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[EhfE%E]
20134 3 A5 H(N) - ¥ K=—:Calvary Health Care Sydney (Calvary)
20134 3 A 6 H()K)~8 H(£) - 77T L—F:Palliative Care Clinical Studies Collaborative
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Palliative Services (SAPS) Research Unit, CareSearch
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1. PaCCSC |21} SRR FER DR A H]

11 RIMSIRTE (2013 F)EFTORERE
10 FIFEFT, A—RAMSUTBMIFERBKREL T HEDHREARRKNUICBENTETFE
ZHEMRL. 1. Indigenous patients (ethnic minorities). 2. pediatric patients. 3. palliative care
patients @ 3 DM population HE(ENT=, TDEFELTIE, A—RSU T TELEEEEA T
L RBEMOTREBEL TR THREITES>THEVWIRES — BT ROREIC
-o1=" L. Palliative Care Australia &LV lobbying group M E2ZE45, PaCCSC DX EETHD
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Dr. Currow DR EBFNDEERICFABL TV =CEEREN>TEBEDHND,

2006 FEIZ, BT 7 DRBFTIE. TV A —RAKRENEIFN., FT (&1 ERHY T HEHRHRER
PREXBRENEIZRE T D EITAIBEME O N\ TV RIKH [ DLWV TCEHlT S =,

ZD#%. 2007 Mo, 3 FIEITZHZERV ., BUFHNLHREBDRBEZIT TS,
WKDEZHIN 2014 ETRT T51=-0. EFO-ODBRBEDIEREIT>T LS,
RECES>TE MAEPE IV HOBREHLLTVSEHRWVARIZHEL TN,

DA TOBRKRRT L —TOBICEH BT 7RO LS5O A HSHHY, PaCCSC [EZD
—ERIZIEZ A TULEWL, TLADBAD T IL—T EIERII BN LB EZ T TS, CD K%
B CTERRMSBIBEZ T TOSEKRIEINAT IL—T DR TEEE R,

WA N4 REBEASMEFRELTHAL. T DDE M ED RCT DEMELTLVS, ZDPITIXERF
MEOL0OEH. REHNEEHSHR—ISATLDEDEH S,

PaCCSC M BHIMN—2 &L T, BRIRBAZEZ & L= 1B 5 (capacity building) 5%,
FERI—TA1VIMNEBATONG A BFOEFEMROCEERROELS N,

A& J1BAFE (Capacity building)
SINFEER M AR ZEREREE (RS9 Manual ZE2fL . K ERDEHAFIZHELT S,
)Y —FF—XRN) DARDFEZREFESCEIEEETHA=0H. #HEFIRISEE (Critical
Appraisal) [CDWTDT—9L 3y T EEZREL., ARIZEDLD=HDOMBEZ(IZDITTES
Do
M IRBDEEICHLTH. HE IOV S LT AL THBLTL. BT 7 DERKRHABRDHFHIC
DWTHEBEZRDTELD,

A=y T LR R ERE 1T (Site Investigator: SI) DS AR#E
PaCCSC MDA /\—y 121, 3 BB (Full clinical researcher, Associate, Invited experts) 8.
BB EE 150 AMNAN—EZHTINS,
Full clinical researcher MDA /\— 9 TERBT H1=HIZ(1X, REMEEDBREZ(TTNSC
EDLIAFHEIEOT NS,
Funding sources EL TIERD KS5HBELDHH B,
> National Health and Medical Research Council (NHMRC)
>  Australian Research Council (ARC)
»  Other funding bodies
['Full clinical researcher=SI] TIX7%LY,
PaCCSC D EHEERIT2 5= DMEEFBFEIZTME SN TGN, FERDAEFI(1277)
LB E D EHEE PaCCSC AEFIZIRHL. ZTDEREMEITI EAMGENYLEELL
%o
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MREOSMEFZNDHE A E
S INFEE%(Z (X Payment per patient D A= T PaCCSC Mo B ENHEES ., FIZLY
RNZERALTLS, EHBORELYEEH]IZPaCCSC ICHEL., nEEEDREBELYELT
Do
1EFID 1 B DR AHT=Y. AUS300 D ERARENERBINDEESND, (BRK 1 EHIHT-
L) AU$4000 N5 EEEh D)
SMEEE. MERRETCO—T AR —F—PORNZERAT 5, (TILAALDES HTIEELY, )
ERHMIIECTHRRMCHARENDEESNSIEA . RN DERMRFITRII>THY., RERENE
DT IO TLNSEEZOND,
Calvery H¥ 5 FRIICSMEERIZ M4 >7=FE, PaCCSC (&, SIITDWTIZBIZF HOHRED =8
D EEME (protected time) Z . RN [ZDWTILEIZ 2 HOMREHFEEFNTNRILT-.
BHEERIL. SI DBELOERDFEISELTEMT SMBERET 5. (RN EHEICSMN
I HDITTIEAL, )

