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E2TND, HEROI=ZY F&2E-> TS CROIZ. HBEBHOVRWRRIFZERL. ¥
a2y T EBH LU THEIHBE TESIDIILTNREIAHH D, BERLEIKRTDH
278, HBRHFICESTIRIC, RRELUEMNES TRFD, @AY v 7TBRAIIEX
T3, LWIBELH 5,

REREEIZDOWTIE. TGN1412 B4 0%, 2007 4 4 AIZTNETO COREC (Central
Office for Research Ethics Committees) &1 >/ 5> RNDO A ZHHEL Tz RECs

(Research Ethics Committees) 73 #t & & 1 NREC (National Research Ethics
Committees) MFREL. 3 DDF¥ A SIS NZ LIk, BIHRBROAEET
% Typel HiBEES. BEMNKAREEAET S Tpye2 kU Typed REERSR (Type2 i
1 IR DA TIT D EE. Typed i1 2 HUIRLL ETITOHA) THhD. Typel MBEEREAND
HEELIZEBE TH 5, Type2 R Type3 REEXNEEHFEIIH®XT. NREC I
FAEFHETHHRCAS>TVRBDT, KRIIBL T, NREC OHrick D HgEkZR
Uﬁ”fhé{MﬂC@f)F?W'*VFU“QKA“@J@EFﬁlb@ﬁﬂ%é%
DY R PEEHEINS, OY R, BERAMROSE | HRREEHET D Type 1 fAE
ZE2138~10EH 5.

EERRBROERIZ KN > T, WEEBADKRBOM. MHRA OF A HLET, LRFLf
BERADEL S IZEICIRETANIABTH 22 Z<OHE. RRCHRAT 0. X
IFURBICKRICHEL, YROEENELNABIHEERERTEETLARIKEMNINT
W3, ¥HOEEIR 14 QEETRESNS, HHERFAZEL, JFEoBEdHMTHE
FEAERZENEVHBOELTERENTWS, GEEZE2OARRETOMMIIR. £ERS&
OREAEDYA I FiIcks. BR1LEMC 1ERELTWS. NTUAIMELEMT
HLBEAITIIAIC 1L~ 2 EEM B EMRZRROBE 2155 0D THISAIITFRED
etz D, TGN O%, EMFKERRERIBL DA 7. TNEEELEDORLT
H5.

EETIEHIE L. FIH KRBT 5MEFICBLLZERITZ, WHRSEMTHE
HFHTH FIH KB A T ETIMEEERDIENTE S, MBZELN. BLOHEED
B OVWTEETBIEEEINTVS, LML TGN1412 $#% %217 T MHRA 2%, &K
BB THREZTORE AT LEZEALKD Wi 138), @B¥0OF [ & FIH&E &R
BRUNA Y AT LMD BERICR> Tnd, BEHL BRABROERRRLE, BRAF
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InCROM #Hi3 2007 EXRICHFEEKR A, 1 HOBATYRLD Query 2213 T3, =&
BROBEDD L. FIHERREUNA VATLEMEERT 213D OMliR2E EHEL.
REHE—FBOREWEHRL 2D EBELTNS,

MHRA O Accreditation |IERMERIZ XM T 2ERIATH S, ZONXEOHIZ, FIEF
BENERAREREMOBEFNEZRMBL TNIIENERINTVSE, ZOREHE
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R—Z 7 BB TS RBEE 2T 5 ZENTERN, $/-. ABPI (FERRE
T¥#BR) b, BRABREREMOBREZFMI 272 OOEELREL TND, st
ENREHTIIRN, BRI, REBEZESNIXRTOABRDWTZOBEE 23 MLz
TR SRRNEINTVSOT, #EXMEEELATNERSRnENno ZEENRE
HIIED STV,
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KEOFETIE. TARIY—) DPERRBROLEBEF2HEIFETH-> T, FRIIHELH
THHOTHEMBEAATH>ThHE ., BESXHOFAIEMORBETH D05, BER
BROBONEICH L TEELFED. AR —DNRBRENTIT, IN—T2RELEEZRD
TRERIZDWTOLEHZHKEICT 2. £<DHE. RIESEIT 500 AR REEEZI SN
TWw3,

