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Enpr-EMA 1

« It aims to foster high-quality ethical research
on quality, safety and efficacy of medicines
to be used in children. It does this through
networking and stakeholder collaboration
with members from within and outside the
EU.

4 Journal. 2012.6 4

7z & 21 EU T E AN Enpr-EMA I &
FBENTWVBEL (B26) W0 &, BUNNE
BEEELWVWINEETI Y M)—ENBT L
bHBL. RAVEAENZLTEEINSC L
LEHOET, T THRIFNUEVITRNENS A
F4) —iE% D EEAM, EnprEMA lCFR%
FrenwkBokzb, RO6EZmIZLTLR
ENEWVIEENDNTNET, FOEMEFIEH
BOIFVT 4 HRENEDTY,

[ 26

Enpr-EMA 2

+ Enpr-EMA's members must fulfill the
requirements laid down in a set of six
recognition criteria:

1. Research experience and ability;
2. Network organisation and processes;

3. Scientific competencies and ability to
provide expert advice;

4. Quality management;

5. Training and educational capacity to build
competences;

6. Public involvement.

MEFREZR D EDED IF Y T4 DFNWE
RKE2ENTVWET, 3BBR., ¥R TEAEOE
BNDBANDEANULEE WS EEE AT
T. Enpr-EMAICE&T 5 —DDX v hT—7
WEHRENBEDEDNZOENEDICE>TY

F9, LAMLTIV-E0NE - LHEBEEN
nE, NRTH - THLEBRKRERITEDTZA S &
BuEd, 7o baVicBLToOEHEMOE
BLEDTLIINE, ChidcnhTdane
ERREBVET,

Enpr-EMA DA F 3D —3=2H->T. AT
JU— 1 ZFDEEHRETEZHEEENTD
DOTT (B27). BELLHRELTHIREEN
FTAH. 11 B, 12 BOERRT I8MERTT.
AFdU—2 £2HLTAHATIV— 1K
Wit B, EREDPULRDRNVETADDB LD
TETY, A7V —3FEENED TV
WEDTY,

& 27

Enpr-EMA Category 1

- Innovative Th ies for Children with Cancer (IT¢

«  infemational BEM Study Group (-8FM-SG}

+  Halian Paediatric Federation - tledicines for Children Research Network (FIP - CRN)
* Medicines for Children Research Network, The Nethertands (MCRN)

- vother 'ofant Child Youlh Research Network, Canada (MICYRN)

. ﬂajﬁg_\g)_lrﬁsﬁne’?u Heallh Research (NIHR) Medicines for Children Ressarch Network
RCRN,

+  Newcastie CCLG Pharmacology Studies Grol
+  Paedialic Eurcpean Network for the Treatment of AIDS (PENTA)
isation

- Pediatic Rheumaloloqy intermafiona) Trils Organisalion (PRINTO)
+ Scollish Medicines for Children Network (Scotmeni
*  United Kingdom Paediay roup (UKEYG)

* European Group for Blo 1 Transplantalicn (EBMT)
- Paediatric Netvork of Clinical investigation Cenfers - CICPed

EEIREADNVESIMLKD LB TFRET
T&. Enpr-EMA TEZEFANT S NaWVEH
NHOET, HETAHLILEONTVET
M, ZEEB L TORVEDNNANEHD
F9, RERLODO—DIF, /NROERKREER.
BEREICOD DS HEEH ZF>TWVA T
LEVWIEENMFTENT VBT LT, k6
HDOEIHhD—DILEFNMNA>TWVWETH, H
A TINRICRHE U T ERFRE OB £
ZHDEVA, BRERFFROMERETIEZNIC
RZENFELADT, ERFEETFONTVE
HO—DOMNZTILHDET, WTN—FEICPo
TWFEH VW EBNET L. ERICITEREH
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( Paediatricians have Many Affairs Other than Pis and Sub Investigators
in Clinical Sites )
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ARG CRERAEDS., Tk NERIEL
HOETH (R28DEDORELZEA), NHE
REOERENIMTL X 5 b NRBEEHOEA
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DET, HEUBOEMGREOZRICZ>TN
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CeEHBL NS LTT, TTIKDHIHRE
DITNTHS ELHREL RN 2B LTES
FWREL RV ST, NEEESERLER

