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1 Critical Path Institute (C-Path)®#& 2|

Precompetitive
Neutral ground

Hi i : First Joint IMI-C-path Meeting (2013 4E 3 A)iZ81F % C-Path

CEO Martha A. Brumfield D¥&&K & £IZ 1

%5 C-PathhEETHaY—LTF LA

/Tﬂ4wv—w;\

CBRERT T N
Y —
R I 2L —

va v —)v

W & | ary—yT L4
CAMD | Coalition against Major Diseases
Understanding Diseases of the Brain
CPTR Critical Path to TB Drug Regimens
Testing Drug Combinations
MS Multiple Sclerosis Outcome Assessments Consortium
Drug Effectiveness in MS
PKD Polycystic Kidney Disease Consortium
New Imaging Biomarkers
PRO Patient-Reported Outcome Consortium
Drug Effectiveness
ePRO Electronic Patient-Reported Outcome Consortium
Drug Effectiveness
PSTC Predictive Safety Testing Consortium
Drug Safety

i
. /

HiL : First Joint IMI-C-path Meeting (2013 4E 3 H)i231F % C-Path CEO Martha A.
Brumfield @3 £ & L2 HR
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<Exm (EU) DiKiR>®

EU 1% 2000 12, MR TR O HEF IO H 2B EESEE) 28 L
10 HAEFHE [ U AR MR ) 2 2 2 — b STV D, ZIUTARRBORER TH v | 2005
FIZRE LATOI, BREMEREEENBORZE Lz Dl AR HlE) & L THAH
— b L7, ZOH) ARCEIES, 2010 F TR TI 52 L6, B TR Z OFREDRE
BRE T 07T 58 LT, 2010 LY 2020 FORINORFERET 77T 5L LT
Europe2020 73K E ST\ 5,

—J7 BONSENIIM B ORFAEINBOR S H Y . Zhba 1984 £ X0 EUD T L —
LU= G E L TERER D ERAEI L CO A BMELNTZ, Tk EU Tl
L—AU—77ar I KEMN, 20777 L0H T, [EEBRFTFOL ) R—va
BR 2B 2E@Ry bR ST,

2002 £4E70 5 2006 FE £ TEMHRE LTH6IKT L—LTU—7 (6t Framework
Program for Research & Technical Development : FP6) 73R E 4L, 5l &fiv T 2007
FEmb 2013 HEETEHRL LTHE TR L—aV—2 (FPT) RESHI,

BRI e R D Public-Private Partnership T& % IMI (Innovative Medicine Initiative)
X, FP6 O LEr &S, FPT D7 L—ADH T, AEINTHE LT,

IMI 1%, 2O FP7 OFHAICES SR TPEOEHLE 25 10f§~—nz EU LV, 7%
DD 10— ZRONREEH (AE52 (EFPTIA) 23975420 & W 5 Pk THLHE L |
HEINHZ Lol (¥2),

2 IMI, EU, EFPIAD/NN—+rF— 9T

Partnership
= frry 0
efpia

1 BILLICHMN
EURC

privvate

) IMI A—2A5~—  “About IMI"Z

IMI TiE T ERITHg %2 | 2958 > F—I281F T, 2008 4F 2 A1 IMI
Research Agenda 2008) # %K L, FIEFAFRONRN MRy 7 kT 5 FB L LT
Patient-Centred # BHEIZFT HH L7, Research Agenda %, 2008 # DOk fafk & IT
TR FREIZ IV AE L 270 < S, 2011 4212 IMI Scientific Research Agenda
Revision 2011 & L CHGET S417z, 2011 FEOSGTRRIZE W TS, BE L ORBIIIRES
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INTEY, ZOFT, IT ORELHAFICEVEMBIIZH HOIRFEICSEHT 5 BE %,
“Super-Consumer” & #: L T, Research Agenda {ERKICEEL TOHRLE L TGRLETWD

(6), =bHIZ, Z® Revision 2011 ® LA"— FOH T, EFELEARICBITLX—U—
FOEEBZG@wm LU THY, Ziulk s e, 20 HdprflE & MENERTE T2 b D93,
BAIHIEDO X — 5y b EZITRD D DICERRE - TV D, EITO 10 Fida o]
=F Wi E SO ERHLERENEEMR I, Z LT, RO 101X “BEICESEH T
TRHl 23 ER S & PR L TS (K3),

% 6 IMI Research Agenda : 2008 F & 2011 EDRIZEEIZH T HEFHHLOHKL

IMI Research Agenda 2008 IMI Research Agenda 2011
IMI will implement innovative Patient | ...where patients have traditionally been
Centred Projects that address the relatively passive participants in health

principle causes of delay or bottlenecks | delivery, they are now being empowered by
in the current biomedical R&D process. | technological progress (such as internet,
smart phones) to become educated

‘super-consumers’ with a much more active

role in management of their health care.

7£) IMI Research Agenda(2008). IMI Research Agenda (Revision 2011)DRijE X L 0 $k#:

3 EXGRAEICETEF—T—FDEE

BHLER

Frmoadtre Rl

A3

#£) IMI Scientific Research Agenda Revision 2011¢ [3.3.2 The Patient in the Focus of Research] DWNZE % KAk

IMI /% 2013 4 C FP7 WM T2 % 7=, —J7 T, EU TiX, 2014 £ 5 2020 4
DA & LT [Horizon 2020 MEME S, ZOMMAOH T, IMLITH 72727 = —
R IMI2 OBRHI 2% A )G %215 T % (EU Horizon2020 48— A~S— & M)

IMI2 H&Z, “the right prevention and treatment for the right patient at the right
time”Z BV a v & LTI 2014 L 0 10 Moy =7 FE LTHBENR TV 5,
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IMI2 ([ZBWTH IMI & FERORFIFAAR AN SN TR Y A 32.76 fE=—1 O
FHEIZx L, EU 2% Horizon 2020 % i U CH4HD 16.38 2 —r & L, k0 ¥
RINEMT 5D (EFPIA 28 14.25 B — O3 Bt 2170, O3 2130 5
a—uzBHET D)

INETRTEAZLH12, IMI T, DO H EiF X W —E L T Patient-Centred,
FThRbbREFLERNOLODRA Y FE L TEML, IFEIZEL TS Z &b
M5,

<z &>

BN IMI & KE C-Path Institute® 31 5 7R L—< 3 > : Joint Annual Meetings

C-Path & IMIF20114F6 A IZR D L7 A DI v a V&I L TRIZL TN 72
DR ZE (Memory of Understandings) (255 & | 20134 X ¥ [R5 (Joint Meetings)
M52 & 720 (Critical Path Institute and Innovative Medicines Initiative
Announce: Formal Collaboration (MOU), June 14, 2011) . % —[AI3:[E 5232013453
Az, 8 EBERISH A 20144F12 7 (2B S iz,

H—E25E TlE, “Collaboration for Cures -Leveraging Global Public Private
Partnerships to Accelerate Medical Product Development-"% 77—~ & L T, #HHEH¥E
OfEEIZ, PPP (Public Private Partnership) # A2 iEHT 5 2 & OFEZENE, MRS
S iie, £OP T, FDAK Y HRH 72 PPPIEE) OMapping 2TV EFED T 7 > 7 4
—ALEED L Vo T EBERENH -7 Z LITERICMET 5, (How FDA Promotes
Partnerships to Accelerate Medical Product Development: IMI and C-Path Joint
Forum “Collaborating for Cures” Mar 2013)

% A2 TlE, “Accelerating the development of drugs, diagnostics, and devices:
partnerships to expand the precompetitive space”4 7 —~ & L C, PPPOHIFF & ZD
70 N AOFHIIZ OV T S A7,

Joint Meeting Cid, IMI & C-Path 23 L [F CIEENZ1T 5 L9 L0 | KE, BINOPPP
EENZ Y & YRFEOEBOEBNE 2 HmE L, FlMEZHimd 2L W REICEE
STWD XY IZBbid, £0H, ZORBHTHAL L TEERBHICSINTE TV
W2 L ITHENTH DD, S X > TUIEBNZZE L, HDHWVIINEEAFTHZ LT,
K ERESKEZTONTLESTWND EETEHEWEIN,

1% . GHIT Fund® X 92 H A DOPPP I 2 (LSRRI 215 51X 0 Tix /2 <,
E b B WITHBROBE A 8 2 72 ER72PPPICH AN S L OZ\EBH Y, T LB AR
BEDLHZEICLY, HARDBECK EKIZPPPOSFICKE N TCH Y —X— T AT 5
EWo Tt b®H D EE 2 D,
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2. Patient Reported Outcome(PRO)& Quality of Life(QOL)

BEBIOEEZIY B FRA RBREOEROEIZ, EDROGOHTEE LT,
BrEEBRFE DB FRHTEE S OFHMM A FED & D K 5 RN TIT O O E Vo iz
WTHRERZMELTND LEXDLND, TORORMARFHELYED, "Patient
Reported Outcome” (LT, PRO) Th o, PRO L, BENEMZI S EEFNGT
LHETHY . BRI FEOH TBIE, RERERZEDOD WL LEEZOLNDL, AH

T, T PROLWVOBMENEDL SR bDOTHLEMH L, Ui UISHEEES BRI
S % Quality of Life (QOL)FHM & DEWMZOWTE KT 5,

1) B&REK7 2 b HLDAFTRHDEE?
T U b A AT ETHZENTED, ThHDOT U R AMIITEAR
HFET 20, REIZLLTFD 4 2123, PROIZED I bLO—DLe D,
O BEREDFMLIZT D L
@ BERETV b H L (Patient Reported Outcome)
@ JrEENFME LT Y A
@ AFZHT T b (FEV1, HbAle, JEEYA X/2 L)

2) PRO & (X fah
PRO i, #BRE OIERSL QOLICBE LT, BB THIE L., £ O/ RICIARRE 24
DMOFEN—EINTEL 72 E W FHIIFIETH D, *HR LD BEBIT, BFAFOER
RHIBROBLNEELRREBTHY . TXTORENZEYT L HOTIEARY, £, B
DEVRE 2 BIZFH T 57207 T, &2 WIFEIRE 2 < 7217 ¢ PRO & #r L CRERFHM
WZHWOND T —AB RN A0, BKRBRO= RARA > hE L THWATZOIZIE
AT B BRI E R RO ERDIT R EPBRESN D MENH D (Z D7 vt 2% PRO
V= DNY) T =g CEMEATND), BB PRO Y — O F—3 g & EHE - G
92 72 DIITR B Z BN U2 BRIRE SN 2 BRIRDER L O I HEIZ 22 5,
A, PRO DBHEEICHEM SND L0 ICR o ma L D5 LLIT O X 5 e KN
EZHLD,
@ ERFRMIERODIIA
B DEEIREHN O 1 CRRIRFE R A EHERD 5 FE E LT, BEDIER, T THA
FHHOEBNRIEREZM A D Z ENFEHEIND K DIk oT2,
@ Y— LT D E S
TR BE L DD — % U, (SHENE, 225V 2R 5E3 5 ik
DEEA L CTE T,
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Q BESMIERMEE
EWR DT\ TERE ORI 2SN 2 BB S hvooH 0 | BE N H
53 B & DI D T2 D O HEH & b ORI ST #H~DOBRIUID 5 7 — AN 2 TE 72,
TRV BEE A2 K > TRODERO TN (72 & ZITIERICE T 2 i A
LiEfn, EHLAEMT D) HERkA T, BFUME D FIRIERARDOND K H I
AoV

@ FERFEORE
RN OIS — 7 > b =2 HE L o2 L, Hr el 2 £ rfAih o
B L LTORRT 4w FEMINT 5 2 & THEROFHEi ThHiLE Fr v 7
TURTLEORFETH - THEZ RS Z LN TE DR,

PRO Z 3R O F A EITHNT, BT, FARRICRESIND, Wb D
= RZ RRA V MEEERHME T 556 Tho>Th, [AKFIZ PRO biHliT 2 Z &
TERIZRUETE DIHFROMENIEN 5, BD Personalized Medicine % i8R 72 5l
fLER & KRBT 272 51X, PRO FHliOFHIT, BEF FEREIMLERZ LT-6TEF 1
HH LiLZewy,

3) {@pEESE QOL HEiD =8 d PRO™

PRO I%, H<L FTHMEICL Y DI NDFHEGIETH Y . MR LD iHBEHIC
BIFRIZ 72V, LanL7ei s, TBEBFIC X HEHEEM &) K B PRO 21D
PRVKIEEHNT & . PRO AR HERINE 2 oF W SEHinN & 5, BE O BB KE <
L, A EEANENE LICWIEB X, PRO OXRIZRD T VWEEZEZ LI, 0
RFW x5 L LT, QOL 3 5, 76~ T, PRO & QOL OREfRIZ, FHliFiEE LT
V=L L ORI RGO E 2D | BiFED PRO, %% 72 QOL Th 5,

BEEDEFRLE LTIE, QOLOAFBKRETH Y | BHEICH — I TWRUWER X 72 E
BOVFETLHIMETH D EE 25, QOL OHFIZIE, UL UIRANEBISORE R EED T,
WHWLEZIPNREREVSTEMEETEENLIZERH Y, BEOMEB L VST
HDOPMIITARZL TV DI KRESEELTLHZ2¢8H5, —H.QOL D9 5|
GO A D B VI AEFEMICRE LT 2802 Mo L, [MisERdE QOL)
EEERTDHI LT, MAER Bi¥%E) OfHMEICELLIHD %/ n—XT v 7352 L
NTE D, FEFRE QOL IXEHEL OKFMICI T 2 EERT U M ATHY | BE
HULERDIRE) ) & 7o T D, 1o T AIEFIZBWTIE, F5l7eWr 0 R 72 0ngGa,
QOL & 3RS E QOL 23 2 & &35,

PROIFIAS#E X D & BREAR N DOREFEIREE 2 K T HEFHERE QOL O 7= DFHIZ N 2.
EENNWREEED A I MEOF M2 xS LT 5 Z LnTx 5, Eitbaz XA
THER4DEDITD,
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B4 PRO(LZE) & RHEESE QOL OREFREIEH
=g  PROXRAAEEH AEE

EEZEMN-EE

ANEDGER

fE R FERBREE

R

fRERICREE
L7 QoL

i FR e

QOL

AT > — 1 & OBIFR TREFERIE QOL & TH % & ka7l RUE CTREM = 71
D2 EBDND, MBI L OIS, EEREE QOL IZRE < T L L, Lok o
RBICOEMIRE & 72 5 & O —fxAVBERSIRAE 2 CFEAICRHIE 9~ % TRERORE | L RFiE
DIRERLZEIUTHE D FEDIERORRE 27T 5720 0, DRE - JERFFRARE] (257
HT LI LN TE, SbIC, AMREIR, a7 7 A VRIRE L EIFIC S D RED 2
OIS D, T EDOIPERIOFHEE H OWNA 2 LU ICRHRT 5,