EU BRBRETOBENEIZE D, SEFHEENEEEBIIRAZ TR0 T, HER
ERIIAEEEHOBRICIIMREVAD LIRS, ZOBATRBRELIBZVAZZ2ES
ZEWZRBHOIEN, BRLET. BIREFEMETENCL > TRRAHLOHKNED
5 DT, FEHORBRDOV AT ZHEI L. TN THIOIRERRENRE S,
EWVWDZETHS. HAEFHOH AL, HRFIHEMIOVTONEFZF>TWT.
FOMHNZSA L ATH5EOH TIRABRADZ2HENEEINTNS,

AR -—OHERCINENELEE L -BRETHEOT, FTOHEWHRT DI ER
2%, BENEZELLFoRICHEOLSTENRELZOTHNT, BERTER
50, TOELWEWARI O FaANIZEMMTWAHERALETH S, BENARY

3 Ik 1 ERDIEAE 4.
4 Medicines and Healthcare Regulatory Agency GCP inspectorate. Responses to public
Consultation of the Phase 1Accredition Scheme. October2007. @ 3.3.31ZH 0,
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The PAREXEL Clinical Pharmacology Research Unit
WEBERF: 1 A 18 H (k) 11:00~12:00

BEFT . 1 ¥ A, Middlesex

The PAREXEL Clinical Pharmacology Research Unit

Level 7, Northwick Park Hospital,

Watford Road, Harrow, Middlesex HA1 3Ud, United Kingdom
URL : http://www.drugtrial.co.uk/

WEREE

- J-CLIPNET : K#EF— (V%) MEFEHE. NAEZ, HFHEE
(RZBLAH+FIE, HFRHE)

- KBTS « BERTRT

WBA P a—):
The PAREXEL Clinical Pharmacology Research Unit %348, SHBAZ 205 sk R
DE. BEBBICTATIAR-TLEIFT—2 a3 iZ& 35022, TO®RER.

BEY

The PAREXEL International #IKER TEBRMICEXENR TS CRO (contract
research organization : AR B XEZFEEE) L L TEFATHS. EIHERIRELTE
WESRZES, BEARELE<OBEKABRERALICEZFELTETWS, EED The
PAREXEL Clinical Pharmacology Research Unit {3, London 1t#8¢® Middlesex =3 %#
B 7Bt Northwick Park Hospital @ 7 BEICEEIRABRER R 2 I TS,

2006 £ 3 A 13 HIZIZ, ZOMHRTEBEIN/. FROEMAEHF 2D CD28 X —/3—
TAZAM-kE MEE/ 7 0—F )ik ITGN1412) 55 | HHRBR TEE AR E I N BB H
6 NERICEHELRBESRIREL., KEH-BRA T+ TOEMEME TOHREBEL /-
INZERTT, first-in-human 72O ERTHD THROLLEHZE MICRE5TIHER
BROERGHOKE, FERT —INSBRARTORSBEZRETIHEHRLRE, &
CBEBELTI -0y NERLIRL BRBRERNBRENZINTVS,

SHEOFIIMERAE RFE LU, [TGN1412) EHOHIC, I—Oy/NNEEETHA R
A VEMERINTELRRZEIZDVWTHAZZT, UTFEOWTEMT N,

- ZETRRBEVABEMNRZERICSHOBERVREZOIEREEL L. 2006 F 12
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AicmEENFT LHLNEL.

- HETI. B HRBREREROEROREFHENBEA I N2, 2007F 11 AR E
. 20085 4 AXDBITFETH D,

- HEBETEZGSTIE 20078 A, EITHARIIDOVWTONA R34 VAMERE N
3, ZHRLFIMSEH-7-bDOWETHR T, web L TEXNBAL TS (J-CLIPNET TH
RHITFE) .