BePREAER D EMEICEI T AEMIC DT

RO == BELVATH—LE -V ORBAE
AON)—=U T EEFDLEIL 6:1 B2E, RV')—=U7 £ RN DL (Calvery)
253 D ARk ZTPERMISSION FOR RESEARCH CONTACT 1 G4 &# 2 B88) ~DiE ALK
FEL. ABRANDELOSMOEERZIBIET 5. BEELT 95% D EEH (L. RN N oHERSMIZEA
LTEHRBANLGINDIEERET D, BEDE B A WILTORKITRDI—ILERY,
HERSINICERAENC &% Staff DRI THRAL. LIE. HERSNICEET 558 IE—iTh AL
L2129 %, (SAPS)
AHERSMIZ DOV TODERBAE, RN & SI AT,
Karnofsy Performance Scale (KPS) /% 30%LA T D EFIZIX) U IL—rE1TH7ELY, (Calvery)
REANIZKBREE (proxy consent) (&, BAEKGE DRBEEEIEENHSIBEITHLTHEL
SN, KA THKRRISHOBRBEZIIGET Do THLUSMEIERMICITOTLVELY,
FARERRELIZBRABOES. FAENRELZRICES—EREERAANICREERS,
ZITHTINZ0EBRI LR E LTS,
LRDIERNDS, BEETERELL. BEENTOM—ILABRDOTIEZBRLEBEIZIEE
PMZHAZHIUEDOCZOMDULEZITD,
HEBSMICLDBEORBFNLREILEL, ZD—A T, HRICSMT HE T, EFMOFERM
MOBERICHLTIVHENMNVEEF OB ELSFALDHY . ThHEEDREES MO B
D 1D&EHTLNS,
SMULEEBEDNSD T —RN\VIIETEEMLEEDNKRE, RIENSIL—LMB DL IGE L.
SINEEMIET %, (Calvery)
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FUF LB DAE
SR LEIF D= DOy IIE, Dr.Currow BMERKLI=E#IZE&HE T, Dr.Quinn (E¥#iET
F)MYERLL . Dr.Currow [ZIRHIT B,
PaCCSC Mo B/ SRR D EHFIEI BT RN B S BRFIFRICTEMT A ITH NS,
PaCCSC MERIZZEEMR TITHNB1=8. PaCCSC A&, SI/RN, BEICIFBIMHENKSE
niLy,
FEELHESZR (Serious Adverse Event: SAE) NFEALI-BEO B2 DX IGIZ{HEA T, SHZB{T
BENEIN-HENBRBESLICEAINLIA . MHEISATNIE, MR TETHEIN
BT EIFELY,

JEFIEREIZDULNT
RN AV CRF (Case Report Form: fEHI¥R&E) IZE2 AL LT, CareSearch ITAH1T 5,
A KA D CRF HL,EURL . PaCCSC MIBHFE M CareSearch LD ANT—RELEREZEHEMH

’—~

BEITI,

T—REUA—EFEIZDONT

BEERIME DK
SEMEDHRELTHRYIRS SAE DIR#EETORI—ILIZBHRE TSI EICKY. D RFEDEL
[2&D AE(FEASIDDIDT. RTIEL) & @ FHSNLGVEEER (Adverse Event: AE)
DERYFEN(FEENCDHRENER . MEZEENDREFNVES. IRLTLHTFERZRERT
DFHE) =X AT 5, GRITER 3 SH)
FTRTOELEHZZEREDHREIILTLVEN, Chiz. GEEERLOEFNXE/GEIC
KYRIREL TGS T2 A—RAMSU T CTIEMMBZEERX ML DEABLHONISHEF L BEI LD AR
WETELN,
SI ATARI—JLICIRESNIREICR V., BRRBADENIS. FRROEL (FHchbdin)
HNFHING AE A EHIBTL . BERELDZRELH T THRET 5,