5 {EEEEQOL NHEE

A=A
IV R B
(DEATIOUNES
BAFIC L D
et B B et R g
QOL
(HR-QOL) e s
N S - ik A
5 SO R SN

® SEHMRE

BUFE R EE X, U 0 fERERSE QOL 2 GBI HIET 272000 — /L Th Y | #
Bl O— AR IE 2 D Z LR TE D, BE N DR N E CHRICHIE TE, K
BRI > TWTH A ATRBIZ 72 D
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CREIRE X, 707 7 A AR | & TRIFIC X 5 RE (Preference-based measure) |
D22 EIND, Tu 7 A NRREL, QOL OWRE % ke, A XL~
VAL XHZERTTITHT TR T2 RETH Y . (REMZRREL LTIE, SF-36,
Sickness Impact Profile, WHO-QOL 72 E 2036 %5, 412 L 2D REEIL, BERIERIC
DWTIED T 21TV —2 D85 M) TERIFMERETHY . ARIBRREL L
TlX. EQ-5D, Health Utility Index, Quality of Well-Being Scale 72 E23%H 5, ZiLH
OHFTH, SF-36 KU EQ-5D 2EFRAICHARBR T b S D, REHRETH
% SF-36 &£ EQ5D DZNENDONEROFFREAER TIZE L DT,

=7 SF-36 (FOT774A4IERE) & EQ5D GEIFIZKBRE)

SF-361D12)

B D
e

SF-36 1%, 1986 4F X ¥ Fjifi < 1172 Medical Outcome Study (2~ T
TR SIVIORERIEORETH %, 1990 5 TEE QOL W5~ &
V= b OFFBELTHRF SN, AARZZOTHERELTRML
oo TO7 BTV MZEY | EERRIERESES 2 [EFE R AR
TOFMEEE & L T—BEPHIND K HITkoTz,

fif K

SF-36 IZHESLHERIZ. UTDO 8 SORETHERIN, ZhbE NE
L 20D T (FREAIE, FEFRRAIE) OB FIRZEEL & K
MEVRHE O 2380 O~ U —RaTIZRIND,

SIRBERE « AT, BB A AR LY

A 2B RE (B R) « (30 AR 2B O H IR e
KOOI« i Fr DFRERZ DFEE
SRR RS - fERRIRRE DR

7] A& N2 E
FERAETEREE : FEPE=F L D> H

A EIRERE ORfth) « (1900 RS O LB R

. D ORERE  ARESW D D DA Y

® N o otk W

FrR

VAR, BTEE 2 %ET L7z Version 2.0 NAL WS TEY . BIZH
il Cd 5 SF-12, SF-8 LR SN 572 EREL L THREL TEXT,
SF-36 Jx O SF-8 122\ TiE, HAR S EOEFRAIC TERIEMEM) 23K
HHNTEY, ZhbOKE &k UEERIRREZ M X 5, I DI,
%k T 5 EQ-BD IZH 6D X0 BIFIC K A RE, T7eb b [0 HE]
EMHEN D B REICET 2 FiE bRt STl Hiks7n 7y
AN T-RHHGHFETE 5,

EQ-5D13149

15)

PAZE D

8

EQ-5D X, BN DA FEREES 7 L — 7 (BEuroQOL Group)iZ L Y 5 B [EGE
FIRFICBHAS S 4. 1990 FFICRE SN, Z0%, FERIMESIL. H
AFEMIE B AFEMR EuroQoL BIEZEBERIZ XL Y 1997 FFICFRE ST,

fif Rk

PFAEZL LLTFTO5HBIZOWNWT 32D L~ (HTEEDH, W O
HTIEED. HTUTELR, 12 L) THHlT HHEKE . KRB
% VAS (Visual Analogue Scale) (& XV HCFHlid % 2 S OmEKIZ 5y
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) NEHEND, 227X, 13 EOREIREE, 0 32 £T, A
a7 BHOBRIZIE, AEME CER LY ERRT SN TIEER] %
FWTHEE &, HAGEIRAE R H EuroQOL A TS MENTRD 5
T35,
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EQ-5D I%., EREFDREEBEHT27-0INTIHA IS QALY (B
PHEAEAFR) 2RMT 570, BBFIHSN TV LEHERETHY | 3
BX. 2005 ££725 2008 £ fH], #[E NICE O ERREF L THEH S
7~ QOL FHli R E D 49%7% EQ-5D Th o 7=, i hikThHHZ L.

EERHIBBELN TS Z ENBIH I TS, 243(35)E Y T
fRFERIE &2 TR L9 5 2 EITITIEHEAH 0 (ol Tik 3 BEPERR

M5 5 BFERA~OEENRLETHREFT S TWD) | B3RSO

IZBE L CTIE, 2 OFBIEO A THERH 725 2 T3 & 0 b o fdpERdE
QOL #Ffl & fLAA DOE TR AMICEHMET 2 Z ENEETH D,
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181531 D7 £ C 0D (8 DR R B 7225k 2 PETE S D IEIRICIE R A & Tz PRO RE %,

IR L THEBEN D2 BRE BIRW 2D FFEDOKRBICHT D Eﬁ%ﬂ?ﬂzﬁﬁ

PRIBFERAORED 5 VIR - TERFFRORE WD, —RICEFEOREIL, FEEFR
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L AR D D WITEIRFF RAVICHH T S N RE 27l ISR 2 58 03 % 0,
T, M BREZMD & T2 —EMOBRBIZIEW TR, EAIO EBAYEARL 6 2 ORI
FAN SN DRIl EESFIE L TORWIKE B Z, S HIT, EE@@E%@E’J%@%%%
EROBR O RETEE b6, JREFRA PRO REOBIFECEEARY BT
bIDEDITeolz, TV OMGRERD DT, efERELY bie L AKE
(ERFFHRIRETH D,

B O THERIERIRRER TR Sh 22 D2 VWIRERFER PRO REZ W<

D LR 5,

a) “BE T HFHERE

JEATENG LD —DE LT MA L IIARIEAETHZEDOTERNLEDTH Y,
FoEADHET D EIIRNER ST TH D, RAOREZHET D720, mM&§®E
AL BT K DRIE, BRI HE - BT X 256, EIC X 22 ARBIEIC
P72 2 OB RSN TE ), HBEBHIZL D52 BEMTIES 555, IEE
DEZARBEBETEDHEL VR D,
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VERRIIEL, BRI 72008 2 & BRI A3 B0 . TR D ERE LT h—& L vk
WIHBTRIND, T D HIRZRNE K OREMIN72E 213, 2 < ORBOIER & 72 -
THELTEBY ., WAEPEFROEBOGE, WAORELZFTMMT 5 2 & TEROERS
DUNIRRMEDSFE CE D, F7o, A, BEIR, 5 o7 ORRiEe e K& < Bbo
TW5, TRADPEROBERAE 2 5D HHEBICON T, TEROERZ R AORE %
BRIZHOTEMEL HWTPRO fHli 217> T\ bH Z ENE L, A0 PRO REEI,
%< OFEO PRO FHlIOREA Lo TVWD L FE X D,

VIR A B E G+ % 729D PRO Y —/L—E %23 8 IR,

£8 KBEERN)FEMRE : FEM FRE) SHERE-R

VAS1® 10cm OEMOLENZ, B<IRAEEURVIREE, AliE2 A8 L 5 5 BB O
(Visual e L, ZORMET, BENIEE L TV DRSO S ITITVLEICH 2 D
Analog 5, mbBESHOLND HIELEN, A A—VIELZERHELN LB H
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i are L eI P
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NRS® Tz 0705 10 D 11 BPFICT T, &<RANRVIRELZ [0), BOBEX
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Al G 5 2 & TR DOEERRIRHI R 4 X 0 (b S W70 A ARBIEAVEL P R R
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Z DRI A FEM 2 PRO RE & LTIk, BASDAL BASFI 2350, Wihb
B & BEOEBERGHE (VAS) IZ X5z AR DEIRETHL, EHH0
RES, AARGBHRBUIFEET 2500, Z7a— L) 2 MBI TE LT, EHEE
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2L D VAS NI W EMRESND L)k otz, BRIV L MICHEMEEMEN L L < 72
»  VAS Tl SN 5 BE B DOIERDTE > TV D2 S 0303 b LRTO R Th T
[FEfR) CHIISND T — AN Do b DN, BREENSITTNLE T —ANRHTL D
Eolthhotz, Zivh, PROGHZEET HHADE ZD—2LEX BND,

e) BEEER

MEIRFEE IS0 LT, LA PRO FHIENERIATON TE S TH 5, RED
72 PRO RJE & U CEBEEAICEERER CILH ST b PSQI X OVESS 13, Wit
BEAIZER O B VT H ARRERRDIEET D,
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FEARRHEIR O PROGHIIE, HEORRMED DL < O RENBT S, ZEERKR
R CHIW2 REDIFEHE(L D T2 d | BB Z2RF TN TWD, £OHFTH, 5 DER
IR A Y C-PRORNEIXEBRA 2B X ICHANSLRENL TV AR HTHDH EEZD
N5, REFEMZPRORE & LT, HADS, BDI, QIDS-SR, SDISS & W 7= RENH 5
(BEREIZOWTIE, £IZM), 2056, HRERNZm— L) X Mg sh T
WA DX, HADSK USDISSTH ¥ . BPLK O'QIDS-SRIFHEEFEIM N fE# S LTV 41T
LN BT, AAREROEEA R Lotz THE T, )OO T—Lv7 v
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A B — RiE, ERMEHEOHAM-D L WA U < EREHETH SMADRSTH Y . Zh

5 OFHlTIEIZ B ARD 5 DI OEIKEHE T A 7 A o THhH#EE s Tn%, QIDS-SR

X, 2D DERGHRICR D> THWS Z AL EIESNTZPRORETH Y | 51%
DEFRRBRICEIZIH SN D ZENTRIN D,

VL E OB ER R PROD— B 2 KIINTR T,

®9 REERHENRE : TOHORBREMNRE—E (1)
BHEAE - I
WOMA 2021 715 TR S NI TR EE 0 B O QOL OFHIRIE CTh 5, &

(Western
Ontario and
McMaster K%
Arthritis Index)

WS HA, ZhiEV 2HA, HAKEE 17 A OFF 24 THE OE R
B0 FHliTIE S LTiE 5 BERERTEA L, 11 BEREfS Rk & VAS 1T X D
FHIVERFIET D, 1982 FFITHHFE S, [EBIEREL LTl BI7E,
WOMAC 3.1 BERRRBR TIHH SN TV D, B HAGEMIFAFIEL T
WRn o To A3 2008 4F, H ARGERRIZHE WOMAC & U CIEEMERHm 2
W ST, ARSI EE 320 A Mo, EHFRESEE LT
UAMESHLTW S,

ODI229
(Oswestry
Disability Index)

1980412 % [E] Tversion1.0& L THEE S, 20004 (Zversion223 5%
S, RRECEVFIHES TV D, BYREEEOEMZEIZ L DA & AT
BEERE G T, BYE O I — LT A Z v — NiliEE WA b, BAIC
1F20034F K 20064 D 2 DD HARFERRAFEL, 7 r— LU 2 [T
RSN TV DAY, — T AARIZEIT 2 ODIERIEEESCIER#ICH
TG ITA B,

RDQ2425
(Roland-Morris
Disability Z[]

)

1983 1T JEE THHIE S, MW B E ORFERAGHE SEE LT WA E
NTW5b, BAZEMIZ 2003 412 3 DD 7 v—TF G 3FEMEI S, H
KRIZBIT DIREP S I N, BE —mnH s, Z7e—1)
A MR EN TV D, HARGERIL, BARERAEEESER, MR
INTEHY, REATHEOLNTAERIIIND OHUE & HLEFTRETH 5,
ODI & RDQ i, fHEIZEWHBER AL, EHLEHEHALTHRER
KERX RS, — I, X 0 1B o BEE O FR O B E T ODI 23,
BAEGNZIE RDQ DMEH S5 7 — A% 0,
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x9 KBUEWNBENRE  TOMOERERENRE—E (2)

A AR L5
MR R R R 2
g5 26)

(JOABPEQ)

2007 4FIZ A ARSI RS (JOA) 12 KV BRFS S A7 i skl — L
Thb, NWAMICIE, RDQ & SF-36 DNAIZ VAS Z#8bH 7=l
DET, KHEAOREASDTEBE L -HEEOFHEXZEE L, 0%
WUPEBRREEL T 5, ODIX° RDQ % L Vb S¥, 2 DR S &4
) LOBRR SN TERY M~ OB B IXEERA 72 FEHE IS W TER

NAER - BT 7

BPI2728)
(Brief Pain

Inventory)

JAADIRSITIMZ A HEAETEICED L DITEEL TV D NEl b
PNTT DRI — VT AR, MR DO T2 DITHER S 72y, BUET
(T FEIEIR DT < MDIRBORAZBEH SND L) i2keoTe,
BPIIZ56MHHIC L W S v, Z o5 TH 2 BPI-SFIX155H H THF
iS5, HAGERIE. PR O35 TS M F I S, 7 r—
WU RIS TEBY, STV D,

EORTC-QLQ2920
(BRI 23 AAFTE ¥
PErAE-QOL H [

)

BRIN 23 AAREZE « 15ERERE  (European Organization for Research and
Treatment of Cancer) 7% 1986 4 X 0 fFt A4 B4s L 1993 FFIZFHE L
TR A 1T K 2 ERIRER © QOL i+ 2 72O OEMZETH 5, 30
HEOE L 72 5 EMZECTH H EORTC-QLQ-C30 (2 2., & FiE 2R
DEY 2 —PEEL LB IN TS, C30 O HAGERR TR, L
72 E RN RUMEPHER SN TEY e — L) 2 MIGEH S
TEY ., BRRBRTHHINLTWD,

FACT-G3D32)
(Functional
Assessment of

Cancer-general)

FACT-G 13 1987 4\ K [E THI% S 7= BE O RS E QOL Y — /L
T, HRm, RERRAOERE, fham, REIERB 2R & O NALREE & ER
(L, THl, BEEL R, KLz E) Gb¥T 27 HAOEME)
DAL S AL, SAUCHIEIC X 2B TR REEZMARDED Z LT R
A QOL BFHi TE 5 L 917> Tnb, FACT-G HAGEMRIX, 7 v —
SNV Y A MIGEHSHTEY, X T, BMTFREE LT, g, B
e, BiEE. RISZAME 70 & b RE S H RGBS FIH FTEE T o 5,

