL, KIE, Georgetown University,
Washington DC.

3. Generd report on the activities of the European Group on Ethicsin
Science and New Technologies to the European Commission,
1998-2000. 2001. European Union.
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4. Code of Federal Regulations and ICH Guidelines. 2005.
Chesapeake Research Review, Inc.

5. Protecting Study Volunteers in Research—A Manua for
Investigative Sites. Cynthia M.Dunn & Gary L. Chadwick. 2002.
Thomson Healthcare, Inc.

6. Ethics of the Use of Human Subjects in Research. Adil E. Shamoo
& Felix A. Gyi. 2002. Garland Science Publishing.
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