@ RFEDEAL(PD) LFIMiSh T SAE DIFE
BEHERE L LT CareSearch Z1& L T PaCCSC Central Coordinating Office [Z¥R& 3 5,
National project officer (Ms. Belinda Fazekas) AW F RN THIMEZEIZBEZEEL . SAE DR
[CIEALTOVELDEERET B,
FHESNGL AE DRVAHAGHE L., EERICELEDLE . FHlOHEEROD,
FTARTHSAE X648 1EGETHIE 10 419°D) . Data Safety & Monitoring Committee
(DSMC) IZ#RET 5.

@ FHEShEGL AE LHIBiSNT- SAE HE
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SAE ARALT-15E . SI (L, 48 BERILLNIC A EZER40 7 (CareSearch, FAX, A—)L. &
£%) . PaCCSC Central Coordinating Office |Z¥j%59 %, CareSearch [Z&kYERE M GESINT=
55 . E5IC Ms. Belinda [Z Email B €A EIITH-THEY, IR TESHISA LN
TL%,

SINLDEREXZES(Z IDMC £/ S IMFEER D Ethics committee. Scientific committee [Z3&
BB, il committee THERNBDEEZITI. (il committee [(FEEUNZHREZEHRTE
HIRFEAERON TNV, )

BFTEED B A o= B site investigator & project officer IZEEfSN THY . BRAN
BZELA-OI, Bt EORATNIRELFISIN-IGE DA, HEHT S,

<BE>PDIZKBITD SAE LLTOMENRBFESINIIBEEIZONT
F—RAFSYT7THLETO SAE #REZERICLR—MLGITN TGS EA ST,
LAOLEMT 7EETIXRBEOEBICKDTAEREICHKET 516, (ZI1X 100%D EH
Z.RTHIELTHRE LG TNIXGSMAGY, SIGREH) LHEZER/DSMC (EEAD M
EDBBNKRELD,
BRI 7R TERIRARZHE T H51-ODEEREL T, DSMC [TEIEM T, FEISh AL
SAE [ZLFIRET DI EEMEL., T 1L SAEZALT=5 A2 1 A% DSMC [ZLAR—bF
B, FOBH#EMEREL., FEBDEITICEDET S, FTHINEL SAE A ZRFEIZT
BHIEEBAEL. EfTLI. ZTDFER. 5 AT 1 AAY 10 AIZ 1 AIThioT=,
EHEBREBLER-HER.DSMC I FHEINIRERRDBICLSETHICEALTIEESL
[CIEEMELACTRUN  EHIBRLT=,
DSMC DREEZ(TTHEZESLH V-, BIGEHLIYEIZ LS E=MBTHS
DSMC M ZDHFITREICLoMY EE=ZF—TEHDHL., KYIAIZWSREZERICE
N TELENET IR,
F1=FIFIZ Medical Journal of Australia [ZZF DiRMLELD Letter ZEET=C &I LY., HHE
FESOMEREZEMICAITI=HIHEY R —LT=,
A—RSU7TIREEMAEICALTIIMMEZE RN TITHEY TR U LEORFIHH
FOREHRBETEND, LA >THREZERDREICHFLHESIC LTS, 2013 FITFH
F L7= Dyspnea MIATZ B E% DSMC IZIRHE LT=[&. Dr. Currow 1=6NDE AN EA 5N T-,
LEIFERBIZRVEDOYTHY MEZER (F—AMITICEITHERZLDHE) L
HiE%E 6 RN T TV, BRI 7 ORHICH - REDEEETRORERFIAHEILS
nt-,

4. FBF LT —AUEE (Electric Data Capture: EDC) AT LIZDULNT
41. CareSearch (http://www.caresearch.com.au/Caresearch/Default.aspx)

CareSearch & 2006 £LYRF—FL. A2 T4 L TEDC S AT LDMEEFIRIL T 5211 THL,
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BT TICET AEHROVYV—REERECESE . REFICHETTRELTLS,