CREMEEHER. BIE

)93 F

BASDAI33)39
(Bath
Ankylosing
Spondylitis
Disease Activity
Index)

SREMEFHERCHE ) v~F e Licfibhd PROY — VT, ¥
FRER ., HloZ b5 o0ER (EMEE L TIX6
D) 1DV T, 10cm ® VAS # AW CTHEFENH CFMEITV., £
DFERZHERICHTEDTRaTIbT D, BABICHR SN
BEMEIFET 28, BARERE LTZe— v 2 M I
NGAYIAN
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x9 KBUENBENRE  TOMOKRERENRE—E 3)

BASFI3335 BASFI ¢ BASDAI [Fl £k, MEEFHEXSCBEE U v~ F 7 Sl
(Bath bisd PROY— /T, HEAECTCOBE - IES) 10 HBIZON

Ankylosing T, FOERETZ 0 EZEFEDN 10cm O VAS Z VT H il
Spondylitis L. TOY¥EEEHH TS, BASFIIZ-oW T, HARFEICHR
Functional SNTZEMEBEIFET L0, AARGERE LTI Z7e— v X b

Index) (ZHBHL S AL TR,

REAR

PSQI3637 19894 |Z Pittsburgh K TR 7 S M7= MEIR OE % [ 9 PROY — /L, it
(Pittsburgh FE1H HOMEROE %M 5 A iR AERZE T, 195 H OFEAFIHIZ

Sleep Quality
Index)

AT, BHE OMHMEB TR SN D, BARGER? 77— ]
A MRS TV D,

ESS38)39) 1990 A —A T U 7 THFE I, 1997 FIZHFT SN2 B H ol

(Epworth EORKZRETHRET, 8HHANLR D, ESSIE, HE MR

Sleepiness BFEEOHA R4 ZBWTHRKOFHIZH A5 2 & ARHERE X

Scale) AU, S E CREIREE & OFHMIZ IR < FIH ST D, HAGERUL.
HARER 25772y, MEIRRFEEREE BRI B3 D MEt B S b &Eita
Z0F . RHEOHESEAEHMEE Sh, Za— L) 2 MO ER TV,

O &5

SGRQ#041 1991 4F, DE[E CTRA%E &7z COPD (281} 5 R B B Y 72 fd HE B i

(Saint George's
Respiratory &

25)

QOL FHiRE THh %, fER (FFRIRRAERIC K 2B OFRE) | 16H

(PR 2 R B L 2 L TR U OB Yo S T B 23 [y S D FREE) | % O
RS B R ARTECERE RIS 5 2 5 0 EE - AR o 3 . 50
HAOEMO LR SN D, BEOREIX, 005 100 DA —/LT
A a7 L E L, 100 (T b EVIRILZ 7T, SGRQ 13 COPD DT
IS SN TS DR TR, KBNS, FRRHERE 72 & o181
I PR FR C b M MRS RGE ST\ D, B ARRERRIZ COPD 3% T
OIFFEME - LU HEORFRITDIL, Zr— L) 2 MBS T
W5,
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x9 KBUENBENRE  TOMOERERENRE—E (4)

AQLQ43
(Asthma QOL &

[H125)

1992 4E K ETH%E Sz B > QOL FHBRE T, BRI MU A ~
42— TER SN, BICHCRAL X EZRY, PRO & LT
% OfFHEME, ZEMPBRFIESTWD, e TTEEhHIER) T )

MEREEAM A~ D FEE] O 4 5OMEKT, 32 HBDEM» MRS
Do AV PF T HEENHIBR ] O CHERE (IR EREH 2 8RR 5
DIZxE L, 45 R AL OERBNA % [#H7E 7 Standardized version

(AQLQ-S) <. 4 fElkA 15 M A OERIIC NG L L 7= Mini AQLQ 23
Ho, AQLQ XTNAQLQ-S & b2, AARGEMRN 7/m— L) R RMZ
R SN TV D A B3R TR S o REEAY B R AN O SR E B IZ 2
TORWEDERLH Y AAMA Ol BRI R EZBEET 28X 1 dH
Do

BORG Scale4445)
(BORG
Dyspnoea Scale)

R R R W DAL EZE T, Borg (2K 0 A U P F/LRA
1970 4R IZBR%E 4, S RARAS 1982 4F1Z Modified BORG Scale(mBS)
LT EN, BEICSI DN EEA B D 10 ETHHLTT v
H—aR_A v NEElT, &RA v MEITERBEEEZ AT 5, COPD
PREHM & U CIERESL S AL TV D A3, i O PRI RIS |2k L CUIFse s
DIl ABREICHBMEGEEEOFENLETH DL, HARTHIAL
HANONLFHMI TH DI HEADL LT AARGERIZ e — L) 2 MZ
B STy,

R (3 DEREFDID)

HADS46)47)
(Hospital
Anxiety and

19834E I E TR &S 7=PRO T, BF H O ARG E |z 1%, 5 o7
HE, RLETHHOFI4EERH 5, A CHASND Z &NV,
DN AR OREHREE 72 EIRWVAY B CIE I STV 5, B AZERRI S fE

Depression BB MRS, Za— L) 2 MBS I TWA,

Scale)

BDI4949)50 D ODFHM A 77— T, BeckiZ &V 1978F MR AN TE S 7=tk
(Beck 19944E122nd Edition & L CBDI-I1 ¢ 2o 72, B —1ER & F KA R 2
Depression AD2OD RKAAL G725, BDIFIISEE O BHAN & KE A OE
Inventory) WaEBZE LG K A ARERONY 7 — 3 VOIS H M, 71

—/L Y R M2 HARGER OIS e o Tz, —J7, BEFEMILE Y 2 K
2 SN T e, 7ok, BDIIORAE 25502 LTz B KB ki 2
HlE, RO FT ) ITKREREREDR AL, BFIREETH-> TH UL
DAENAATIZHED D Z & PR S,
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x9 KB UENBENRE  TOMOERERENRE—E (5)

QIDS-SR51)52)53)
(Quick Inventory
of Depressive
Symptomatology
-Self Reported)

2003 K ETHYE S a7z 5 DIER OFHI A 7 — /LT B EEITK(E
FEAE AR E D DK D IR O W L EDSM-IVIZ 225G Lz
9OD RAA Y, 16 HH THERINS, QIDSIZIE, BHFHH MM
3% Self Report it (QIDS-SR) & [EFfi 233l 3% QIDS-C 3% » . PRO
X SR DA TH 5,
ORI DAL o — RiE, BRI A R A o TH#ER S TH
% HDRS }xO* MADRS (W31 b ERFEAE) Th 5723, QIDS-SR X
Ihnlicfbo THWS Z EMNAMRE L FZEES 7= PRO TH Y, 5%
DERARBICEICPH SN D Z LR PS5, QIDS-SR i BDI-I
72 Eftiod> PRO & bl L T,

© 9 OJER OB DSM-IV © 9 ITHH ICIEMEIC —FK LTV 5

< T I —RA 2 FSHIRE T, SEIR O SEEE & EIEEE O 7 O1F 3

/ohd

+ S ARFR A BDIIL 72 oo REE L D S0

- PEAR, HEAETEOHEB A S E T, BEEREZLCT

- BDI-II 22 Ef o RJEE L B7py | fAFFER L CHCHEERTE 2
EWVSTZRIERH Y EERAIICIASIND L9 IZoT&E T,
A AFERR(QIDS-DNTFTE L, (Bl & SRR SN T D03, b
T2 BITOFALETH Y . B RREEIZIZE - TV, BARGERUE
ra—s LY 2 Mg SN TR LT, 20— T, MEREWRIL S 7 —
2V A M STV,

SDISS54)55)
(Sheehan
Disability Scale)

19814E(ZSheehan!Z & » TRH¥E S - EMEE OPROY — /L Th
D, RN=v 7 K&, B, 2oL Vol ERICE Y AT 50, e
A FIEETED 30 R AL KT DO EE 2 A ikl 5 72
DOEMETH S, 4, BRRBRICBWTT 78R & 02 EE S <
BHTE2 L9 BRENTERETHY  ZEoHGIZIXZE A SRS
A, EERRBRICB W OIHEBICRA S h WD, AARRERIZZ 72—
SNV Y R MRS TN D,
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3. EffiEBEFTMMDERADHSH PRO D EEM

B H I X DRI AR 2 I H ENDITHE- T, R LRt % Tdh - T H ERT & B
FICTHEOER S D Z &, TOEMITEZERT DMLV oToZ R, e eRETH L
HBILD K DTl oTe, AETIE, EMEBEOFMIZENHY . »OBERHD, T72
DHEPROGHEN LV EHENDIRETHDL I EERLIZW DO ERY BT
BT 5, ZIHOTCRRE OB —E A2 FE 10 12T,

ZNHDEINE DD KT, EREFIT2I2H720 , BEOFZ ZHEHETNE
&wokxgﬁmﬁfi@<\i%o%%@&kwokﬁﬁwas\iﬁ%f%éPM)
DIFNEVENTND LD Toplifif b A bav, BERFHEY —/L & L TOZT ANLVEED
+aENOOH DL EEZ NS,

20 [EATFFA & B2 R O T B 5 SCk s o060

<FLDS A BRI DB IR R > 50

“Validation of the Patient Neurotoxicity Questionnaire (PNQ) during taxane

chemotherapy in a phase III randomized trial in patients with breast cancer”

(Shlmozuma K et al, San Antonio Breast Cancer Symposium (SABCS) 2004)

CRUUERR, KA R AR R U SRR
FLIE B OB ARG R BR  (CSPOR N-SAS BC 02, N=1200) O T, K
fife 2 (CIPN: Chemotherapy-induced peripheral neuropathy ) O FEAHIZEI L |
PRl & B K DRl OZENHE SN T\ 5, BARRER CILA ST 2 [ERREEA
Td HNCI-CTC (Version 2.0), HBHIZ L 55172 B CAEAlCTd % Patient
Neurotoxicity Questionnaire (PNQ) &% U3 7 — k X3 TV % Functional
Assessment of Cancer Therapy-Neurotoxicity (FACT-Ntx) Z7Fli L7 & Z A,
PNQ & FACT-NtxO MBI E <, 26 DOREEIIPNQ & b < . NCI-CTC7?
B CIPNOFIE, HEICHOWT, EAGFHEIIER S HIE SN HEAICH Y | &
FAHG D2 S PRI ST,

<D ABEF D QOL FFAf > 57

“Assessing Health-related QOL in palliative care: Comparing patient and physician

assessment (Peterson MA et al., Euro. J Cancer 42(8) 1159 2006)

| BERIENR 853 4 (o~ —2) &AL LT, EORTC QLQ-C30 L
T Health-related QOL (f&5E9:E QOL) (2% % Al & FBg O FEAm O AH [F114: 2 fif
HrL T2, 13 HHOIGHRIZI T %) OFHl & iakt 218 U CORHii o 5 T, &
AREEAG & BERIM COAERZ I L 25, MBEICRKRERAENE LI, ORI,
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 Physical and Social Function % < 4T D fHERE QOL Ok (Domain) T.
PR O RIREES & OEIR A3 BDFFA LTV 5 2 & AR S e,

<SLE f&H# DAERFHA > 58

“Learning from discordance in patient and physician global assessments of systemic

lupus erythematosus disease activity” (Neville C et al., J Rheumatol. 27(3):675,

2000)
SLE 8% 154 4 % %747, [EAl & % O Global Assessment D% A L7z,
H& LT 10emA 7 —/Ld VAS, HAQ, SF-36, Systemic Lupus Disease Activity
Index (SLEDAI), the Systemic Lupus Activity Measure (SLAM-R), Systemic
Lupus International Collaborating Clinics/American College of Rheumatology
Damage Index (SDD % %}5 & L=, VASIZEWT, 2.5 emPAPITZEN 720 EHE L
%A, EMPBRE LD EIE & A TWLHIIRIED 6%, —HEREOHFNEL FF
(i Lfdﬁ'J T 16%IZ#E L T e, £72. SLE OHETT - REEOFAMIZI W T, BE X
KO REHRRR LA . RIS AR (WERRY) R Z FEmIC S S E AN H D 2
L HERR S T,

<V U~ FBE OERFEA OEy > 59
“Discrepancies between patients and physicians in their perceptions of rheumatoid
arthritis disease activity” (Studenic P. et al, Arthritis Rheum. 64(9), 2814-23,
2012)
I v~ F (RA) ONIHCBNT, HEEEINEE BE [ G055+ 5 LM
(PGA) & EBIC X 24 (EGA) A LITLITRERVIES ZLi3X<mbnT
W5, AIFETIE, RABEDaR— b7 —2 &2, ZOER & BEIC X D3
DIEHEPMTIZHR L TR 200 EMHT Lz, TORR, sHlICEEL T, SF 1L
LV a BRSSOk L, ERIZIERBE%L (Swollen Joint Count) % LV &
B DERRAH LN, ZOMENDL, ZNETHLEDLITND LD ITEE DR
WX LT, ERNE/ NI DI H 5 Z LAVRIR STV D,

<HL Y U~ FHEIEO IR > 60

Relative importance of doctor-reported outcomes vs patient-reported outcomes in

DMARD intensification for rheumatoid arthritis: the DUO study

(Dougados et al, Rheumatology 52 (2) 391-399, 2013)
Y v~ 1107 Hl A AGIC, H1U v~ F % (DMARD) OHIR L. [l B&Z
NZNOFHM & OB ZFH4A L7z, ERTREmIEEICER - HIREIE% (Tender and
Swollen Joint Count) ZJtlZ L CTWHDIZx L, BE LY U~ FIEIRDO ARG
A A EE L LCH 0, FERERIC DMARD O &Ikt U CRE T O J7 A3 FHBE A3 &)
< WRIZEZFOFAICIVKFEL TS Z LdE Shi,
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ZITEVHITEFRLSMNT G, EAf L BE TOFAMOE I LU OIS 1
HEWE WS T2 Z LR LIEBRITILFINGZ L AL TN D,

— T, FRIZEENRR OGNtV bBA IS, HEORBAMEZ K
SBHNIRNT L 72 KR A OFE S & LT, Evangelou 5%, WiEHIZENH D & #HERT
ERMoTERERDOTTND 6D, b ol b, HEPIOREBRICH T LMEDITL DENKE
W2 EMND, ERBRWEREROT LI LITH LN E VWSRO BET HLEND D,
Weo T, ARERDIMAEHOLENDH LM, WHOEIIHT D ERSLEELTED
PR TIODOHRE Vo722 & AT LT, BRI DIER O, R ER,
7R EDIADEDRREDEEN o > Te D E il T 2561013, HSETERENRED LD
WU DD EEEIEDL L Vo TeB X ZASHLED T BERND L L IEbis,
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4. PRO B EHARSAUEDEEDESERFRR

