Duke Clinical Research Institute (http://www.dcri.duke.edu/)

DCRI Duke Medical Center
4.3.1 MEXDME

DCRI 13 1969 4EIZa% STz ARO Cdvd, BLIEIE 900 £ 3E< AVFTJE L Tu
5. DCRI BB 1 4 LS BB OBGER AR & (0, SR LC\ 5, [
P ALK D A i B CRIDR RO B E 21T 5T B, A4 72
GUSTO #4824 L, #T4ECik CASUCADE, VALIANT BFZE/2L 235,

WRITN—T
Coordinating Center for Clinical Trials:

Scientific Leadership
Project Management
Medical Communication
Clinical Hotline
Biostatistics
Data Management
Clinical Event Review
Site Management
Clinical Monitoring
Safety Surveillance
Site Contracts/Payment
Regulatory Services
ECG core laboratory

— 350 —



Outcome Research:
Outcomes Research and Assessment Group
Center for Clinical and Genetics Economics
Site-Based Research
Methodological Research
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4.4
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BRI A = R THDHEFIIFIZE XA ThHBD, AFEEML 2 SO
B THILA O R AT 3 T - Th o T, BRI YA 71 (1) ZH L i
FBTDIITE LN TRE AL ETHLZEIFME N, 72720 | BRI
AI3< £THAE Patient /4% Public health F| 4, EEEDHEIZHD,

H. BERHEDFAIIL

FUWETIL—
ERERBYICBRAEEERAEDT 1 DI

HTEE R (Vivo, Vitro) H1—3BEE, PK-PDEEA:
XHRLE 2 — . R— N, TH LML BEER
Be s PR 8 Bk
Concept Clinical Trials SRFTFAYIE 12—
\ / AETFIL R
85 A 4t LS g
Education a"”ﬁﬁ _'f N P
g'?HJ.L\ & Guidelines
UCOMES 45y |
HEERR
D Performance
R—h R A / ]
LSRR RRZE iR Indicators
Performance

Pharamacoepidemiology&Drug Safety2004;13 271 %2R

AHA OFETRIZHWTREE , B3 H T OTE S, AELOMEIZ oW
TOBRTE RO HILTU N, KBGO 55 BT ERIRF I 22 37 PHRE
W D RACHFFEMR R W K i) B, BRIRIFSE21T) L TEBICHEIZR>T<E
B,

HARDBSIRIF 2D 2 T EAREP BB LI BED (v =T T4 THIEHRD
BN G A B R AT THD, A FRNZ L A EICbS £ E22 4
KIDds, BEDOEE . TRIZEE THHN, RBOME, HE | #RONRITH 4
»EiZE Conflict of Interest DFEA D& ELV, BLAMEIZEBE R O HHH D 77
Wy ZOXARKBOH T, HAZBO T, ARIFHML7 ARO DL 72 Lk MIF5E%
TG AL T AT REE S RAD NG AEARHDZENEBIIRHER b,

— 355 —



SOIIRIRMI R EATONI DI o THE, T —F— T F— 12 T AWK E . CRC
(Clinical Research Coordinator) . 7 —# <%y — Tulzhv 32Ty —%E 3%
NWENDBEFSGIFZ 0, BPIEEZL - THEL UEBIZITHIZ SN R R R
BROEIUNIMLETHD, BARIZBNOTS, ZOIHIREMMOHAEHE, AMES
LT ERH D,

Fo ., BRIRWIZEOERPY ., B EASE OB E- LR OEE 121, L5
(Principal Investigator) 3 EETHY, DL EA Y TEARIEE | EMMDskE
HUIRFI R TH D, SOIZ KRG PRI O B 123 TR FEE [Tk o< %
VAN DRENGMEERD, % OBROTDIIIEFNIEE | EEEMICEEL
LIIEBEZBL T, FEIRMZEOBFEFIEE D COSBERHH259,

— 356 —



6. S Mk

D

ABEIO[EICEBEL T, BELRD A LLTIZRT,
6.1 FHPRH AT NDES)ICEET AERERRE DTV 142 IZB 9 58

Muni NI, Califf RM, Foy JR, Boam AB, Zuckerman BD, Kuntz RE. Coronary
drug-eluting stent development: issues in trial design.
Am Heart J. 2005 Mar;149(3):415-33.