PaCCSC Tl&. CareSearch M Research Data Management System (RDMS) &0LV5 EDC & AT L
ZHEALTLVSAY, PaCCSC LIS DBAR THLERSA TN,

CareSearch @ RDMS [&. K[E Checkbox Survey #t (http://www.checkbox.com/) DYV Ik 7
EHRAZLLTHERSNT=,

RDMS
RERARNSTUHT LELLEREBRFE CTEEREINS,

BF CRF DERKICH =2 TIE. TA—LOSATSVEEFRTEHIENTED,

BT CRF DERZF(TFIAZRITITS. ERLSHNIEL FL—=25 % Email, TLAV THIGL
TW%,

BEFERDOREELGL, (hD#E GREER) LDEENLELT =)
EFREBRRIREOBEDAHRTIND, 1= ID/PW (AT A UBICOAERSN D,

BRI DFHERERFICDNT

RAPID study (3 IV 85888 - J7—<aEYSUR)
Project officer M Ms. Caroline Lister A%1E 3 [B1£/)75 T RAPID study DEH EEBEFHLLTLVS,
RTEIL 9 A E. 32 MEEE M BEERICS ML TLISAY, 100 fEEX DS MEBRICL TS,
SNEERICIEAT-OIZE., EEOARHEMEDEEICE T IEHEIRHET S,
RAPID study [CIF4FEDFEIE DTG, SMEERICH L TLRRE DR S T4 B
BHOSMIER TOHRABLITOTLVEL, BIEERD A2 2717 (£ RAPID study D###4 D
R TOF@ET,
HFLOEA DB HFZERIET DRRICIE. BIER THADEEITHL T Pilot study 2173,
BEEFNFELI-TOR—LIXMERLTES T R KB OANRESIN-TRE—-TOk
A—ILAEET D, (BEZR/NRICINZS1-8)
HUTILHIE. 3y AOERIMMET 80 EFIEBRICLTIVS, (RITHREMEEE)
1 DDEFITERMNTT Lo, ROFFIOFIRL ., EiREFIBT 5,
B EFI XL T Subcommittee Z1ES, MDY Chair [TZEHMIHFITIRESTULVELY,
WEZEMERMN I T, 51 Efficacy measurement ZA1Z TLIDHY ALY,
FNEEEERORERZRIT H5—BRMWEE IVHEOT AU TIEE BRIZEIFERHAR
ELTREDITONTWS, 201, BT ILH A XEINELY,
FHICEL>TTI, T2(FHE T 5 H) ARG TS O FEFICKYFFMBAZHRET 5.
ZRIDBERICH->TIE. SMEEDOFLEZRBEL. TIAX)TAIESMBHRD ZHIRITES
TRDB, GRITEH 4 SH)

MR RDOKE
SR LB FIE BERMIZEFREMERISESHFETHIEL TS,
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HEALTWA#EETYIRE., Stata, SPSS. R T. SAS I[ZfERLTLVALY,
RAPID study &, ¥ BIER DA EEHERT =TI IERZMEELTHUTIL YA X%
HELTLNS,

ERZEZEDRE
Pharmaceutical Benefits Scheme (PBS)MD!') AR~ MBI (RIRUNER) Db DEBREEIZHT->T
T, BRAMHRICETEIT —2ORENAVET. ERERFFZEORE MRTFIUONET
—RZHIZTBTRINMR) RO S,
ARMT =206 AIRER. EXE. AEBRICEITIER. ZRO-HOORBES
ARMT—EOREDHELT. BEOREER/RT.AATILREICEETIERTEAZELL
bNnd,
BEETHLEDLVDEARZIRNMIEDH LD, ELVOMENH S, RTELASMEEIL 2
HEREELT=,
ARMNT—EDEFEZRDBIZHT=>TIL. Pharmaceutical Benefits Advisory Committee (PBAC)
DHARSAESET S,
QALY 4 EQ-5D [F#&F1/7 7 SR (TBSELV = FERAL TLVELY,
rRIUEERTIE, QOL % EORTC QLQ-C15-PAL TRIELT=. BARINRIL cost per
respondent &L71=,
LB ERDEE (L PBAC 1173,