AAIZBW T, BRRBRIZH 7272 PRO 20 AN DBEOKRGIER . MatHE, ¥
BEREREICEAT LA R4 L FTA LR, —JF, BOKTIEX, WinhoHikicis
WTh, PRO 280 AN H 7= 25 Ml — VAR AT B0 EFIES 2Rk L= A
FUANRBHY . IHICEXUTINZ TRETIE, A4 hroFiz, PROZDOH O ExHRE
LCRLIETAFE L ARD D, LLTIZ, 2O A X ZAOIK A2 7~

1) US BIEiEsR %

US FDA T, REOFRMNLFITZONE LTINS 2 Z L2 HIYE LT PRO §Hfi &
THBORE S % F LT, "Guidance for Industry: Patient-Reported Outcome
Measures; Use in Medical Product Development to Support Labeling Claims (2009 4
12 AL LT LTS,

k5L 72 D DI, Label Claim & 501 2 KERA SCEIZANL D 72D PRO #Hili D
H LD D HHL PRO, BEfF PRO ¥ X UBEAE PRO DEEIEIRO W N3 556
IZBEWTH, FDAFEEEN ZNE ED LY IZFHET 202 RT 70D A X ATh D,
ZHUC LY HEEE & FDA L OROWi#E 2R MIc1T > 2L, FDABFEAEEOL E2—0
RERZ LT 52 L, BEOHADOEKREREZ AND Z LNTED LW 3R
STV 5,

FT. IRRAEKIET 51CH720, PRO % Ll HMTHERAL L 5 & 2EH I, BE
£ PRO Y — /L Tl 72 & OBFAET 20 E D A A L, AL LR WIGAIZIRY |
FHL PRO Y — V2B T 5, ZOBEOEUIMEOFHMEI & L CHEREHE & LT,

O Y=L OR B, HE R SHng)
@ BEEOHHA (B2 & 13, E S 28 4 8k (Domain) . & 512 H (Item)
(2 & Lidd, EAES & TG OBRZ AT 22 L. X 6)

6 PROY—I/ILOBMZDOREAERE

Item 1

Item2 — | Domain 1
Item 3 — | (FAER)

Item 4

EXLN AN

/ (7 = D3Rl 9 2 et G )

Item 5 > Domain 2

Item 6 ——» | (A
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@ WEROZUME MEMSZ XS HHEE O, 7 — X2 WEEFE - > — L Off
M, BRI, BIEECHERT 2 REORIR, #@MAROBIACHI, B o
R, 2Aa 7V 7o7r ) Xa, BEHE~OAH)

@ ZOMORPERE (NEOZYUEDRHENL ST, RO X5 72IE FePE 2 et
TOMEND D FEME. MRS O, M)

R EOBEEIRRD BB, TISDY — L DOZYE M EDORHERIEEN, Whip BN F
—variEbdbOTHY, V—LORRBICEEL TX, ZORBOREEL AT 5
ZEMEFLWNEEINTWD,

F 7o, EEMOBERFMICEBWO T, MAErRER (Pivotal Study) ORIIZY —/L23
MESLSNTWD Z ENEE LW, BRI S Y — /L OBF MR D Hiv, FDA
& PRO FHMY —/VICBT 2 ik e TEX 7200 D479 2 L 2D T\ 5,

E5IZ, PROICESLS T v 20ATIE, BEOIERICET I EZRLRD HH
FLOBEREZR & 2 A TR RE DHEFT 7 EMBEIIC K SEIRE R AT D LITE ARV &I
HETREThD, ZRMICEAL T, BEERLZEMICHETLIRER D5 R Lk
DIERSCEE DI E S TWIUL PRO IC X AT A At o &b, 7272L, PRO
O B, FBESNTOWRWEERZ S TERWAfREE b H o720, — iR s
PO &2k % PRO TiHEi+ 5 Z LIFE LW LICHEETRETHD L ENTND,

TAZ AT « SFEOEBIZHOVWTHLERLTEY , BEOULLSIETEN
AT U CHAR SN TG6 . Bz ICBiR Sy — Mo sk TRIRR S iz 54,
WTNOEAETH - TH, IBRIKEE ITNEOZ 4 M X O ORERES VT B [A
HETOHLHILERTZET VAZRMT L LD LN TN D,

Bri-72 PRO 23> —/L & UCRHI S A S ATREZ RIS 72 72 & LT, FEERDLR
KRR CHIHL PRO AT 2 LIckBWT, £z, ZORREEONT-HIREZMERT 5 E
WZBWT, LTO XS REERIRINTND,

B LIS S 7z PRO GHIiIE SA 7 AR A0 0 < BHEMEICRIT 5, BM

PEOREPRITIERICHEE R ER L2 D,

REBROE 2 AT 5720, PROICKHHELEZTFIEZ 70 b a— W+ 52 L,

KPZERR O TI2DDOIIRT 1 7T MU L, WRe2RY KA O3, £/, 1R

B 6B L7254 6 B o PRO BTV k) 5 2 &,

VAR — (B 2EHRTDHEEE. [T o h—T7v—F] 25D, =&

Z X, RIERZxF LT PRO TL AR F—2RODHIEIC, BEAGEICL D RET

Y= REEHWDN, T —E L TH0%D=E Y — REOD R ENREZ LR

B, TOBE. T v —& L TCORY M & BHIEGREM T35 2 L Ein b s,
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FRRIERO RV NS RIEEOZETY, MEFFIAEEINREND Z 0D
72, MEHERABEO AR IES P LEFRERET D 2 LT 5 Z &,

DA A RAHMRY . FDA ITRERA DR (Symptom) % FAli+ %> —/v
& LTPRO Z WO HEIT, ZOfHlifE R4 Label IZFe#iT 2 & Vo722 &2 EL
TV &b, f@EREE QOL @ X 5 72 £t/ PRO FHLAERIT. & F 0 ITFFRMEN
7o JKFIHTE D Z Evn | Label ZRDOXIRE L TIZhRnWEE X TN D,

B PRO Z 8D Y —/ & LTHIIT 2 2 Lid, £ OfHliAE R 2 Label £RD
MBEOFAWMEHEITLTH, HERERL RV 556D EEZ B, #Hilz/2 PRO Y —
NVEFHE LT, B, ZNMEomWY —LE LTREET A Z ik, BENEN, 20
KO — B DT A X A L LT, FDA |4, ”Guidance for Industry and FDA Staff:
Qualification Process for Drug Development Tools (2014 4F 1 A) &AM Lz, Z DA
A H 2 ATE Y # D Drug Development Tool (DDT) & L Cld, /A A~—h—., [
JREEAT 5 7%(Clinical Outcome Assessment: COA), EMET LD SFEEHH D, ZDH 5
BRI FEAT 715> — L O BRFE A, Bkl PRO BHH DERICEH CTE 5, ZOHA ¥ AT,
BIHIBRRE Y — VA BT HERIC, ED XD RFNAT, FEOFAITM 2 5 DM LT
% (Qualified DDT) LFEEL TV NERLTWD, -5 T, Qualify D7z DI
RIEROFECONWTIT, ERINTELT, A X AP TH, PRO I LLE R
BIZHOWTIE, 2009 4F 12 ADOHA X 2B ET DX HBD TN 5,

HA X A2 L X, Qualification Process IZLL F D X 5 22 FIETITHOND (X 7).

7 New DDT BAF D =& D Qualification Process

o Letter of Intent (LOD % FDA IZ#2H L, K7 & R |
Initiation Stage A B Yk é”@?ﬂﬁ‘ 7

S I -
Initial Briefing Package % {1 L FDA @ Qualification
Consultation and Advice Stage Review Team (QRT) & Wik, 4 1% @ Qualification

FBEIZLBERFERL T 0 22 RET 5,
L L B " 0 e »
F—R ERBE%, Iy =R RSN, BED

Review Stage FERL, Y LW S DDT (%) & LCy=>7
WCABREIND, T U w7 aRXy e, w&kEd,

ZDTA L R XK T B RBWET V. Ao A~ —T— BRRFEAML AL 4 04
DEAFEIZHN D 72D O FNED AR L S, BAFEICER L TARRIZ2RBRICA DRI, Hi
R =N~ PS5 DY A7 R TE DN G E -T2 EA D, £, D
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HA K A%%F . FDA Center for Drug Evaluation and Research (CDER)»D~ == 7
/b (Manual of Policies and Procedures) & L T, Drug Development Tool Qualification
Programs 7% 2014 £ 7 HIZH ST\ 5%,

S 51T, FDA IXEIESLBFE & 1T0I 0 BEL T, 8 LW eIl &R Y — /s 2T
FE LA DS ERRNCERET S 72, "(Draft) Guidance for Industry: Critical Path
Innovation Meetings (K< 7 b, 2014 4F 10 AV Z/AFK L7=, Eit® Qualification
Process (28 E7EA - TWRUNY — LA AL DOFFEFHFEITHNL DO TH A 5 FHEDH
W7p 8% FDA THEE L2 HHED 572D, ZOHA X AIFHEND, A X
ZAHZ, PROICEHT 2L b H 0 . 4 < LWERRGFH S ME A M Ft4 2 BRI, FIHIEE
i O BPE T, FDA L DR 2RI D Z EAMESN TN D,

PLED X S 7 iA & A% L, 2004 12 FDA 23 L7z Critical Path Initiative O 7
FPEICIR > TH B H SN TEZ b DO TH Y . Lk, FDA I38#H PRO BAFE D AR —
b2 G T LWEEIR R FIESY — VOB 2R B L LE D L2483 50 0b
5, FDACDER OHiZ% & L 7= DDT Qualification Project ®—Eg & LT, BIRfA T
WAt O 7272 DDT OWNRZEZ AR L TV D, 2014 4F 12 ABHEOWNRE H 5 &, DDT
ELTHREI SN TWD DX, EEIRICERIRFHEY — B2 N2 E3bnd (F 11),

x® 11 HAE. FHMEAETT L TLVS DDT Qualification Programs —&

DDT Qualification Programs
NAF~—h
v BT T L _ F R R A

Initiation Stage 27 5 1 21
Consultation/Advice Stage 52 3 20 29
Review Stage 4 0 2 2
7rt Z#& T (Qualified) 5 0 4 1
&t 84 8 23 53

it : FDA 75— 43— Drug Development Tools Qualification Programs (2014 4 12 A 4 H¥ifE)

2) EU BEE [E#R 65)66)

KM EMA (2B TIE, KE FDA @ X 912, PRO ZE#EXS & Lc@ETA B
W, 727l Bl A F AL LT, LIZLIEFDA ® PRO OH A v A &kt LT
RoNTWBTA XA, fFHERE QOL FHmiZRE 3% 51 & A”Reflection Paper
on the regulatory guidance for the use of health-related quality of life (HRQL)
measures in the evaluation of medical products (2005 4 7 H)'03& %, RKHA X A
%, EERERSE QOL ik &V o 7o B34 SmPC (BRNBL L RFAAREE IRAH S0 & ARk
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DFNN) IZFEH L 7o & & ORE A, BRKRER CHEERH QOL Z3HiiJ 5 RO EH
W, fEATICBT ER (ZEEOMEAEZ LTV, KPMEOH Y, Minimal
Important Difference (ZfFK S 415 FIRAVEFE & OB &) it STk » . PRO
DL WEAATRRIRATA F L AL 7o T D, S HIZ, HE TBIEMEOEVRBIZB
TIE, FrICfERERSE QOL sl oML NEE TH 2 S A2 L T\ 5205, [[RFIZANA T
A2 DBRD B BRSO QOL U RITZIF AN bRV E B LTS, £/,
HEEE TRINGIEDNLEREBICI W T, hF & G2, ZeEIZER RN WG
b, fEFERE QOL IZxt L THLOEEAI L VBN TWD 0 E 9 3@ L 7 5 Lt s
L7 EFERE QOL OFGENS ED X 5 e —ATHIRF SN D0 SN TEY |
BLERVEV, S 512, EMA T, f@HiBiE QOL O ML, HIRDEIR % 595 PRO
CIXER Y | ZICRATHECTH D Z & ORI HE A IZER LT O R BRI DMEL S
NTHY ., %th) PRO FHli B RIZEER 72 FDA &38R 722 5280 Mabiv s,

FDA & EMA ® 2 5O A # o A% ~_% L FDA L PRO &\ 9 Ml FiEICER
LTHA XU AERET L TND01IZx L, EMA (X dRESE QOL &\ ) ikt R Iz E &
ZFBE, PROZDHDITITRERERLZEN TR E WS TR OENA 5 b
Do

Fro, HINZIRWT S, KE & [FER, FTFHEY — /L% Qualify T 272D A 2
A “Qualification of novel methodologies for drug development: guidance to
applicants (2009 4= 1 A)" 0N Afi STV 5,

KRITA L AN T~ — D=2 EGOFT 2k - FIEEHBEDPRARDLEE, £
DOFiE% Qualify T 572D DM ITA X A TH Y, FDA 7S 2014 FIAA L2 H
AXADEREHLU LTS, ZO7 v R T 5l s, FDA SHEEILTEY .,
LA FDANEMA O7at2A52HE Lzt EBbhd, AL HEOFHMEIZES DL 5
FIERY — VOB EXNGE LD THY . FHilll PRO ZBR¥ T 5B & FIH ATRE 7R
TrtAThHDH, EMADTA X ALK D L ZIVE TILITHONT Scientific Advice
HIIFFEDO M B OBRBIMHET 26D TH TR, 2 V=T A Xy MU=
Public-Private Partnership 72 E'1C X 2 H#lEHI 51EZ O b O DOBRRICE S A2 & Tl T A
HAL L TAHMTHD L LTS, ZDOFIAOHENE X, BN CHMP NIZ, ”Qualification
Team”MMEAN 4L, 9 TITHEEE L TV 5 CHMP @ Scientific Advice & [AEED 7 &+ A
TRl SN 5, MMz T, f#& O Qualification Opinion & 72 HHNC, FDOMOFE=a I =
=7 4 B OERZILL KD % Public Consultation DiRfE %% %, 7235, "Involvement
of Other Regulatory Agencies” DI A 5% (T, HFEH D3[FIRFIC FDA 3 LU PMDA & [Al4k
O7avAEZWHAREEEFS L LTS, ZOHOKREZIZIE, #EF., FDA & EMA IZ[F
R B LIAD Y SR TIE Mg 217V, HEEE & FDA, EMA O& RN FRETH
D, BB B ABRBRLND LEID TN D,
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5. PRO BA:EEHRICEE T DR RABRZ T —AIN—XDRAE - & HT