Kereiakes DJ, Kuntz RE, Mauri L, Krucoff MW. Surrogates, substudies, and real
clinical end points in trials of drug-eluting stents.
J Am Coll Cardiol. 2005 Apr 19;45(8):1206-12.

6.2 ERIBORSE. FRRRERICRT S

Kaplan AV, Harvey ED, Kuntz RE, Shiran H, Robb JF, Fitzgerald P. Humanitarian Use
Devices/Humanitarian Device Exemptions in cardiovascular medicine.
Circulation. 2005 Nov 1;112(18):2883-6.

Mehran R, Leon MB, Feigal DA, Jefferys D, Simons M, Chronos N, Fogarty TJ, Kuntz
RE, Baim DS, Kaplan AV. Post-market approval surveillance: a call for a more
integrated and comprehensive approach.

Circulation. 2004 Jun 29;109(25):3073-7.

Kaplan AV, Baim DS, Smith JJ, Feigal DA, Simons M, Jefferys D, Fogarty TJ, Kuntz
RE, Leon MB. Medical device development: from prototype to regulatory approval.
Circulation. 2004 Jun 29;109(25):3068-72.

Califf RM, Fowler V Jr, Cabell CH, Corey GR. Novel approaches to clinical trials:
device-related infections. Am Heart J. 2004 Apr;147(4):599-604.

— 357 —



6.3 DCRI O Dr. Calliff KIZk SR ZEIZRE T B85

Califf RM. Benefit the patient, manage the risk: a system goal.
Pharmacoepidemiol Drug Saf. 2004 May;13(5):269-76.

Califf RM, Nissen SE, DeMaria AN, Ohman EM, Pitt B, Willerson JT, Bilheimer DW,
Cohn JN, Feigal DW Jr, Hampson L, Lorell BH, Pepine CJ, Popp RL.

Task force 2: Investigator participation in clinical research.

J Am Coll Cardiol. 2004 Oct 19;44(8):1729-36. |

Stamler JS, Taber RL, Califf RM. Translation of academic discovery into societal
benefit: proposal for a balanced approach--part 1.
Am J Med. 2003 Nov;115(7):596-9. |

Stamler ]S, Taber RL, Califf RM. Translation of academic discovery into societal
benefit: proposal for a balanced approach--part 2.
Am ] Med. 2003 Dec 1;115(8):683-8.

Califf RM. Issues facing clinical trials of the future.
J Intern Med. 2003 Nov;254(5):426-33.

Califf RM, Morse MA, Wittes J, Goodman SN, Nelson DK, DeMets DL, lafrate RP,
Sugarman J. Toward protecting the safety of participants in clinical trials.
Control Clin Trials. 2003 Jun;24(3):256-71.

Campbell WH, Califf RM. Improving communication of drug risks to prevent patient
injury: proceedings of a workshop.
Pharmacoepidemiol Drug Saf. 2003 Apr-May;12(3):183-94.

Califf RM, Peterson ED, Gibbons RJ, Garson A J1, Brindis RG, Beller GA, Smith SC Jr;
American College of Cardiology; American Heart Association. Integrating quality into
the cycle of therapeutic development.

J Am Coll Cardiol. 2002 Dec 4;40(11):1895-901.

Califf RM, DeMets DL.Principles from clinical trials relevant to clinical practice: Part 1. .
Circulation. 2002 Aug 20;106(8):1015-21.

— 358 —



Califf RM. The need of a national infrastructure to improve the national use of therapies.
Pharmacoepidemiol Drug Saf. 2002 Apr-May;11(4):319-27.

Kong DF, Eisenstein EL, Sketch MH Jr, Zidar JP, Ryan TJ, Harrington RA, Newman
MF, Smith PX, Mark DB, Califf RM. Economic impact of drug-eluting stents on
hospital systems: a disease-state model.

Am Heart J. 2004 Mar;147(3):449-56.

6.4 DCRI O Dr. Callif K12k AHTEIREF RIS ORG RIATICEI 9 HHEE

Armstrong PW, Newby LK, Granger CB, Lee KL, Simes RJ, Van de Werf F, White HD,
Califf RM; Virtual Coordinating Centre for Global Collaborative Cardiovascular
Research (VIGOUR) Group. Lessons learned from a clinical trial.

Circulation. 2004 Dec 7;110(23):3610-4.