SHEFHMZBEL T, TGN1412 BHEZRFOBA T, XEHEGENE | HABROEEEH OB
HETY, BEIIBWTHHRAREBENRESNTNWALAIEMASNER DTz, TNHD
MEL, BHEOE | HRABRERMBERICE > THERRETLEIANEL., ERENZHA R
T4 %X, BERIZHENL, BRCEESETWIEBNRENWEEZE LI 6N,

(R OFHBIC L > THLZFRIL, EERECETI2HRODIENTVRLLD. ZAM
DFREIZLD., BEROAO®|E LT D)

1 Chairman : Duff GW, Expert Group on Phase One Clinical Trials. Final Report. Dec.
17, 2006.

2 Medicines and Healthcare products Regulatory Agency. Phase 1 Accreditation Scheme.
16 November 2007.

3 The Association of the British Pharmaceutical Industry. Guidelines for Phase 1
clinical trials : 2007 edition. August 2007.
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Ed
Software without side effecis

#1410

Agenda

“"Day 1
** Introduction
7" Set up network
"“Promasys User Interface
+” Study Definition (building blocks)
! Create CRF for Screening
< Create CRF for treatment visit

"~ Create Forms

Oty ey Workdiow Syctacm o Cire Trek IHONLKYS T
©1505 2008 Promays & - TTe Nethmrtwrzts el T T

Agenda

{"Day 2
% Review first day
#Validation rules
" Event registration
“*Schedule of visits
“#Change of Phase and Study Life Cycle
¥ Subject recruitment

* Data entry
R
Dute st Worittow Systemior Cintwd Tl PROPASTS 0.2
© 15832008 Promasya & - The Netharieds AT A e lOr AL iDL

Installation and Setup

ang Workdow Syawm bor Onial

Py
Oota il THan DSASYS <itZ
©1080.2000 Pramays B - The Nethecrc «

¥

Promasys Client Installation

*+ Map drive letter to folder on server
# Open Windows Explorer
i Right-click on "My Network”
£ Select Map Network Drive
4 In *Folder” type “¥¥192.168.11.22¥setup
" Install Promasys client files. Select:
# *1. Install Progress OpenEdge Webclient’
¢ “2. Install Promasys Client”
‘7 Login to Promasys
€ Use account USERO1 ... USER08
** Password is same as usemame
#* Work on your own study

Duts gret Workkiow Syl Ciriee! o
010052000 Promaws & - The Netfarians

Training Database

# Each user group has its own account
FUSERO1
FUSER02
£Etc.
#Can sea each others study
¥ No write access in other studies

#Trainer has full account and can see all studies
4 Interactive training!

PRADASYS
‘.‘.‘.‘i';.?""'“;?}‘,’.""’“ It gy Ay vy

[

o
E
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Promasys User Interface

Oty 3t Werkdtww risenbor Clcal Tk
©1055.2000 ey & - The Nathedands
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Module Buttons

e Y p——

Module buttons to
switch betwoon
modules

Workdtw Systeenior Chiow Trink
mmmnm-nu The Natrarterct

Tab Folders

Tabs to switch within a
program module

Active Record Set

we dg v Hox

S Puana MEHD Iocion Dyeoycts # octons al (57| Aot pprste] promars
D ta meman wens Gme me oo

G wee v DY AR RADT S

Active record set

27t Workdow Syetensfor Gnicat Trinh PROKASTS _EEP PROTAASTS B
Prrtlettcad ekt PRNESPEN: A bk g - iy PRI i e A I

Record Detail Infonnatlon 3

oy OIS i Dipsopamase i fevions <t FET P st promars

Detail Information on
hightlightad record in
record set

record set
fowem oo vimienan g i T ——
Workow Syt Gincal Tink mosun's«f;?
ouumhm-u The Matimstarety P T = .lﬂg&mﬂ-frwm

Related Records

. Puetmp OIS Bt Dapioaats 4 fhsatons md, [XF] Miv mpceio] psmarn
EI

2h U dimeen AURHE B RAE O Y

Related Information for §==s™—

hightlighted record in
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Menu and Toolbar

c...f SEM TR EL 01 @

P N A T

Common used buttons
Toolbar and filter Femco """t Rias to initiate updates
b to navig: = [Fimyegiiyet
record set and initiate | ~ N oV am
updates ———— e ] 2
3 I o — I | Ii’ ==
ae 9 . o m
3 =
ot et W e Cncat Pt < mmamasys < < Ot s Workow Syahrmt G Tk . maamasYS T ¥
© 1560 2006 Pramatya BY ~ Tim Mettetarcs e et esdrcaine D © 195 200 Prorays B - e Netrarerts PR SPIEP iat  E EA