FRAGRBR O Tl b e % LT Bk T — % X— 2 Th 5 ClinicalTrials.gov & f#1>,
(R L DEBEEMN ) ICER LB EN P OREEBINTWAENEZTHE LT,
T =B R= BT DRBELHIL T O LB & L,

a) 200541 H 1 A5 2014 4F 12 A 31 A F CTICHHICBER S Lo RBEHmE o
C. Interventional Study (Jr A#kEk) T, 222/ AD%I5 & LT Drug & 5\ %
Biological & it#i3d 5 & (Device, Behavior, Radiation I%&4})

b) #ZEMFEL LT, Patient Reported, PRO, Patient self-reported, Patient
Handling Questionnaire, Patient Satisfaction & L. ZH 5D 9 H oo H
SEN, PHMIEH (Outcome Measures) ([ZE& SN TS D,

703, PRO 7l 2 B RRER CHW T WD E 9 i3 5720 i2ix, 515 PRO
V= V& BARBCHIE L TRZEEIT ) Z E N TE ISR ZRFETE 528, T3To
PRO YV — /& /N—F25 2 LIFBENICNETH D, TORBMBEMEL LT, MRS
BN RLIZE DT, =2 RARA > ho#EPIc, BEOBEREGHME, A5 O FBHGHE
Th oL TE oMBEMBEL AT RBRGEZ A L Tnd, D7) 2 ToD PRO
FMRBABLENTEL T, LA, YA OfFEH L U CHEBETM, BFmE L V-
7RHEZBER L THOW R, PRO BIEREEE LTS T2 Z LI ET D4
BN 5,

WRER G )l THi S S AU REIRRABR G R, ST AFIER —BT 2 2T ORKRHER
DDA, SRR RER I8 1k, F—Z 1T 48,637 iBRdb 7=, TP T, MEREK
fEb) Tt v b L7ciBR (LLF. PRO BHERIRERER) X, 1,354 BRATH 57, 4 Phase
DOWNIREF 12 18T, 0D LB X 912, PRO BIERRBRIIFIR OB 2 D12
P> THEZ DMHMICH D Z &R ST,

& 12 PRO BERRARFER. MRMEGRFAERD Phase AR

Phase 3 | Phase 2/3 | Phase 2 | Phase 1/2 &t
PRO B8 i R ek 752 51 489 62 1,354
ot SRR g R S BR 17,649 2,478 23,472 5,024 48,637

) M, 201542 H 2 ARFAICE T D Clinicaltrials.gov D7 — A_R— VB GFEINTWDL T —
R—=REFKISETo 7,
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PRO BAHE [ RARER M O Gt B REBR O -4 OHERS 22X 8 17”7, X QAR IRAGA
BRIZHR$ % PRO BERGARRBR OIS, FHICR THIREETH Y, ITHFFFT PRO
& D WIEZE OFRIRBL A R LB I L T D &0 S I SR> 7z,

X8 PRO BEERR

_ 5674
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mmm PROBEERRIRGAER (EBl) —o— X RIERIRFER (B8

PRO BIEERRREBR OB S L LTI, BADERDE L. FOMPER LS,
RETOEANE L b (K9),
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& 13 PRO BERRREAER O =ik i 5% D s 53

ALTAH | FETAIA | RN HA | 770 L7y 72| Ry T | 4tr=y | 7708
841 166 575 98 232 153 129 160 87

FE 134 Hds Py C IR & L TR R S N R RS, SEBLFERBR b BT,
D /77 EARZRCER, B8, PEE2ERT, 2 7 7EeTE2E0EY v Mgz R T,

T A SOMEAR PR & Vo 7 BB O FEFF CUART &L 0 5l S AT E 2RI A T, T
1EE DD S D WDIFRE R REBIZB W T, B OEEFHIAER STV,
Ji % Lo AR & 2 WIS MHARRCRIR ., B RO b OFRBITATRET 2 ek LT
PRO FHliAMEEH STV 2 BRI & DR & 2 &R LT, TRAITHEE . D D,
VAXRUT | N—=F Y o BIZE L OEHNRAR LIV, 72, PRO BEERKFERD
7'vm ha—Hiz, {TEfEE (Behavioral Syndrome) . [###&f#E (Mood Disorder) %
wfg & LB Hip % < b= (X 10),

10 FHEH D N IFAMHRERZREDH TOH PRO BEHAEBR D AR

180 168
150 -+
120 -+
%0
60
36 36 36
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< A
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Wiz, BAO PRO BHEIEH AFH S HIL TV LB ORPUI DN T HIE LT,

AR ORRZR S a)b)iZ T » b L7z Clinical Trials.gov B &k A RER O ¢, B3
MiARE & LT HAROHIRR 288k L TV HRERICOWN T, S HICFEICHRET L7z,

Z ORGSR, BFREM a) Tl v b LI RIS A A %2 & T Sanf R 2028 3K
B, TDHH, MBESLEMEDICHE vk L7z PRO BIEEAREBRIL S B CTH - 72, 5
Phase DNFRZ % 14 1277, W OBAJE Phase IZ8\ T 6, PRO B EF KSR O E|
Elx. K BRRE L IZF—ETh o7,
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& 14 PRO BEERRAER. X RMBERREAERD Phase fIRER (BX)

Phase 3 | Phase 2/3 | Phase 2 | Phase 1/2 &t

PRO B8 R 5 BR 25 66 5 2 98
B g R AR 590 1236 100 101 2028

AARIZE T 5 PRO BRI SR M O Gt B R Bk D B OHER 2 (X 11 12",

11 PRO BERRRER Kk Ot RMERRAR D ERHERE (BX)

30 - 265 - 300
251 943

25 - - 250
20 - - 200
15 - - 150
10 - - 100
5 - - 50
0 - -0

2005 2006 2007 2008 2009 2010 2011 2012 2013 2014

I PROBEERGPRER (Z8l)  —o— I RMBERIRHER (B8

AAIZHBWTIE, PRO BEERARER S LT v b LB E LT, PR A

Kb% <, WNTEMBERETHY . 7m— URE THROE AL 2 3R &
Diginote (M12), ZAUX, JhAzdH i+ 2 a5 B EEGHn 23 LART & 0 — A
ITONTWDHEITH 5720, Qb T, BEEHEFHES PRO &\ o 7o Fefl 2 sk G

PR L CWARWRBRNE N2 bk b EBbh s, #ilziE, @A o PRO G

i CEbiL bk~ 72>y — L OFEEO 1 TREN L H DI VAS  (Visual Analogue Scale)
WD, MBS Y VAS  (Visual Analogue Scale) & L THZE T 5 &, HAT
2R BN v b L, O BIFAICE D D RERD 22 B H -7, X 12 (TR LIk 40
LTI, 20 2RO H B 2WBROLBIRIBSEMDITE v R LT,
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12 PROMWEA SN HARRMTEEDHRY (BX)

30 29

20 —

10

10

R R B k7 — & _X— A L L CIL, ClinicalTrials.gov LAZMZ, HAIH B OFEKR
BRIGHS SR A 23 3 FifEH (JAPIC, UMIN, ERI&IRRtE ¥ —BEkS AT L) (F1E
LTWd, BBLLT, IRLHDOBERY AT AIOWTHMET &AL, Thb 350
N=Z YA bzt LTS ENREERBEEE BRIIE GRBR) MRy 1 &
ERHOWT, THRERET Y A BIOZOIRAEBETHRELZNS, T Ty MLz 4
W (hak 1R B, 77 A —3 8RB 1TV I, ClinicalTrials.gov (28 Fk STl
0. BEROBEYA MKV RmMAITRO R o1,
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6. BEEIFMR VR XEFRI L DR

1) BRIZETL2EERSEDELHNEDRE

AARTHFE SN2 EHREMLIZEH T 5 PRO OFEMRNZRET 5720, FhEHLEIC
PRO Z7EH L TR S NIZAB BNV R Lo, PGt Bk, Pk 20 45 4 A L0 F
K245 A (B—7—), P24 6 HE VL2610 A (57 —n) LA&GR
A & 0 3Tk A 2 7 — LS4 T THRET LTz,

F—r — VOFAETIX, TBEWRET T ML) TPRO) B@EEF THRA L 2o T
LEEHERB LD, TNOOHEEEH L TR TV AEEREZIIA Do Tz
—J. TQOL), 77 M h) ICHETLFEHRIH Y . 22>, ZOREFED L,
REZRZEDHR L ONTEWMEENRK SITRT LIV OB TAhALNE, ZOH
(21X, PRO REED %Y MEA A AR THEE S 45 BERCHEERARRERIC THRETT 5 2 L%k
DOHNTEE b H o7, MO BIXARICEIT 2EEBERRNLT ¥ N AJIEEN 72
WEW S BRE DA OFH TR b - T (£ 15),

WIT, 7 — L OMETIE, HFEEL LT IPROJ 2> TilH SN TV D EA RS
FEHALIL, 2L LT, PRO BH2DWIHREIEARWSOOFER E L THE TRHMEIIZH £
DEER STV enoTz X 972 PRO Y — L& W R R AR U O T D b
DRV DR END KD IZ7o72 (F 16),

2B, AREICBWTIL, HAIET 2 A a7 7> VAS #-i7e &, ek X v i@Ew
B DEPEEHME & L TIThN TV D EHITY — /b oW Tk, B3 o B2 2
BN BT R 8 5 VN 3o O R R REAT & BRI EE S TN 2 TR 72 I E O
B CRHl2s D - 72556 B O FBRIRHEO 249 05 m S h e 5672 £ PRO ICH
HURFICER SN A — A& LT,

®15 BEHRSEICHETLEELHFER (PMDAKR—LR—D&KY)

AV R—EE — %) 72 QOL 3Rl REE SF-36 TAIKIZ L HdeEn A BT, IBS FrRAY7R
QOL FHAM 715 D RET. & & OFEN 5 1% W T RO SEN AR T KD &
Nz, HEEEITRLERGEE AR E LT, (BEREICL D) IBS HIEE,
IBS F##1) QOL i35 2 & L 7o o7z,

JVv7 4 hr | QOL (NHP, CMI, SF-36, QoL-AGHDA) WD A a7 DdES R ST,
Bk (Zu | ZOFKE LT, HANLECRADERMEDE Y & NHP, CMI, SF-36 (37K
Y= ME | EBREALRFHMERE TIZRW I E R ERnbiF o, 4%, AGDHIZX L
HIFIEFEBRD | THARAZRR L LTSN QOL RETH D JAHQ i L, HAA
) (2 &% QOL #iat & RE R etk skl & L ClBMSEHET %,

42




R L AF|OEEHERE QOL #Ftiix. EORTEC-QOQ-C30 ¢ 30 HH 24 H 7 22
HH LTIz, #iE, TQOLFHEESE LT AU T —2 a3 UiMThiLT
W WAREDOZ LM A TH Y . QOLIZHOWTHHlIT 5 Z L iXTE e
L7,

TRV UE IR & LT, TEMIZHE S B RAER OB & QOL O#ER: ANHGEE S L7z

HEBERIITREIN TV LRS-,

* 16 EEWHREE

[CHITHEERHEE 24 F£6 AURE (PMDAR—LR—T&Y)

TazZy AR
B

FEHEMET 4 AT U7 Tld, BE O QOLIE TAKLIEE LR 5H,
= HHRBROIREIC . SF-NDI 27— L ORIV T, HAERIZE
H L72 QOL OFHliA T /o2 58 8& ETIX QOL & 5o TIEE &
STV, 2720, FEFHMiEA I, THEORIR) 2RELTVD
23, HMICHIS % 3 BRBEH D WVNE T B CEMEICRE L TLH 2T D
DI TH o1, (7238, 2014 4 11 A BIfE. C-Path Institute @ PRO
Consortium & THEHRENET ¢+ A7 27 ® PRO §Hli 2 #iath < %)

TN BE

A TN PIERE TS 2 FEFEHmE E & LT Flu-iiQ 23M#EHi T
BH, ZHUIPRO ELTAY %“H FENTZHDTHD I LN, BER
HEICEHINATWD, Lol FH=tHEELRRRICBN T, HEE

X PRO T& % Flu-iiQ (‘%\%Zﬁpﬁéﬂﬁi L7icxa7) %, EMIZEDH
B LATHITH Y, PRO OKEHEND AL TN, HEIZERNC X DET
EMTONDEIO Flu-iiQ 2 27 T 24795 L 9 R L T3,
Flu-iiQ OV 7= g AT X e S EEMEIR. H< £ THEREDRN
HEHEGH L2 ERRMHETH D720, 7 — X OEFEMED S b EAID
EBXHELEESLAE, NUT— éﬂf:aﬂﬂﬁjﬂik EE AW, LT
W5, PRO OARERFEADOH CIERH O igam S AL TV,

FT—F T AH
— bt g T
—A

[EI PR IR 55 —AHRBRIC BV T, COPD HrF 122 iR RS QOL RFAMFEIE
ThoH SGRQ #wA=27 (RPO THD) ITL DMl T, FEHFF
fliEE H 1%, FEV1 (85-60 5731%%) Th o727, SGRQ A = 7 IXEIKE)
(Rl S vz, o2 L, BHERRHMBEA & LT, HERERMLO—DIZ
Pl AGRE AR LT % & RIRFIC, BRIRRIEKRDOH 5 724E LT, SGRQ
¥ A 27 @ Minimum Important Difference 734 771 > F THH Z & %
CHR ESIH L72 BT 4R A 2 ML EDZER DWW o R R A i &
L LIZE, s T,

YT 4 T

7T ks T S 7 E R AL R B O FEAMEEE & LT, PRO M
RED—>TH5H, IPSS (EFEFINPER A 27T) M=% VA3 7 )3E
AEh T,
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=7 Uk
ANH B 7E
)b, vV AbE =
— k& —F
anA T7—

EFR LRI RN T, FEHMEEE X, FEVI Th o722, FERIKR
IHH & LT, SGRQ 2#=7, TDI (Transition Dyspnea Indexes) 7»3£¢
MEnTkY, ZnsiFunFng PROFHERETH S,

¥ x WEE

BIRAIZEHE & 7= QOL 7l (EORTC QLQ C-30, FACT Lym) i
B T, ke 5 O | L E R TG S LTV D03, PRO & L TR
22 0BT TIEARN

N %
Y Riai%

WA TN 7 7 B AR —EERAR, AATITon A —7 R
BROWT G 2 Db 5 FEFHIEE D 5 6 1273, Total Quality of Life

(TQOL) A =7 O bEAHWTEY , 2 UTHERIFIEARIE B O
St & H CEHii9 %5 PRO Th 5, FEFHHICEKE L L 9 & L7z NIS-LL
VD FRIEDS, BRIREFRDER D TRRORA A OFHIiOEFCTH D
DM BEREZREN AR S FDA [ Shz72, PRO TH Y,
FEIRHE 2R LTV TQOL % Co-primary & L CRE L7Z /&N B
Do