Eisenstein EL, Lemons PW 2nd, Tardiff BE, Schulman KA, Jolly MK, Califf RM.
Reducing the costs of phase 111 cardiovascular clinical trials.

Am Heart J. 2005 Mar;149(3):482-8.

Califf RM, DeMets DL. Principles from clinical trials relevant to clinical practice: Part
11. Circulation. 2002 Aug 27;106(9):1172-5.

DeMets DL, Califf RM. Lessons learned from recent cardiovascular clinical trials:
Part 1. Circulation. 2002 Aug 6;106(6):746-51.

DeMets DL, Califf RM. Lessons learned from recent cardiovascular clinical trials:
Part 11. Circulation. 2002 Aug 13;106(7):880-6.

6.5 BRIRMALICHTLEEERMREL TOBEFHARDLEE

Donahue MP, Allen AS. Genetic association studies in cardiology.
Am Heart J. 2005 Jun;149(6):964-70.

Hauser ER, Allen AS. Where the rubber meets the road in pharmacogenetics:
assessment of gene-environment interactions.
Am Heart J. 2003 Dec;146(6):929-31.

— 359 —



6.6 PAD trial B8:&

Nichol G, Wells GA, Kuntz X, Feeny D, Longstreth W, Mahoney B, Mann C, Lucas R,
Henry M, Huszti E, Bimbaum A. Methodological design for economic evaluation in
'Public Access Defibrillation (PAD) trial.

Am Heart J. 2005 Aug;150(2):202-8.

Ormnato JP, McBurnie MA, Nichol G, Salive M, Weisfeldt M, Riegel B, Christenson J,
Terndrup T, Daya M; PAD Trial Investigators.The Public Access Defibrillation (PAD)
trial: study design and rationale.

Resuscitation. 2003 Feb;56(2):135-47.

Riegel B, Birnbaum A, Aufderheide TP, Thode HC Jr, Henry MC, Van Ottingham L,
Swor R; PAD Investigators. Predictors of cardiopulmonary resuscitation and automated
external defibrillator skill retention.

Am Heart J. 2005 Nov;150(5):927-32.

Richardson LD, Gunnels MD, Groh WIJ, Peberdy MA, Pennington S, Wilets 1, -
Campbell V, Van Ottingham L, McBurnie MA; PAD Trial Investigators. Implementation
of community-based public access defibrillation in the PAD trial.

Acad Emerg Med. 2005 Aug;12(8):688-97.

Nichol G, Valenzuela T, Roe D, Clark L, Huszti E, Wells GA. Cost effectiveness of
defibrillation by targeted responders in public settings.
Circulation. 2003 Aug 12;108(6):697-703. Epub 2003 Aug 4.

Mosesso VN Jr, Brown LH, Greene HL, Schmidt TA, Aufderheide TP, Sayre MR,
Stephens SW, Travers A, Craven RA, Weisfeldt ML; PAD Trial Investigators.
Conducting research using the emergency exception from informed consent: the Public
Access Defibrillation (PAD) Trial experience.

Resuscitation. 2004 Apr;61(1):29-36.

Sayre MR, Travers AH, Daya M, Greene HL, Salive ME, Vijayaraghavan K, Craven
RA, Groh W], Hallstrom AP; PAD Investigators. Measuring survival rates from sudden
cardiac arrest: the elusive definition.
Resuscitation. 2004 Jul;62(1):25-34.

— 360 —



Hallstrom AP, Ornato JP, Weisfeldt M, Travers A, Christenson J, McBurnie MA,
Zalenski R, Becker LB, Schron EB, Proschan M; Public Access Defibrillation Trial
Investigators.Public-access defibrillation and survival after out-of-hospital cardiac arrest.
N Engl J Med. 2004 Aug 12;351(7):637-46.

Nichol G, Hallstrom AP, Ornato JP, Riegel B, Stiell 1G, Valenzuela T, Wells GA, White
RD, Weisfeldt ML. Potential cost-effectiveness of public access defibrillation in the
United States.

Circulation. 1998 Apr 7;97(13):1315-20.