— 7 RIVE=HIEEEROT, HEEET S
CENEETT,

Ze7R Think Different £\ 3 DIEZF T ICD
BRBDTIN, LEMBEIEDL-> TN &,
ESWVSRAZLIESI NS, DX
KKRBEDENS T ENBLEDL->TEET,

RIRRBONRBEZEY 77 v 7L Th,
BIREB OO A, BBRADHHD DT
N, BEER. 7EEMSCEMTIEORARE
B, MEIHROEMGHREE. RBEE LM,
HABRC—DOEZBILAD» > TWVBITNE,
DU ORI UBTEZ RTNEIVIFENT &
NHOET, VWAVWARANERMBAILT—D
DEBEDN > TN DB EBNET,

NEDEREBRICHBERLDLENS T ET,
B2y —7TDEERDIFE L, T A
HES> LD &) LR— MERELCKE
DFTaFNVTATFI—=DA VAT AT 2—
b, IOM (Institute Of Medicine) A 5. [ &
EL DML B WRHEROMENIRS BV &
WIOEMNHENTWET, Z0FE 1 X—-VH
<. “Knowing is not enough; we must apply.
Willing is not enough; we must do” & T %

& 29

INEOBRKRHBRICLELLD

“Knowing is not enough; we must apply.
Willing is not enough; we must do”

ﬂ -Goethe

PBRIET TR+, BbETHLEHT
NUFEBHN, BEDFHREH S,
Seri  RKEIOMOIZEEOBHBEERFIZE OREN
,—-'w{‘ RBABORLHDA—SIBHIRTND
/
T Ethical Conduct of Clinical Research Involving Children  Institute of Medicine of
the Natonal The National Press, i 2004.
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DNET, WAVWARKREERDHZ TS TIH *
ZEFVTTREERE. THLETNEELR
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30 iz F 7 Bl D A, Guide to Paediatric
Clinical Research TE < EDbN TV B T &
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&30

Research Involving Children

» Guide to Paediatric Clinical Research
says, “Using children in research is a
sensitive and a contentious issue. The
younger the child the more sensitive the
issue becomes, because of their inherent
vulnerability and their inability to withhold
consent fo participation

(Guide to Paediatric Clinical Research Klause Rose and John N. van den Anker
Karger Basel 2007

% Journal. 2012.6 ¢
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72DTH BN, L LI ATAHRRSL, LB EEBL
RFPIX, NETRIEEFODIOOBEL BB TETVER
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VIRIRTH 5 Z LML, YRORFEELTIR A
BEEOZ X (BZXHPoTnhhol/edll) &
ITRERTEZVITAED, REORKHSERRBE
UEETIE, INLEERO/NEBEEE SO BEISIA
TEEZHTIETREI D, LI Lilho/dD
TH5Y 2% h, TNSHEBRPRFPZE, < H/0 R
BOMROBEENREEETHL L Vo Th, F2b)E
TH/HNEHREE TRAFEHENTELZDDTHo72L L
Th, BERATOIEETE, 2323 RATEICZOH
BRI LEMEN TRV EVWIREILHZ D DD~
Fl—e vy Z kTR B,

B, BEFNAFIA4 TRESIN-FOHEENR
NXELEIFNED TS, BRFRESR HANEES
IEMERL 4 & B AE BIEREREGEZRMER L7 [/h
REBUFHELABEYN A KT 4 V2000FM ] 2 A TH:
Vi TORPIVNEBEFEREFOEET VT XA
WRENTWBD, 7EFT Y ¥ (amoxicillin ;
AMPC) ¥HETHENZVWIEEIZIZ, AMPCERE
BEHDLVETEXFIVV /IS TSVBI) T A
(clavulanate/amoxicillin : CVA/AMPC) #&&, Hawn
FE7Y P ERF VIV (cefditoren pivoxil s CDTR-
P) BHEZHETAILPRBEINTVE, H2BE
OHERTIE, AMPC%80~90mg/kg/B CHERT 52
£id, Red Book” I2dENTIRWAZS, FhIZHS
HTWETDH, bPETHNEERRAB TOREIERDOZ
Ll oTwb, —HT, BT (20115F128%K) o
AMPCORMLETI, N anNsy— o) RE
PROBREETIE, [NERIZ1 H20~40mg (Fffi) /kg
3I~4BICAEROKET 5, 28, £, ERICK
DBEEBKTA] EhoTwh, L, ZEFAFS
A VTRERBRENLEOHENRALELE) EVIES
—HITH 5,