VN

TRBR IR D AR & MEIRAKERF R o3t LT, B BRE% V7= PRO G
i3 Thoiiz, Fi=, BHORIRIZEEE T HHEREREERHN & L C, ISI

(Insomnia Severity Index) OZ{LEMPFEHI S TE Y, Zivd PRO
T b, T EIREABRICEB VT QIDS-SR16 (Quick Inventory
of Depression Symptomatology-Self Report 16) & \ x> 7= PRO FEAfi 2317
b, BERBEEY 27 FHEIZ DR TS,

VU BT
v

JADORHN E L CIREFE LA S5 SF-MPQ 12 &5 VAS TRl & 41T
WA DS, REHIER OFEME & L C. Pain Catastrophizing Scale 733l &
NTW5b, £7o, BEBEEDOZ VMG E LT, Sheehan-Suicidality
Tracking Scale (Sheehan-STS) ZfH L CTEBY. ZiUIHEEZED
Self-report & FEIREIZ L D5HENH 208, FRBEE L, WInThd
DOFLHIT R > T,
D%, HEE SNHERIE (FM)OB3 2 206E BTk, EEM
HH T DA a7 IE, 11 BRI & 2 P20 2 = 7 il d 5
X VAS IZ L 0T 5% ORI T - 7223 BIREEHEEE & LT
FM F¢EA 72 iR ORI B 25817 T\ b, FM ORREk % [EEH]
4% (Patient Global Impression of Change; PGIC) |, JEEIHERESE & [k
HEFFIRIEE M (Fibromyalgia Impact Questionnaire; FIQ)., HEHR[EE
% [MOS-Sleep Scale] KON [HEIROE A 27 ), —fiREE QOL %
[SF-36)., &%, 2 2dkiE%A THAD RIE| LW\ o flifEndiisi &<
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BY, AHFHTL < O PRO FHEAFIH STV D 2 LR TE I,
LLZRR G, FEICEBOTIE, FMIZHED FIREREZ MRS L T2
ZEiFRO LT, AR TFM IS &R ICRE ST,

T 4 B PRI ME BBV IR D 2N REIEANIRF I . FikrERgE D QOL #¥ i & L T,
AW AN | VFQ(Visual Functioning Questionnaire)-25 73k S THB Y, Ziux
TR 25 FHOERICK T 5 AR ARGFELRTHY . PRO TH S,

HARIZEBWTYH, I TIEHRA4I1IZ PRO 5 W3 PRO % v 7= QOL FEmAY, #r3Ed
AGRHES RICBG LB, L LRnG, £DIEE A LR, A CHEM S NIRRT
Ansh, ToEHSEL FoICHHS TRV EDLEN, £2, FBa b, Y —
JLELTOZEM, TRbHEARAYF—2 g OV TORYERY b ALNZN, 2T
X, BEEEIIANY T3 UAMThIL TV S & FIRT 25— 5T, HARMITZ Y HEORKRGE
MIARFo T Wh LR 2R — A b A biic, ZO XD eikimnro, PMDA & L
N EN .ﬁh?ﬁﬁﬁﬁuﬁu HRTHZEZEDLLDOTHD Z LIFEETEZ DN, £HE LK
RHFEICH T 72 MY — v 2 W24, CORE E THEEM - USRS LTV
@Tﬂiﬁ%@w# Fo, WHTON T —varTr—2EARTHRATHAE, £
DL AR TOMREITI RED, LWV o7B 2 HFITH L, BARIHESN 20 &R
TRV E b D, AiFFE%EiE U T, PRO OB FRE, kMR 8 &2iF 2T
7223, PRO TR ST, B LWREMEEEMEZ AR & 2 W)ME N Y 77— R 2 B0 — iz I
REEFHAE LD TN I EH, BADHIEFRIEHEE CTh 57 OICEE MR ThH
HEEDbNS,

2) PRO FHliZ Rt XECRE SN HE L BE L OFENEORE

O BRBEA=BOHTXEFR

A AROIRA SCE &L LT E S TS H 2Rk O CE & LT, BN T, BN,
THHIEZE (Summary of Product Characteristics, UA . SmPC). XKETiL, KERS
EEH (Labeling) 3% 5, WTNOEIZEBW TS, B SCEFHROFT TIX, (2018
IR THIEB LOHE] MERA EOREE PROEEICBWTEAINIEHRTH D,
%> DEZTFOENTH S HOO, JFAIBITIE L ERATH SN TS Z 1%
W, FElz, BHEHOIHIZOW T 1RIF@ L7 a7 MIESS R E 257290,
RRBNE DR =B L COIUEHIERIC K2 K& ZRERITAECIT Y, —FH T, IA3EICE
DOTEHR, FFIC, BREIEZ & 2 F TRRlT 500250 TiE, FEOFLHIEED B 72
OF, HEENED LI i a2 ZOHIRTEIR LW, FEMUDEEFEHOTZD ED
EORBIZER LTehPNEET L ENTFREINDS, 202 NG, HKRKIZT 2013
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KR A UG LIRS CRAIRC Y & A ESREMS ., i GR2E8. il a A, Frahaeo
BN E) OUH SCEIZB T 2Red#Edmo 6. /R HE QOL & 5\ % PRO DGR HGKE
NEDRRERMIL, FOBRIC, R ELED X I REFERMDM TN ONT, BErd
HZEE LT,

@ 2013 F£HKEAR R B O

HKRKZE NN OHIK T, 20134 1 A~12 HORICAR I NZHME D > H, 2014
1 ABUE, INMISCEERPAFARETH Y IRA3CE B TERREGRE OHICTHHE? &
DH 0% Uiz, 7eds, MR E DD IL, ZWEE WAl b &) . M HEIER,
THIU s F U, YoV v 7 ERBITHRN DRI LT,

EMA (Bx) °7
EMAZMEH %17 L TV b Human Medicines Highlights D H172 5 54 C L 5
[New medicines authorised] & L T20134F1H XV 124 (IZ#B# T2 50 H ZHH
L7z, & HDOSmPC® [Clinical Efficacy and Safety| OIHZMER L. fFEEIHEQOL
&2 WIFPROICEE Y T H5CHA B 5 M B A Y X MEL, 32480 BB 2 BN e 4
FHAfi L AR — 68 (CHMP Assessment Report : LA F, BEMEE) ORL#EHNE L OB
PRa s L7z,

FDA CKE) ¢

Drug@FDA 75, 20134 1 H~12 AIZARINI-MBEZMBE L, £ 17 IR LT7K
7% No.1, 2, 3,4, 6 IZa% 47T 5 an B A L7z, £dh H @ Labeling O B ARER D IH
(2. fEERE QOL & 5\ PRO ICBEET 55t#iH 2 mEZ Y 2 MEL, s24M B
B4 25 EHEE (Medical Review & 5 X Statistical Review) DFCHEINE & D%
ZffERR LT,

& 17 FDA MO&EFZED5¥E (NDA Chemical Types)
New molecular entity (NME)

—

New active ingredient

New dosage form

New combination

New formulation or new manufacturer

New indication

Drug already marketed without an approved NDA

| I3[ |0 || W |N

OTC (over-the-counter) switch

10 New indication submitted as distinct NDA - not consolidated
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PMDA (H&A) "

PMDA #HriE3Edn, Hrifestf sttt —a~X—rodhnn | 201341 A~12 A
WHARRENT-MBZHMHE Lz, S BEICOWTERS (2014 4 1 ABE) O ScEdr,
TEEPRAAE ) O A fesd L, fEEEBSE QOL & 5\ \d PRO IZBE T 5 5t#Ei0 6 5 H &
UZ MEL, &% BICBET 2B AEMEFEOTLENE & OBR LR LT,

@ EHMEOEIHKHER

FREOBRBESEAETHE IS EIX, BN 52 H, KE61 B, HAR9 HE Tho
72 (2018 EHr | HERIRFE AT TV D S EIZ DWW T, BT OIRM SIEZ R T2 2
ET1IMBERELR), ZAHOHPT, IMISCERIZREFRE QOL & 5 & PRO &
B L7-Redi AR H D B2, N1 TRERSEFIC NS OFEICEE L7282 5
LN D o T i B A 18 IR LT,

=18 EHEDH--mBIZET H&KEH

PSSR AT SCERZ LR D Y FHEBEEICEELHD Y
RN 50 13 13
P NES| 57 Tk 2
ER:N 96 12 5

)7 5B 4 5 H CEREREENR—LAR—URBHEH O OMR TE oz (2014 4E 1 A HIE)

Rz BT, 1348 H OSmPC TR EQOL® 5 W EIPROIZEE Y 9 2 Gl A 74
Hil, TOWVTHOEGRIZIBNT S, FEREHICTEE L-L#AHRINT, 20D
ZEMD L BN TIIERER#EQOLD 2 W IPROICEET AR L E < . BAEICBWTY,
INLOREDERE LV BEWAISGEHI L TV D boEEZ BN, BATH, IRIFX
| EFEBHEQOLSD 5 W IXPRODFE RN FLE SN TV A HEIZZ N DD £ < 1380
i EORH BT > T EEOTHOATH Y | & . QOLOWEHIEDZ 4T
B9 2Rl OBIEORGIR EOEHR R ENS R ENTNTFEA ER LR o1,
F72. KIETIE, Labelingff & L CRIREICTAMN S AL 72 f2EBEQOLE N KB S %
Ir—ANFH LT, FREO B S 2T H L WP G TR AR AR 22 & & S IE B
ELESREDHRTH T,

A RIDOFRHAIZ BN TIE, IRA SCEEOBRIRFGE O 53 D FEHIC B9 5 & Hiuls T DR 3C
EEMOFTEREHEI R E BAEL TS 5, SHIBOIRM SCEOTHZEHEIL, RK19ITTRT
o, HA XL RE L TORHBROUAT CEICEY BT 72HEONEE &2 £ THM
(ZFCHT D RN ITIZEN D D b DD, T SCEIC RS A ST 57200
AR EZ FIFA L TR A HICE > TEENOAR T RIS THY .
WASMER 2 REH 5 WVITFHERT D O TRITE, BRRBROFEMER & LTHRY k

47



T Z LN TE D, > T A BIOERHR R BN T 5 EFEEEQOLSD % W EIPRO
DL, AABIOCKRELY bIRNEDTHL I EPREINLIBDEERD

niz,

®19 EM. KE. BRIZE T2 FHXEDHERKRABRDELHEREN

Hh o

A CE (FRRBROIH) DOFLHEEH DR

BRI

FHEERHBRICE L, TORE S, BRT 7 b LMZBEE L7FHMEEE Th 5
72 8RB AT CTRERAOICBEENE D B SRR A R 2 &, AR, IEHE
TNRT VAN E N, KGEFEFAN T BT U A2 MENCEN L2 b o Tt
BV, 72E, E%'Jﬁ#*ﬁ@?&ﬁ#*ﬁ“f~5"@%o(% ERIR AR E 2R3 2 &
MEYETHIUL, FLETE 528, ZOBRICIE, LG #A bR D R A Gl
T H7RENT U R E R o TFRHD L,

*72)

LT R EERRER & L, NEUICEPE SN (adequate and well
controlled studies) | T&H V| »>, DAMAMEZEZ R 2 FEER, 2BF T 57
R X o TUIRBHIFCTE RN ERB D Lo fFl, S TORES L
TeHBR R EMRHE, REEFATERBRTH D Z &, AKGRHIPH A 9 2 3R,
WE 7T BT v R B AW RIS R ER . adequate and well controlled & &
Z IR WBRO IR I RCR T & e,
FLHINAE L LCE, R EEEROH LT U M HICBT 2 B AR
(mortality, stroke, acute myocardial infarction rates, fracture rates,
symptom alleviation, or functional improvement?z &), & 25\ MIEER Y1 F
— b= FRA > MCBETHE (2L AT o —/Ll, ~T/ bt rAlckd)
[ZOWTREHT D,
EHe/it#i a2 RO D720, BHRICER SN EB (Jargelsmall, well-designed,
extensively studied, rapid, trend, potent, pivotal study, highly significant)
2L TE R 5720,
723, FDAOPROIZBET 5 A & A%, Labeling®{f#H & L CTPRO%Z AL
TDIZ NY T = a VR EORBRBERFMRFHNCET DNAEDN RSN TN DO
HTHY  ZORMPERMLEIZLEDL I ITKMEEL0IHATLIARITE £
TH7RL, 73

El 2'K74)

< AFE D OBBIENAT DN BRIRRBRORE R HOW T, 58, &KW,
TEGI, ARG L, AREZITTAEL ORI > TR#T 5 Z &,

- & DA T T 25 AT, TOMBEIAEAERLTHY . g
DEBNAT O HEBGAR OR8> D5 B DB T D Z LN T
THT L,

48




7. PRO &) AMPROQOLID) o R1-&E S ZEERIRD B K

PRO/QOL FHfii > — /L 0> 7 11—/ S L7 — 4 ~— 2 T % PROQOLID ™ (Patient
Reported Outcome & Quality of Life Instrument Database) % f\>T. PRO #EAf>”
—/L O AARGE, EEFE X O ERERFUR OB IR 2 Ll Lz ™),

1) PRO Y—IL&&ELR

2014 4 9 HEESUZE 1T 5 PROQOLID 77— % X— ALK H T, “Type of Clinical
Outcome Assessment”’”’ PRO (Patient Reported Outcome) & L THBEk LT3
5D 739 Y — b 5T,

BER ST 739 Y — Uk 5 BAGER, #EEER. HEFEmRIT. ThEth
215, 169,152 Y — /L Th o7z, £72, 739 V—1LDH b, HEFOWTINOFIRRK
IMFAET D H DN 295, 3DODZFFHENTNHAMET D HDIL 6T Y=L Tholz, &H
2, PEEE., EEREOWT LN H DD AARGER 20 DI 80 ¥ —/L, HEERE,
EFEO M S5 THIFURNSAFAET 223, HAGERD 720 PRO #HHiA 15 Y — b > 72 (¥
13),

13 PROQOLID #§% 739 W —/LIZx ¥ % AP EEEMRROKER

————————  2H#F 739Y—L [———

215 ZEZE 169 —
wE:A | _—| Korean for Korea 169

L] | R
Japanese for Japan 212__ | ——— B

Japanese 3 ”