Hazinski MF, Idris AH, Kerber RE, Epstein A, Atkins D, Tang W, Lurie K; American
Heart Association Emergency Cardiovascular Committee; Council on Cardiopulmonary,
Perioperative, and Critical Care; Council on Clinical Cardiology. Lay rescuer automated
external defibrillator ("public access defibrillation") programs: lessons learned from an
international multicenter trial: advisory statement from the American Heart Association
Emergency Cardiovascular Committee; the Council on Cardiopulmonary, Perioperative,
and Critical Care; and the Council on Clinical Cardiology.

Circulation. 2005 Jun 21;111(24):3336-40.

Al-Khatib SM, Anstrom KJ, Eisenstein EL, Peterson ED, Jollis JG, Mark DB, LiY,
O'Connor CM, Shaw LK, Califf RM. Clinical and economic implications of the
Multicenter Automatic Defibrillator Implantation Trial-11.

Ann Intern Med. 2005 Apr 19;142(8):593-600. Summary for patients in: Ann Intern
Med. 2005 Apr 19;142(8):139.

— 361 —



1.

BEOBR

BRBEASLAVIRERZOMRLEREO O, DIMERE HENAOBIE

WA T LOWLIZEAT HIHBINE - BRIEBET S,

2.

3.

BEORE

2.1 PYYJFMILKE.  Safer Heart Center TOHMULE - MR 3T

DIHER G R(CBET 2 MR, MYBAZHMITHET Y JFMHIXK
5 5 UM Safer Heart Center #BAMIL. 7 U VI REOHRRICEYT S
MEETFoT=, . DEBTYY—SDOHOBREZOMRICEATIHADT
—4 ., WERNBERRL, BRX\BZETo=

2.2 TFTAUYUADLEWHRS (MA) Scientific Session 2005 % 5 UFIC
Resuscitation Scientific Sessions TO#fid - {HINEE
AS2AH TR S8 78 B7 4 Y AR (AHA) Scientific Session
2006 5 UIZFDOTLY RO HLELTHESh - Resuscitation
Scientific Symposium IZ& M L . 1H#MUNE £ 17 o /=, Resuscitation
Scientific Symposium Tl& 3 DDRBAMEEIT o=,

2.3 VTP RABBERVRATLER - BR3EHR

FRAMAB L ATFLORMILICH L., KEMIRYEAEHRTTHSLT FIL
DAFA VI TEELHELERBLOATFLERARL, HHE, BERX
BEITo =

HEERUIAEHRE
BEHE . 7R B (Wwbha =< lwami Taku)
i B EIEBESRtys—LEBmERNTE

ERE AR -
200611 A998 (K) ~188 (&)

— 362 —



4.

RESE
4.1 F7YIJFMIIKE (University Medical Center) .~ Sarver Heart Center

4.1.1 7YVJFMILKE (University Medical Center)
DIBRERICE YT S EEMLEHIR. MYBAZHITWVDITY VML
K# (University Medical Center) #E#EIL. 7Y VFRBIZBEWNTHD
NTHEHRETRICET HIHFMINEZ T o7z, HIC. BIMEREBEROR
WMEDUHCIE BERBETRONDT—2OEOER., Paranedic 5
DARZADRARBBRD T 4 —FXv I DFFGEEITOVTHEREE, B
ROBGH oMY —FOIRF I VICERD-OOMMEERMR
(EWRER) . BRERWIR. IIRBEROBETIBE~D I —FRw o &)YV

S, BMCHEES I LOBERERHTRIL -,
Fiz, PIDAIN—THBHDr. Berg LEHL. DETYH—CDHDOE
EEOMBRICETHIBELDT—2 " BERBERTL., BRUEMZT-1-,
—

BEETE el N AY TEKSS
R 2T TIRE The )

University Medical Center

Dr. Berg & & %1

— 363 —



4.1.2 Sarver Heart Center
FUYJFHIIKSE UNCIZEFER &S TULVS Sarver Heart Center Z %L .
#%1= CPR (Cardiopulmonary resuscitation) research team M;FEFHIZDILNT

WM Z T o 1=,

B 1 - UNMC BRRg

2 TYYJFKEODr. Berg HAME L TWADET Y H—U0OH
OO MEREEICET 2EH

¥4 3 : Sarver Heart Center (B89 HEH

— 364 —



4.2 8@ T AYHDERE (AHA) Scientific Sessions 2005

4.2.1 Resuscitation Scientific Symposium (RESS)

AHA DR FEESERMICZEMIChz> THRES NS, DilidkdE. MRAICE
THILUROVLTHD, BBREFEOFE=F ) —F—1=2bI&D
BEATHOh, BEOREMSEED FEYZIZOVTHRERD=, =,
ELOEMRLBLEBALWMET o=, RAE—EY L aTEHUTO 3
REORZET =,

1. Taku Iwami, Kazuhiro Sase, Hiroyuki Kakuchi, et al: Outcome of

Out-of-Hospital ~ Cardiac Arrest in a Large Metropolitan Area in Japan: A 6-year

Emergency Medical Services Perspective.