B, BB NI VTRBEN-EFRBEE
INTREFENRTNS (TH2EY)) BlkdTr, HEAE
BEEPREL: [ZEF Y RICET{CKDBEN 4
F74 22009 Dro/NROBEERER (CKD) @
SEIAFITAL VRARATAIID, IgABEDBRED L
A, FUYFALRERERE ak— MIETREN
e d&n, REEREOTYFF 7Y Y 2me/kg/RB



(HZKE100mg) &1, 2EMEVINRERBEOTERD
HAHH, EEWCE, THEFF T IZE50mg DR O
FEL» 2V, 2070, RETE ISR ONEICE
TEHREBIZZVDOTH LA, BEABTITFELIIHRS
THERIZE, RTERZTHRENTWEZLLHETH
BT EEHERESEE—Fl—"r VI T LIZR D,

INREEEDI BB SH/c
2B RS54 VERBOBEER

ZhTd, A FITA 0 OEBBE &M CEDIER
BEIGEYD, LWHIZEEFERTRVT RV, ZhPE
BTHbo

BETAFIA /0, TTREUHDOEBICERL:
EBh, BEREELBEPFEDBRRRRE COBY) 2 BE
DEBRERTIZLEHITIZ L) BEEH Y, TN
XEICE, EEORCTREESIEECFRAINL DI
DLEZERERET L 20 BIEH 5%, 5, BT
NEONENRLBERER, ThZh (EFELo)
ARE ST -HNBE2RBMTHI LI > T2,

7272, BROBMNTCWABKRIABOZ L2 B2,
ERZEcZAH5ILIIMbOICLELRTLHDOT, HR
HANTAERAXE (ERBE) OMEIRTE,
WIENRERABICYH, HEIHREL TEZLLEXD
CEEIR T, PEIRELEAATHED, A
ERETY, BEIL NS4V ERNTEOTHAED
EI)BAITE, FICRTELRTEAEZL Y TVL
IVBNTHILD, bhbhEBREDOHD TERWV
59 B

B, EOE—IIH 5, EBRRFPO/NBEZLELS b,
FIZH T2 [BEELOLEROEVREKRE - BIOIE
WitaE] OR_ROBREELEE (201149 B 15EE
BICHT oz EBwTw5b, Z0EKREREIZ20124
BLUEL 2D EBHONIEY, EATH TENRY,

T/, BEOSEZCHE, MNEAKTFELEOHED
AMPCYE, T TIZEBE (0mg/kg) IZDWTAHE
BORETH L & OHBH2011E6 BICEREEETE
ENTBY, REXEIEZBRDLIADIEVERDN
B KFEBVETSNAHEIZIE, FICHESZITIUL,

TIXEORBEED 2 VBN R ENETHA I,

DX, BEIA NI VERNXBICRER S
TANROBRSLERED, FALF-> THRBORERE 25
IIBHNENTVETF—AbALNTWE I LIZEET
HoT, THEIEBREED,SVoTH, LNEELREL
WX

7272L, MIBEOE=ZICHIT-MEDL I, BEYA
R4 R30I EFTHRMIXEIICS ZDFIRERIC
DVTOFRIZF L i), HLA»LEEL,
WERBBROFOSNATHRWEELBEET 5, NEE
YD B ED &AL, THIHFEDS LSO
BOTL RV ETHbPNRTVHITHDE LB D,
TEATANTA VENBERAEL B, LV,
FIRERRME L W) FEICKRE 2HMENZ JIOIHFET
b0 FIREROMBIX, BBV N4 VENRERE
RELIZTCHITITIBEBNZVWEED IO TH LS, £
Bz, BEANOEKEBOFFERLRERNFHEID LT
ZWIER D TR, FZIE, FOERESRVREIHET
HolEEE, B LR CEZE~OBERM
BEVIDOBEZRITNIR6R, ETHRERRN
BEELIEEbWVAD,