Chinese for China 11

Chinese 80

Z Dt
Chinese for Taiwan
Chinese for Singapore
Chinese for Hong Kong

= 4 Chinese for Malaysia
hEFE 152 Chinese for USA
Chinese for UK %

7£) PROQOLID iZ4 5 TR 1T % Patient Reported Outcome & % & Quality of Life O & ZE A
VT —H_X—=2{ LI D TH Y, Mapi Research Trust (2 & 0 i#EE X1 T\ %, Mapi Research
Trust (%, 7 7 ¥ A® Mapi KFOHEIZ LV EE SN TWHIEEFIFAKRTHY . Patient-Centered
Clinical Research 43 % 0> 7' 11—/ /L C O A - ITIEE) % B 1IZ 1994 FFEIZF% N 4172, PROQULID
R TR BAELIZPRO Y — LD/ 0 —/ LT —F_X—2 L LTHLN TS,
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2) HEEMRM L g & DRERIZDONT

PROQOLID Tix, &Y —VDOEFEEZEXLT 25E. SULIZRBW R 2
Z e, ZLOFEY — /VITEFEITNA TR HE N TnW b, Flzid, 4
U I EEGEE T %D PRO Y — /L OHREFEREIZ OWTIE, PEALTHHTE S
@ (Chinese for China) (2T, o AR—/, Fk, KEZ EthoEIZEET
HNEXGE U EFERDBBNCFET S22 &£ H Y, 4 4 Chinese for Singapore,
Chinese for Hong Kong, Chinese for the US & E£it ST\ 5,

215 > — /v & - 7= H ARGERIX Japanese for Japan & 5 & Japanese (M€ 72
L) & LTHERSNTEY—LDOHTHY, 212 Y —/ L Japanese for Japan & L TH
I Tz, E#ERERD 169 £ TD Y —/LA3, Korean for Korea & L THEk I T
B, BAFERE EERERIIOTR S AAD 2 WITEREE ZdRELTWD 2 L
DR S NT=, —J5. WEFEM 152 > —/v® 9 5, Chinese for china (77> 11
—)LC, Chinese DA DFHA 80 V' —/LThH Y | ZOMMD 61 ¥ — /L HMlLod Mg E(E
FH (BB, YUoHR—I, T ~L—o 7, KE, mELS) ERRICERSNEZY
— NV Thol, ZOZ LD, BAGEREMERFERIIWTNG, BA, HEBMIZEK
FOEHAZRE L TRERSNIZbOTHY . PEEEMRIL., FPEARISTOEME BH
LY = b %< b, MR O i [EiEE D 72 D PRO FIFRIROFEE & H
Bl b, TEIZEAR, MELENH LD LB BN,

3) J&RHES $E(Pathology) Bl & g%k i

PROY—/L 739 D H b, F—4%~—Z T Pathology 50N KIE L TNz 9 Y —
VAR 730 I2OW T, JRHESHH (Pathology) BN HEP A SFEN BRI TWNS Y
—VEMRNT LTz (F20), £72, % L LT, English for US & L THESNTWD
V= ZONWTEH, WiRE R LT,

7272 L. PRO Y = OHIZIE, WL DO EBICHEE L7ERICER L2 PRO b
HO, V=ML oTUE, —2D PRO BNV ONDOFFEEIZ 72> THWOLNDGA
Wb, DT, JREIFEEOR S FEOFEY — /L & B A FHIBRERIE~ K L 72 5
ZEITHETORERD D,

728, EBID PRO FH > — v izk+ % B 22O FIFR O PROQOLID @
BERDOA WA & LTI LT,
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£ 20 RESFHNEHRT—E

PRO DJ#fES ¥4 Pathology Bek | BA | wE | PE | REE
PRO | BWR | &K | GBAR | (US)
N7 T T EBYYE (Bacterial infections and
1 0 0 0 1
mycoses)
R s (Cardiovascular diseases) 37 10 5 5 17
SeRMEFE A (Congenital, hereditary, and
neonatal diseases and abnormalities) 14 2 1 0 8
HIbZs% B (Digestive system diseases) 41 10 10 6 29
IME - T EEREEHERE  (Disorders of
environmental orlgm) 15 3 2 2 11
WorwR % H#  (Endocrine system diseases) 41 9 9 15 32
IREHEAE (Eye diseases) 17 2 1 2 9
Mg AR (Female genital diseases and
pregnancy complications) 30 5 6 6 19
—fik#E (Generic) 113 32 24 31 69
Mg - U 3P E (Hemi dl hati
.1 (Hemic and lymphatic 19 5 5 ) 6
diseases)
o E PR A (Immune system diseases) 70 29 15 192 47
B asREE . (Male genital diseases) 33 12 9 5 27
i« EFRER (Musculoskeletal diseases) 51 14 14 ] 27
EMEEE; (Neoplasms) 87 35 25 25 44
R (Nervous system diseases) 110 36 29 17 68
4% - LA (Nutritional and metaboli
7&% % £ (Nutritional and metabolic 4 10 1 16 a5
diseases)
H & 0HEZ £ (Otorhinolaryngologic diseases) 16 9 9 9 6
T« RNERBITRAE L2 WER - 18
(Pathological conditions signs and 107 32 32 25 71
symptoms)
FEt R (Psychiatry/Psychology) 100 31 29 16 65
W gaik B (Respiratory tract diseases) 62 24 14 11 38
R g ¥ (Skin and connective tissue diseases) 46 12 9 13 28
R %H (Stomatognathic diseases) 8 1 0 1 9

51




SNEF17 (Surgical Procedures, Operative)

7 3 2 0 3
WRZE . (Urologic diseases) 30 10 7 5 18
T A VAR (Virus diseases) 15 3 0 1 13
aat () 1107 | 323 | 259 | 225| 693
SO 59 PRO BEN L o7 b DL, [—HREE) . DEA « Fe SR BITK
T2 LZRWERK « 8f5e) &\ o 7B I XD EHGHlAS R STV DI Z T,
FMENEES . PR, RS, MERERIRR S W o TR T, HE < O — D Rk
STV DIz S - 72,
%?ﬁ%”@@ﬁ & LTI, wfERE - PEREICH AT HARGERIZ T 2322 H L“Cglz\/\%’
HABPREL BN ZRS 12T LRI SN T, PRO £AEDEKED HLARITIZITH

E@L?’:;.'J/E.\T‘\ HAGE., wEERE, qjlau@%ﬂnﬁﬁ}ib%’ﬁﬁkéﬂfb\to

FHEHE SN EGER OB GRI L % &0 AARE

Tmo ZHUTEFEDENMED R T L, %/—»@ﬁ)/fwﬁ@

ﬁ\*IEE
EYES ﬂ%ﬁi@y‘“ﬁlﬁi?ﬂf“&) -

ETHEGE

Ck

I%éwi%l)T%%éﬂ\mwéﬁkivﬁmﬁi\%®ﬁ)y%w%%mbt
R A AER T 5 & Vo T2 PR EAR > Tnd Z EICER LTS

UEDZ ENG, BIRFRITAARDNRKRE SENLTWD DT TRV, &§EEREE T PRO
R D %f
SR E CAANCE < ATREME S 5, PRO 3l © B A N BB ICIE B AGE CHRICE
ZTHEDLI) T ENRAIRIZRDZEND, ZEERBRICEAZMZ D729

A 23 S C = B E O BGRENT D &7 <

HARGEMRDFTEENLEEND,

52

T e — L TOREER

IZh, HIZ




8. FERFICEFZFDFER -Patient-Focused Drug Development-

1) KREIZH T HEREKRFTFEDERENEEERA~ADEEFEDSE 077

B D7 % K[E FDA OB ’ﬁﬁﬂ%éﬁéﬁ DHAE LT, FDAIZZINETH, DA
7o EEBIOE RS OFE WA, EIZATES (Advisory Committee Meeting) D45 CTHES
REFEOBREZRD DR Y %%’A’? EEPODA Ty NEBRLB N ELTE, 20D
. 2012 4 7 H1Z FDA Safety and Innovation Act (FDASIA) 2N KFEREIZ L 0 ¥ 1 > X
., BEEMEZ FDAIZHRI RO D Z L Loz, FDASIA X, KEX< 450873

VS, £0O b, =Y —T 4 —ORONSGEa—F—T ¢ —IEE TUGETR

(PDUFA V) O#LE T, FDA (ZxF LB EEREmIZ 6+ 2 B3 0 H 722 kI 5- 4 3K |

Stakeholder Engagement ®—%g & L T, FDA (2%} L T Patient-Focused Drug
Development Program #i#H % Z L3k b7z (& 21),

% 21 FDASIA2012 DFERL

Use Fees PDUFA V (Prescription Drug User Fee Act V)

MDUPFA III (Medical Device User Fee Act I11)

GDUFA (Generic Drug User Fee Act)

BsUFA (Biosimilar User Fee Act)

Promoting Innovation Breakthrough Therapy Designation

Stakeholder Engagement Patient Focused Drug Development Program

Health IT Regulatory Framework

Drug Supply Chain Title VII of the statute (Risk-based approach & -3 < ¥4t
225 O ARLTIZX5ET 5 FDA OFFO S EIRFEHEIR)

&% T FDA I, @%[ﬁzﬁﬁ%@% WAL CTHREDFEZRD D720
Development Initiative & 7 4 2 —#HORR 2D TN D, ZOFFRITIT, HITOEK
Sz B VT, B L YEIZ Patient Reported Outcome (PRO) Z #l A AT kg2 23 HE N L
Tk V., Quality of Life (QOL)U 772 & DERIRIEIR OFEME 2 x5 & U1K, &
DWIIIA SCEICBE OV A R T FEORR 20T 27202, BEOFZTEH
L7eRHli O BENME L > TND Z b RESHELTWD, BAERIZIE, FDA X
A=V TFTHOAIy F A ME LT, FFEDKBIZOWT, M9 54EMT 20 [H
L@ Public Meeting 17\, BENOLDA 7'y NERODIGEIELZLEZES L,
2013 4F 4 FITITEB—RIZBAfE L7, £7=. 2015 4F % TP Public Meeting T L 72 %
16 DT TIC FDA M SIRE SN, ARSNTND (£ 22),

53




£22 20134h 5201544 B & FMeeting

FY
2013

©

Chronic fatigue syndrome (CFS : [&)% 7 iEFERE) 3 X UMyalgic
Encephalomyelitis (ME : i MERMBERIZS) : 2013434 A 25, 26 H
HIV (=4 X) :20134:6H14H

Lung cancer (fitif#) : 20134-6H28H

Narcolepsy (F/LaL 7 —) :201349H24H

FY
2014

® QeO® © O

©

®

Sickle cell disease (SRR MERSE) : 2014 422 A 7 H

Fibromyalgia (#ERRRAE) © 2014 4 3 A 26 H

Pulmonary Arterial Hypertension (PAH : BfEhRM:A & fLEAE) © 2014 4
5H 13 H

Neurological Manifestations of Inborn Errors of Metabolism (5 K P43
SLHISHE D MREAEIR) 2014 456 7 10 H

Hemophilia A, Hemophilia B, von Willebrand disease, and Other
Heritable Bleeding Disorders (ifi. A5 M N OO ERME MR L) £ 2014
F£9 122 H

Idiopathic Pulmonary Fibrosis (IPF : R fifRHERE) 2014 4- 9 A 26
H

FY
2015

® ® ® ® ©

®

Female Sexual Dysfunction (ZcPEPERSEEA4) 2014 4= 10 A 27, 28 H
Breast Cancer (¥L.72%A) 1201544 H 2 HTPE

Chagas Disease (¥ —#H ZJ%) 1201544 A 28 H &

Functional GI Disorders (JH{LEHERERETE) 201545 H 11 A Ti&
Alpha-1 Antitrypsin Deficiency (o« 1 —7 > F FU 7T U KRIBJE) © HEER
E

Parkinson’s Disease and Huntington’s Disease (/X—3 2 Y i, N2 F

Y hUE) - HRERE

HiFT : FDA HP Patient-Focused Drug Development: Disease Area Meetings Planned for Fiscal

Years 2013-2015 201542 H

Z 115 @ Public Meeting ®NZIE. Initiative DiEEIFLF: & LT, The Voice of the
Patient Reports & L T, FDA h—AX—JIZTABR SN TV 5D, 2015 45 2 A BIfE,
UTDT7THODLR—=FBRFASNTND,

The Voice of the Patient: Pulmonary Arterial Hypertension
The Voice of the Patient: Sickle Cell Report

The Voice of the Patient Report: Narcolepsy
The Voice of the Patient Report: Human Immunodeficiency Virus (HIV)

Patient-Focused Drug Development & HIV Cure Research

The Voice of the Patient Report: Lung Cancer

® The Voice of the Patient Report: Chronic Fatigue Syndrome and Myalgic

Encephalomyelitis
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2OV oz E LT LT, PROWCIERR S L -l S EOMET2 #8572 FDA
L. Critical Path Institute (C-Path : 20054 FDA Critical Path InitiativelZZ-2 %
TR IEBRIG ML &2 B 48 L3 S U7=NPO) & IL[RC, 2010423H, [PRO=2 >V
=37 ) b BT BERBRFEICHIH ATREZRPROGEAN D =2 o U ZE D Z D T
o
Karyy—v7 LAOMEEHZE LT, #Hz/2PROZFDAIZK L TEMFATRE L 72 5720,
FDAD T A X2 AZFESE, ar ) — T AT,
O Feasibility: Fr#laHl > —L & UTHRETT 22T 2008 9 D OESRNANAS 1T &
BTRIEMOMEZIT, 2= Ta0Trv=7 M LD EiF 5,
@ Scoping: YVl FOIA—NRRA =T R EREEEBI NS A LT A 0T
Fi7p CEFEERHER
@ Research: > —/L O F—2a UBIEEERT 527 =—X, A7 v 7 1LLT
EMEREEN(Qualitative Research) % i L 72, A7 v 7 2 & L CEEMFEMN
(Quantitative Research) %179, ZALD OFERIZESE | FHELEFIISHT
(Psychometric Analysis) %17\, &#HQualification Dossier) & L TE LD 5,
@ Submission: %% 7' 1Y =7 k® Qualification Dossier 2 FDA |2 L. #HiH
A — v & L TREOEEEZ T D,
® Qualification: FHFLY —/L & LTEFDADRRDIEZIENFDADOWe b ET

NEHENA,
LW o 7zPhase&x 8 T, sHMFEEDERAED LTV D,

BIED & Z A, Wil BBEUE, 5o, HREMHIL AR, BEGERRE IBS) | I
NIRRT A (NSCLC) . U U FOTRBIZOWTDOU —F 2 7 7 )L—TF, FEEm
IZPROZ HUl & LT- 3 EE A T L TV 5, SBEBORHEEIL, BIE (201542 H
BIfE) OBERET, RK2BIFT LD R E THREDEA TS,

&23 PROaVY—V7 ATRIAHPOEFMEEDRAT—

Scoping Stage U 7~ F (Scopingl3#& T LE v 7 — U1ERK
)