(ERE/ 1R EI1R]
¥ AR

B 7HRETOMRRKEBROHEEZRSIZIT. bABEDORFEREH-LDD. NAEEFLE

FRGLIZ LM FEROIRVREDRFZET 5. BWEICHL T, RFIAB/EDOEHOWE

To. mmlTrRDAEY,

> RMOEBLIZESD SAE DR (RERE/BEREORS . HEH A DSMC TO i
SEF)

X EEBOEENEREZRALIEL LETRORANSEIZTES,

> PaCCSC Tl&. MEERIZEH LV TH CRF ADEEAEEDCADAHDEAEIToTLD, —A.
FiEMABTIE. [REH OHEER (Source Data Verification: SDV) R E ., #iEBFT—2NDE
BHRETOOH T EFEENDVLENEEZOND, L. EEAITTIS—MNELHT
FEHY 2 &P (K CRF ~NDEREE. T—2A N HY . REEELDBRZLHD.

> JILAA LM (Full Time Equivalent: FTE) T 0.2 X 03 HEDBEAZET HIELELZL,
EFEDIZHEL (SOP DO =27 IILDE(E., AT LD CareSearch ~DHE—) LHER. HFH
MI3FEUHTLBLDEEZBNS,

> CareSearch [& A AR DHEECERBEDEMLGEITENTE AT RATLIZY
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B Z 1= (GCP IZH B TETLSEHIBL TULS M IEFBA) . PaCCSC NDEMETHEASN
TW3, =, iFEEE CareSearch TOT—FAN(BEBROHELESL) ICIENTHY.
HALORMBELEL,
XEEBONENGT —2EEAREZEET L-0I12F. bHAEOBHHRERRUVETF
ERIZET H1EE (ER/ES 158 VREDEFRF-EFERICET HHRHIFHI (21 CFR
Part11)IZ#&LT= EDC AT LEFIATSHIET GOP ITHIELDD. BRREERR YT —
DNTH—GED AT LEFERTAHAIETHRED EDC Y RTLADBRZVLEADL,
BERMIZEDC S RTLOFIFAZEDIIENEELLEZOND,

> BRIZBYLSHSH=&H.SDV IZBWTIE, TRTOT—ETIELL TZM42)—TURRA
UMM EEELGT—RIIRYERNMITONTOSRIMEHEOE TS EITLES,

KRR E/SNiEER

HAREZECIIETUORDEIHEELIZEE S 7OMLED—EZEZIESTLND LS RS, ST RN
DA T4T EBELTIND,

SIMBSRN ISV FE T, BBRARERICET HEFA—av i Em<#MHFIN TV, 8174
Ao TATEEHIT IIBEABEDRE (DDTF00 2)Fa3a=r—a b ERBEERDS
na,

) SMEZRTOLIFv—0OS0F/A—E—I—T12 T DEHE

BIZIERY 7EBOBRKARTIL. BEDOT7ICHNATES RN OIEBHLGESENEELEX
5Nnd,

[4 %D PaCCSC &MsEHE])

RAPID study D& T—4DRHZE (T, JORTC THIBEHEITI,

RAPID study [ZIBNY HFFICDLTIRET H LB ATHE,
BEE£DOHEPADIREILTEGLD, BAMSE I HRERICHL SN,

Dr.Currow [Z JORTC D7 RN\AH1)—R—FD—BIZHE>THES,

PaCCSC TERL TLAERRERERD T ORa— /LA, 1Z#EEFEFIEZE (Standard Operating
Prosedure: SOP) . ¥=a 7 I EZHXHFT 3,

(RIRER]

1.