2. Taku Iwami, Kazuhiro Sase, Hiroyuki Kakuchi, et al: Efficacy of Bystander

Initiated Chest Compression-only Cardiopulmonary Resuscitation on Ventricular

Fibrillation as initial rhythm in Patients with Out-of-Hospital Cardiac Arrest; A

large-scale population-based cohort study in Osaka, Japan.

3. Kentaro Kajino, Taku Iwami, Kentaro Shimizu et al: The Effect of Bystander

Initiated Chest Compression-Only CPR on Cardiac Arrest of Non-Cardiac Etiology.

4 :RESS 0TI L
¥4 5 : RESS FRiVeR

- 365 —



4.2.2 B78@ THAYHDEHEEERSE (Scientific Sessions 2005)

ERGEBOFEHRE L L THARKOREETHD ., HRAKEMEDE
BzhBICERICSmL., HRRRET >, VBT Y Y—C0R ICEBH
ELEBREEODR. DIBREOHOFRE., HEROBHKEBREZLE L=
FEYIIZRHIZER LI

2520 AHA £I§12C

— 366 —



4.3 L7 FLTHEERATLARE

P RILTHIE 1970 ERMOHBERS AT LIZHZ AN, Harborview
Medical Center, L7 bIUHRGAEBAIIE CEEIL L 7= Medic-One &MEIEN S
BAEBMIATLNREFORDERY . HRIATREL-D0EIE, EREBUE
[CHEICHET DEHMARIEh TS, 6., ek, 7 FILOFRAY
AFL%IB S Harborview Medical Center 2 T L7 MILTTERE O HRGE .
FAEEEMETEEEBIZ, Nedic-One DF 4 LU 42 —T#HD Dr. Cobb 5 &
BRIEMET 1=

4.3.1 Medic-One TOER

P FAHHERERCATFLOPNDTH S Nedic-One ZEFEIL. 7k
VWOBBERVATLIZOVWTHRBAZERTE®. T2 LY 2—0Dr. Gobb,
P RILOD paramedic DBFE. AT« AL FO—LOPDAYTHS
Dr. Copass., MSBEEMEDEMEKMRADMERN) —F—T&HS Dr. Nichol
HEBREMETO,

| Medic-One

Medic-One "8, ¢ THHEFELEY

Dr. Cobb & &HIZ

— 367 —



4.3.2 Harborview Medical Center

Dr. Copass MEER T HarborviewMedical Center @ Emergency Department
EERBLI=, M. KBERBO Y 7—UFE, igoFERR~DB
FRYBTORATLEOMBORBAE R T1=,

Harborview Medical Center

M BREZ T Dr. Copass DEEAZF
43, COBBICEFERROLER
RigE, BEEY S ITICHELHER
MREHEIIhDL, DERGELEIT
W3,

Harborview Medical Center BIIZT

— 368 —



4.3.3 7 bILHiiER; Dispatch center

ST R LOPBBERSATFLNECIMBES VATLERE L, |
SBREEMAOBLOFL— T ERBRERT-EMBTH S, 911 Flif
IZHT ABEEBEICTO Fa—ibdh, arvEa—4—EEICHEMAA
FhTWb,

avEa—4—E@ED &
5848, ¥—7—F&sY) B
vHLTW & ROBERH, |
RIEARA LTRSS TNC, [

B 6: 7 FILERE Dispatch system 70 ba—Jb

4.3.4 7 FILTHERS EMS station

ST7 RIVEBORB B EBBEHRL, HBELE, DELHHWIEE
NIZIET A EBBRBENFHEEL-EDEBEMNAD L. Paranedicl &, &L
CHEH1E, MBI A0 3IA, IBOMBKRANTIBICEHDFSEDC
ETH- 1=,

B0 HHHGE

— 369 —