EHIEY L, EERBEABEERBERHE D X, E
ERZHEECERALZZO 22 THELBIERIC
LABBEHRERIINLC, FEOBEAKERT AT
W, HEEOREGHBFELRLZ L2 BHEL, EXER
EEBERABBECES(ANEL LRI
bOTHY, BEFRI NG o2HEITIIHEONR
L bRWBEERHBEILERL TS BIEHFERH &I,
FRIASICIE, BEEROBTHD A VIR XECRH S
TWHHEHAEBLIUHEALOEEC - THEHA SIS
TEMERLELL, EINTWE, BHOERIIONWT
i, BEOES - BEEOZMKEICES LT, B0k
Rl shs e oTid\naads, ZnLHelk
oo Th, BEIAFIA VERNXETOERE
DHEARFNIL, BERRZEOHEA»L L, bivbi/hER
B/ NREBOEYRECE DL L EHMS, BRAARZ
bbAA, TOXRK BELCERITHRLE, BbhbTX
TORAT—7HRNVT—L LB, MOPDEHFEZDOITT
W REBEBEDEETHLEEZDDNRRETH A9,
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INEEMBEEDIET VA ERE

FETI N4 v EONROERD, FAXEOHE
RBRIZHRENRSCHEAEORESRCH B EEIL,
WAENWASLRBETAE LD THALIZES, Ly
L, b BEAAZNNPEOROBREZE) ZLIZ0%%
5, —iEDBEARALLTELZOLNLFETHEHI LD D
D, BICBHIEROBEIFDIICRYD I DT,
ERMITE, WAWALRRREREWICHEB L) 2T
(Fb—=F-*7), EEGMFCLE LT, FHITHEL
BWREWETHERSNIRELHH L VIRHERE, 7
NTDMBEEORETHLIFEDOLOTHLI LD, b
ZTERLTE<,

BODIC

X, PEIAFIA e, EERBROTA
FI4 - bFEET B, Bz, BREUESESHHIFM
% <x5#% (International Conference on Harmonisation
of Techinical Requirements for Registration of
Pharma ceuticals for Human Use ; ICH) TOZ%R&%
(safety) . BzblE (efficacy), & (quality) RHEE4
3 (mul tidisciplinary) 2%, ICH-E1l (NRERIZH
TAEFEaOBRARICETEHA S VR, AT VR
BEATARFIA I —EBVEEE OWICHEYT )
BHb, Ihbrkbiil, F4 ¥4 MERICHET 2K
B EFFLICR o T, BEICHEERKRFMT S K
FA Vi ELERENTELRENH Y, F0ORIDTY
w2 T, MEMEBOBKABRIIOWTOIRHINTE
7290 TAUIERBERNSTA NI A VICHST B, Th
LEELABICBRTIAFIA NS4 w00, %
WCHBENETHEN TV T EDBKREYTH 5,

By v=FHEETIE, &E WhYbEWHEHOR
BENHR 1o ARERMEICOWTIE, EERAZICKRS
FEFMEEORER LIS, BEVL NS4V (TOR
WrEE,

Rheumatology preliminary core set of disease activity

ACR core set (American College of

measures for rheumatoid arthritis clinical trials)) A%&
HAahiz, LB DD EBELAFT A4 v OERAl-
FRAELE, EXERORBLE-RIBVWTWILITTDH
T, BERBEREONA PS4 v ok - FEE
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EBRBE I L2VWEEER Lo TWwAD, EBLS, L
LS, BEY Y FREBICASL IS R, HE (5
REF L EELRARE) OFARAFENITETHNLDTH
g, Fhid, TVEBIEVWEEWE, BEIAFS
A4 Y TONRERECREIRY DAREHAETODDOILE
V, EWIHIEFTLWRILHER T 2 LR EDTIR
Buwde KR, BEIAFIA Y, BEEGBEROTAF
FA4 e BERARE YD, EOWRD L 2R,
HENTEERKFL DEDT, BEVHEENELE
IIRBBRTEL THEHZLRVWETOIDOTH 5,
NBEBDBENA P54 VICEBRENLIEEROR
BERCHEHAER, RMIXECRH I THS, T4
bHEERE FOKBEPIURTETWIRIEET LI L
L2 TH D, Thid, EEREOXR,ILOETM
BRLVZ L) FELPRERERYEZTEX L0
i2iE, ARBESEO L TBRICELTERITMER S
TV, bNbNIZTERZE, TRtk sh
W2 ki, EiFEThE .
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