2
3.
4

Japanese Delegation Visit

PERMISSION FOR RESEARCH CONTACT

PaCCSC SOP_5.17 Adverse Event Reporting
Proposed RAPID Potential Future Medication Studies
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PaCCSC Palliative Care Clinical Studies Collaborative

% Japanese Delegation Visit

Visitors:

e Dr. Satoru lwase, MD., PhD., Department of Palliative Medicine, The Institute of Medical
Science, The University of Tokyo / JORTC Data Centre

e Dr. Takuhiro Yamaguchi, PhD., Division of Biostatistics, Tohoku University Graduate School
of Medicine / JORTC Data Center

e Dr. Masanori Mori, MD., Department of Palliative Medicine, Seirei Hamamatsu General
Hospital

e Dr.Takashi Yamaguchi, MD., Department of General Internal Medicine, Teine Keijinkai
Hospital

e Keisuke Ariyoshi, Division of Biostatistics, Tohoku University Graduate School of Medicine /
JORTC Data Center

o Tempei Miyaji, MSc., Interfaculty Initiative in Information Studies, The University of Tokyo /
JORTC Data Center

4 Itinerary

Tuesday 5" March

Visit: Calvary Health Care — Kogarah Sydney

Time: 1.30-4.00pm

Contact: Christine Sanderson — Site Investigator

Please enter the Hospital via the main reception and ask for Dr Christine Sanderson. Dr Sanderson or
one of her team will come to collect you. The team at Calvary Kogarah includes Dr Sanderson, Ms
Lesley White — Site Coordinator and Ms Louise Bryce — Research Nurse.

Calvary Healthcare Kogarah

91-111 Rocky Point Road

Kogarah NSW 2217

02 9553 3179/9553 3089

Wednesday 6" March

Visit: PaCCSC Central Coordinating Office — Welcome and introductions

Time: 3.00-4.00

Contact: Linda Devilee — National Manager

The PaCCSC central coordinating office is located behind Daw House Hospice in Daw Park, a
southern suburb of Adelaide. The Hospice is co-located with the Repatriation General Hospital a
large acute care facility. Please request the taxi enter via Gate 8, 700 Goodwood Road (near to the
corner of Goodwood Road and Daws Road) and drive in to the Hospice. Please telephone me if you
can on approach and | will meet you out the front as we are difficult to find located at the rear of the
Hospice (Linda’s mobile 0437 816 884 or Rhiannon 08 8275 1926).

Visit: Caroline Litster - RAPID Study


tempei miyaji
添付書類 １

tempei miyaji


tempei miyaji
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tempei miyaji



Time: 4.00-5.00pm

Caroline is a project officer with PaCCSC who is responsible for the coordination of the RAPID
pharmacovigilance study. Linda will introduce you to Caroline. Caroline also undertakes all our
associated ethics applications etc, and is one of a number of staff who perform study monitoring.

Thursday 7 March

Visit: SAPS Research Unit

Time: 9.00-12.00pm

Contact: Aine Greene

Ms Aine Greene is the Site Coordinator for the SAPS Research Unit who are another one of our
recruitment sites. SAPS and PaCCSC share the same building. Aine (pronounced ‘Onya’) is supported
by a small team of research nurses and data admin staff.

Visit: Nikki McCaffrey — Health Economist

Time: 1.00-2.00pm

Ms Nikki McCaffrey is the PaCCSC health economist. Nikki is located elsewhere in the hospital
however one of the team will escort you to her office.

Visit: Belinda Fazekas — National Project Officer, Adverse Event Reporting

Time: 2.00-4.00pm

Ms Belinda Fazekas is the PaCCSC National Project Officer and has been with PaCCSC since its
commencement in 2006. Belinda is responsible for trial conduct and a critical member of the team.
She is also responsible for all trials AE and SAE reporting, coordination of monitoring, and data
management. Belinda is located in the central coordinating office.

Friday 8" March

Visit: Steve Quinn (& Junwen Chen) — Statistician

Time: 9.00-10.00am

Dr Steve Quinn is the PaCCSC biostatistician. Steve is located elsewhere in the hospital however one
of the team will escort you to her office.

Visit: CareSearch (RDMS)

Time: 10.00-12.00pm

Contact: Jennifer Tieman

Associate Professor Jennifer Tieman, Palliative and Supportive Services is the Director of CareSearch
(http://www.caresearch.com.au/Caresearch/Default.aspx ). CareSearch provide PaCCSC with a
research data management system for entry of all our research data collected by the trial sites. They
are a provider of a critical resource without which we could not function.

Lunch with local team, Flinders, SAPS and Hospice representatives: 12.00-1.00pm
Venue: Lecture Room, Institute Building

Contact: Linda Devilee

A small informal lunch will be held.