Add/Update Buttons
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Dat sty Workdtm Saimior Gihcal Trek
© 10352000 Fromeys B - The Nethesanss

Update Mode

e VTN OptepEaal e Aetims L [ )] [ PP M o

Update mode to make
modlfications to
highlightad record

ASYS

P
AR TR @ Sira

Introduction to the
Protocol Synopsis

=
PRDMASYS </
:-&umn:frgum PaltnrTe waali b 4 R ikt R

Study Definition

Building Blocks

e et e ot NOBASTR

Oots mexs Workfom Sysswm o
©1205.2006 Pramesys O - Tre Netratards

3

Study Definition — Building Blocks

# Define building blocks of study
£ Study characteristics
®Treatments
P Activities
& Pgrameters

_ Y'Codelists & Codelist Values
“Forms
¥ Groups (advanced)
f*Validation rules (in/ex)
#Limits (advanced)

)
st et vt ree b, RO ASTS,
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Study Definition — Study Start

¥ Create protocol record

Study Definition — Study Characteristics

+* Study Definition>Characteristics

“*Module General Administration>Protocols “ Study type
I Assign study Identifier, tile, investigator, etc. *Time scale
<" Administrative start of the study “* Number of Subjects
% Can use existing study as template for new study P,
% For this training, this has already been done
PROMESYS B - eaqeasys i
e . PHATERTS 2 St et cam o CRAMASYS S
Study Definition ~ Treatments Exercise
F Study Definition>Treatments Now you start defining your first building blocks!
¥ Define each treatment separately: 4 Characteristics
# Every dose level ¥
#1n case of combination treatment, each combination Treatments
#Placebo
#Treatments are later compared in analysis
ST R e o o B0A57S 2
Study Definition - Activities Study Definition — Activities
+ Study Definition>Activities € Activity name limited to 12 characters
¥ Use meaningful activity name
+ A “DO" thing (instruction) ¥ Description can be a long as needed
©Characterized by ‘Verb' in description
E.g. “Measure Vital Signs”, “Give lunch”, “Mount ECG
electrodes”, "Perform ECG", "Take Blood Sample ¥ Do not put sample numbers in activity names
“ Specifies WHAT to do, #E g “BloodSample1”, “BloodSample2”,
ﬂ_’ Not when it will be done “BloodSample3”
* Not how many times
# Not what to measure
S o B e it cu .. PADHESTS ~;’,§ e s Wt St Crcd Tan . PRONASTS ~’§-’
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Study Definition - Parameters

“ Study Definition>Parameters

# Definition of WHAT to measure
" Datatype, Input-format, Unit
© Codelists, codelist values
*Confirm/Refuse limits

¥ Examples
~*“Heart Rate”
“Hb
* Gender

Ot 5t Workdow Bystesnior Ocal Trok PRONANYS T 7
© 1085 2005 Provusys & - The Nettmreecs. PR et i

Study Definition — Parameters

Code list is a special data type for parameters

First define code list and code list values
" Then select code list as data type for parameters

Example:

" Parameter ‘Gender’

-* Code list ‘Gender’

 Code list values ‘Male’ and ‘Female’

Linty 9 Worktiom Syatombor el Trinh FHAMASYS 2, =
©1088.2005 Fromesya & - The Metreriencs i phoat <

Exercise

Define building blocks for your study:

4 Activities
£ Parameters

=
Gots 91 Worktow Systemir Ginw ek . PROMASTS :i*_gl
© 1R 2008 Pramexs & ~ Te Necherercs RO i g raa s Lo

Study Definition

Timetables

¥

Ot 2 Workon ysorr el T PHETBASTS =0,
©1008. 2000 Promesys BV - Thm Netharins RFENEIRY S tehraicinbuli }

Study Definition - Timetables

#Defines workflow for a “visit”
# Specify when activities are performed
# How many times activities are performed
4 Which parameters will be measured

Dot o1 Worktow Sysemr Gl T PROMNASYS
019552008 Promeys B - T'he Nethererdhy B L
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