Visit: David Currow — Lead Investigator PaCCSC
Time: 1.00-2.00pm
Professor David Currow is the PaCCSC lead investigator. Linda will introduce you to Professor Currow.

Visit: Linda Devilee — National Manager
Time: 2.00-4.00


http://www.caresearch.com.au/Caresearch/Default.aspx

RMTESE 2

PATIENT'S NAME: ... ... e
CLINICIAN'S NAME: o..oooo oo
DATE: oo e

PERMISSION FOR RESEARCH CONTACT

‘We are constantly trying to improve services to our patientsat
Southern Adelaide Palliative Services. One of the ways we do thisis
‘ through research. ,_ ' '
Is 1t OK with you if someone calls to give you more information il
there is a study that you might be interested in? .
This may require a Registered Nurse to view your hospital recordsto
determine which study may be bestsuited to you.

YES 03 One of the study nurses will give you a call

NO [0 Thankyou |
- S ~ Patient choice _
Cognitive impairment
Limited English
AKPS <30
Unsure/ Need more information?

oooo

I'm not the best person to answer your questions. Can [ get one of
the study nurses to contact you and answer any questions you
might have?

Yes ([0  One of the study nurses will give you a call

No (O  Thankyou

Please return ALL yellow forms to the Research Cottage pigeon hole
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The sequence of events is summarised in the following table.

PaCCSC SOP's August 2007 s 1T & 48 3

Event type Expectedness | Relatedness | Report by Report to Timeframe Expedited
Adverse Expected or Related or Investigator Local HREC As per local requirements
event unexpected unrelated
May be
e via annual report
e to next agenda
Coordinating centre Via Caresearch ASAP
Coordinating | All other sites for annual | As soon as assessed and | No
centre reporting completed via
Caresearch.
Serious Expected Related or Investigator Local HREC As detailed within the
adverse unrelated study protocol
event
Coordinating centre Via Caresearch ASAP
Coordinating | All other sites for annual | As soon as assessed and | No
centre reporting completed via
Caresearch.
Unexpected Related Investigator Local HREC Immediate, using locally
required forms
Coordinating centre Immediate via caresearch
Coordinating e All other sites Within 7 days of first Yes
centre e DSMB knowledge
e Scientific committee FO"OW-Up within further 8
days (total 15 days)
Unrelated Investigator Local HREC Immediate via caresearch
Coordinating e All other sites Within 7 days of first No
centre e DSMB knowledge
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PaCCSC SOP’s August 2007

Event type Expectedness | Relatedness | Report by Report to Timeframe Expedited
¢ Scientific committee Follow-up within further 8
days (total 15 days)
Adverse drug | Serious and Related Investigator Local HREC As detailed within the No, unless
reaction expected study protocol and event
immediate via caresearch | results in
death, oris
life
threatening,
or requires
intervention
to prevent
death
Coordinating o All other sites Within 7 days of first
centre e DSMB knowledge
o Scientific committee | Follow-up within further 8
days (total 15 days)
Serious and Related Investigator Local HREC Immediate, using locally
unexpected required forms and via
Caresearch.
Coordinating e All other sites Immediate via Caresearch | Yes

centre

e DSMB
¢ Scientific committee
e ADRAC Blue Card

to all sites, and Within 7
days of first knowledge
Follow-up within further 8
days (total 15 days) using
appropriate forms to other
organisations.




NIEE 4

Proposed RAPID Potential Future Medication Studies

Medication Name Indication

Gabapentin & Pregabalin : Neuropathic pain
Dexamethasone Appetite
Midazolam Agitation
Olanzapine Delirium
Risperidone Delirium
Morphine Breathlessness
Mirtazapine ‘ Depression
Mirtazapine Appetite
TarginR Pain
Amitriptyline Neuropathic pain
Spironolactone Ascites
Cyclizine Nausea
Methadone Pain
Macrogol ' Constipation
Methylnaltrexone constipation
Heparin Prophylaxis i
Heparin / low molecular weight Deep vein thrombosis
Nebulised frusemide ' breathlessness
Haloperidol Nausea
Levomepromazine Agitated delirium
Glycopyrolate Secretions
Methotrimeprazine J Agitated delirium

October 2012
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