Step 1 CEVERIREAH) | Wi B, FAVE, HEREMHILA R, IBS, NSCLC

Research Stage — - -
Step 2 (EERFHE) | 9o

HiFT : 5th Annual Patient-Reported Outcome (PRO) Consortium Workshop (2014424 7)®DPRO

Consortium Update

20144128\ TC, PROZ VY — 7 AZESE L TWAREIT26(EH Y, 9B, BHAR
T —W 1, =4 REO3MTH D,
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HBETLHDWVITHREENR & Wo - &2E (FDASIA) O—IHH & LTAFRIND
ICEDHE TOXREO—HOMFE DTN E . FDA SIA I RSN BhEEF 2., X 14 12
RY,

14 RETOEZBICEREHTE—EDERDTN

2004 £ 3 A : Challenge and Opportunity on the Critical Path to New
Medicinal Products
2006 4F 3 A : Critical Path Opportunities List

2010 4 3 A : Patient Protection and Affordable Care Act of 2010
2010 4= 10 A : Advancing Regulatory Science for Public Health
2011 48 H  : Advancing Regulatory Science at FDA

2011 %+ 10 A : Driving Biomedical Innovation: Initiatives to Improve Products

for Patients

201247 H : FDA Safety and Innovation Act (FDASIA)
® Patient-Focused Drug Development Initiative &)
® The Voice of the Patient 3%
® (Critical Path Initiative 36&) & Critical Path Institute % &

2) ERRFHEDZRERNEEERADEESE (FRM)

BHEOEHE (PRO) Z B ERIERR PN A MED TITH Y AN 28 X ITTFEIRN Y &
BEDDH L, FKMEMATY ., L OWRKFHEAT A FZ A > (Draftd %\ 3 Final D> 77 A
N7 A > C, Concept Paper, Reflection Papert, 5 dp) DOHIZ, BHFIZ X D EEZHMEICE
L7eHA RTAIRHBIND KD ITRo> TE, KRS, i AFNTKE L TiE, ” Guideline
on the evaluation of anticancer medicinal products in man”»320124-12 A (224 S 4L
TV, 2O TPRODEMIZET H2MIEN RSN TWDR, —FH T, ZOFEMIZHO
VWTCIE, Reflection PaperzfEp L T, TNz A N7 A DAppendix& L TIHRfTT 5
Z L& Lo, Z DReflection Paperi3 Draft reflection paper on the use of patient reported
outcome (PRO) measures in oncology studies” & #H L T, 2014F6 HIZARIN TV D, -
T AHA RTA 0, KXORNED 3P A FE G TWD A, AppendixiEDraft
DEFED F F L 72> T D, T DReflection PaperlZxt L Ci, 2014FKET/NT Y v 7
X RERDENTEY, B, o 22E5EKRE LD bDEEDRS,

EMADERKFHE N A K7 A O T, PROICELLTWD b DDO—EAERKU4ITRT,
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#£24 PROIZCERLIE-EMAAHA KSA Y

PEMAER G E - B b SR AT L AE S B 1A AR D AR
B MEPAZEMENE A (COPD) W U R A (TBS)
BaEYFIE (GERD) JL—TF 284 « SLE
PRREE YA R T 4 —
L o H e (Guideline & L 0C) 8 2 RAVE I/ MR R JiE
M 5
T JE
8 P 5 i
PiA o F 2% Reflection Paper & L )

HAT : EMA " — 23— ®”Clinical efficacy and safety guidelines”® #1715 AL HIZ PRO IZOWTE R &=
H O (2015 4E 1 A %K)

BRMNZ N T b K[E & [RIRR. BRREAR IS HEIERR D 72 8 D IF OISR 23
Innovative Medicine Initiatives (IMI) (2 TYTh4L, #ERITZ DZOITEBIEENC HIED>
LT EW ) PEESERE 7 0 A0k B3> T, E7z, IMI I 2012 4R T
%N X 7= European Patients' Academy on Therapeutic Innovation (EUPATI) & 4[]
T, Patient Focus Meeting Z17V>, FFEBHTEITIEE OF &4 Sk <& 158 2 — @K
SHETND 1,

EHIT, BN TIZ EMAIZX L, BFEOFZHE 20T v 22 RHEMT T D
Z DAL LT, EMA OTFENZEE OFF 2RI K S 572, "EMA Human
Scientific Committees’ Working Party with Patients’ and Consumers’ Organisation”
(PCWP)H3FE /2 LT 5 80, Zd EMA & FBFFIA L @ Interaction DEHIDO 7 L— LT
—Z1&, 2005 FEITHIE STV, £ ORIZTRERERLFIAB AV —/ LS NTZ DI
2010 4EiZ72 > T B TH Y | BUED FIEDKHNRIL 20183 4 5 AITBEESNIZ LD TH
Do =)L T EE AN CHMP 72 £ O Committee (2§35 72 8 DT B SR F-hi
TR EVED DI, TO LD RBEFICE DS Scientific Committee |2 HEF D 7 % iR
HELD AN DT, BEREZZZITANLT KT HAEMAED 2T T\ D, ZDiE
#izix, BEE L LT, EURORDIS (European Organisation for Rare Disease) /3%
LTk, 2013 40 PCWP OIFEEIEOAGRZIT, EMAfGE L BEHIKE LT
EURORDIS O ft# )% Co-Chair &9 ﬁé“(“?%?bo T\,

F 72, EURORDIS %, PCWP ~DOZ @ LA & RRMIZ 381 2 BE IR Z /i kG L CThk &~ 72
TRENCSHE L TR Y, FFET XL, EMA 1Y /72 LSICk3 oIR8 0 A TR, B
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B =

Full name

#H3K (Posology)

10-item 10-item Implantable Cardiovascular diseases
ICD-QOL | Cardioverter Defibrillator | Pathological conditions signs and
Quality of Life symptoms
Questionnaire
15DO 15-dimensional Generic
health-related quality of
life measure
4DSQ Four-Dimensional Psychiatry/Psychology
Symptom Questionnaire
8-item 8-item Implantable Cardiovascular diseases
ICD-QOL | Cardioverter Pathological conditions signs and
Defibrillator-specific symptoms
Quality of Life
Questionnaire
A36 Hemophilia-specific Congenital, hereditary, and
Hemofilia | health-related quality of neonatal diseases and
-QoL® life questionnaire abnormalities
Hemic and lymphatic diseases
AAQ Attitudes to Asthma Immune system diseases
Questionnaire Respiratory tract diseases
AAQOL Adolescent Asthma Immune system diseases
Quality of Life Respiratory tract diseases
Questionnaire
ABP Asthma Bother Profile Immune system diseases
Respiratory tract diseases
ABPS Aberdeen Back Pain Scale | Nervous system diseases
Pathological conditions signs and
symptoms
ABS Affect Balance Scale Generic
ACCEPT | Chronic Treatment Generic
Acceptance Questionnaire
ACD Asthma Control Diary Immune system diseases
Acne-QoL | Acne Quality of Life Skin and connective tissue

Questionnaire

diseases

Respiratory tract diseases
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Full name

#H3K (Posology)

ACQ Asthma Control Immune system diseases
Questionnaire Respiratory tract diseases
ACQLI Alzheimer's Carer's Nervous system diseases
Quality of Life Instrument | Psychiatry/Psychology
ACR 20 American College of Immune system diseases
Rheumatology Musculoskeletal diseases
Skin and connective tissue
diseases
AcroQoLs | Acromegaly Quality of Life | Endocrine system diseases
questionnaire Musculoskeletal diseases
Nervous system diseases
ACSS Asthma Control Scoring Immune system diseases
System Respiratory tract diseases
ACTS Anti-Clot Treatment Scale | Cardiovascular diseases
Respiratory tract diseases
ACT™ Asthma Control Test™ Immune system diseases
Respiratory tract diseases
ADCPQ Alzheimer’s Disease Nervous system diseases
Caregiver Preference
Questionnaire
ADDQoL | Audit of Diabetes Endocrine system diseases
Dependent QoL Nutritional and metabolic
diseases
ADI Acne Disability Index Skin and connective tissue
diseases
AdolRQL | Adolescent Otorhinolaryngologic diseases
Q Rhinoconjunctivitis Respiratory tract diseases
Quality of Life
Questionnaire
ADQ Aberdeen Dyspepsia Pathological conditions signs and
Questionnaire symptoms
ADS Appraisal of Diabetes Endocrine system diseases

Scale

Nutritional and metabolic

diseases
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&= Full name Ik (Posology)
AF-QOL1 | Quality of Life Cardiovascular diseases
8 questionnaire for Patients | Pathological conditions signs and
with Atrial Fibrillation symptoms
Al Apathy Inventory Nervous system diseases
Psychiatry/Psychology
AIDS-HA | AIDS Health Assessment | Immune system diseases
Q Questionnaire Virus diseases
AIMS2 Arthritis Impact Musculoskeletal diseases
Measurement Scales Immune system diseases
Skin and connective tissue
diseases
ALSAQ Amyotrophic Lateral Nervous system diseases
Sclerosis Assessment
Scales
AMA About My Asthma Immune system diseases
Respiratory tract diseases
AM-PAC | Boston University Activity | Generic
CAT™ Measure for Post Acute
Care
AMS Aging Males Symptoms Generic
Scale
APMG-15 | Attitudes Professionnelles | Generic
des Médecins Généralistes
APPO-09 | Attitudes Professionnelles | Generic
des Pharmaciens
d'Officine
APQLQ Angina Pectoris Quality of | Cardiovascular diseases
Life Questionnaire
AQ30/20 | Airways Questionnaire Respiratory tract diseases
Immune system diseases
AQEL Assessment of Quality of Neoplasms
life at the End of Life
AQLQ Asthma Quality of Life Immune system diseases

Questionnaire

Respiratory tract diseases
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AQLQ-M | Asthma Quality of Life Immune system diseases
Questionnaire - Marks Respiratory tract diseases

AQLQ-N | Asthma Quality of Life Immune system diseases

AA Questionnaire for Native Respiratory tract diseases
American Adults

AQoL Assessment of Quality of Generic
Life

Artemis Assessment of Quality of Cardiovascular diseases
Life in lower limb
arteriopathy

ARTQ Attitudes to Randomised Neoplasms
Clinical Trials
Questionnaire

ARTS OsteoARthritis Treatment | Musculoskeletal diseases
Satisfaction Questionnaire

ASC Asthma Symptom Immune system diseases
Checklist Respiratory tract diseases

ASES Asthma Self-Efficacy Scale | Immune system diseases

Respiratory tract diseases

ASEX Arizona Sexual Experience | Psychiatry/Psychology
Scale

ASFQ Antipsychotics and Sexual | Psychiatry/Psychology
Functioning Questionnaire

ASQoL Ankylosing Spondylitis Immune system diseases
Quality of Life Musculoskeletal diseases
Questionnaire Skin and connective tissue

diseases

ASRS Augmentation Severity Nervous system diseases
Rating Scale Psychiatry/Psychology

ASUI Asthma Symptom Utility | Immune system diseases
Index Respiratory tract diseases

ATD-PA Assistive Technology Generic

Device Predisposition

Assessment
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AUQUEI | Pictured Child’s Quality of | Generic
Life Self Questionnaire
AUSCAN | Australian/Canadian Musculoskeletal diseases
Osteoarthritis Hand Index
AVFT Arabic Visual Function Eye diseases
Test
AVVQ Aberdeen Varicose Veins Cardiovascular diseases
Questionnaire
AWQV2 Amphetamine Withdrawal | Disorders of environmental
Questionnaire Version 2 origin
Psychiatry/Psychology
BASDAI | Bath Ankylosing Immune system diseases
Spondylitis Disease Musculoskeletal diseases
Activity Index Skin and connective tissue
diseases
BASFI Bath Ankylosing Immune system diseases
Spondylitis Functional Musculoskeletal diseases
Index Skin and connective tissue
diseases
BASIS-24 | Revised Behavior And Psychiatry/Psychology
® Symptom Identification
Scale®
BASIS-32 | Behavior and Symptom Psychiatry/Psychology
® Identification Scale®
BCQ Breast Cancer Neoplasms
Chemotherapy Skin and connective tissue
Questionnaire diseases
BCTSQ Brigham and Women's Disorders of environmental
Hospital Carpal Tunnel origin
Syndrome Questionnaire Nervous system diseases
or Boston Carpal Tunnel
Syndrome Questionnaire
BDI®-II Beck Depression Psychiatry/Psychology

Inventory® - Second

Edition
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BDI-TDI | Baseline and Transition Congenital, hereditary and
Dyspnea Indexes neonatal diseases and
abnormalities
Respiratory tract diseases
Digestive system diseases
Immune system diseases
BFI Brief Fatigue Inventory Neoplasms
Pathological conditions signs and
symptoms
BHI Brief Hospice Inventory Generic
BHQ Bronchial Respiratory tract diseases
Hyperresponsiveness Immune system diseases
Questionnaire
BIS Body Image Scale Neoplasms
Psychiatry/Psychology
BISF-W Brief Index of Sexual Female genital diseases and
Functioning for Women pregnancy complications
BL-VAS | Bond-Lader VAS (Mood Generic
Rating Scale)
Borg RPE | Borg Scales Generic
Scale® /
Borg
CR10
Scale®
BPD Brief Pain Diary for Neoplasms
ambulatory patients with
advanced cancer
BPHII Benign Prostatic Male genital diseases
Hyperplasia Impact Index
BPI Brief Pain Inventory Nervous system diseases
Pathological conditions signs and
symptoms
BPQ Breathing Problems Respiratory tract diseases
Questionnaire
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BREAST- | BREAST-Q™ Surgical Procedures, Operative
Qm™
Brief IPQ | Brief Illness Perception Generic

Questionnaire
BrQ Brace Questionnaire Musculoskeletal diseases
BSFQ Brief Sexual Function Male genital diseases
Questionnaire Psychiatry/Psychology
BSI® Brief Symptom Inventory | Psychiatry/Psychology
BUPP Burke Perceptual Profile Nervous system diseases
CAMPHO | Cambridge Pulmonary Cardiovascular diseases
R Hypertension Outcome
Review
CAN Camberwell Assessment of | Psychiatry/Psychology
Need
CANDID | Camberwell Assessment of | Psychiatry/Psychology
Need for adults with
Developmental and
Intellectual Disabilities
CANE Camberwell Assessment of | Psychiatry/Psychology
Need for the Elderly
CAP-Sym | Community-Acquired Respiratory tract diseases
Pneumonia Symptom
questionnaire
CAQs Childhood Asthma Immune system diseases
Questionnaires Respiratory tract diseases
CARE Comprehensive Psychiatry/Psychology
Assessment and Referral
Evaluation
Care-Not | Care Notebook Neoplasms
ebook
CARES Cancer Rehabilitation Neoplasms
Evaluation System
CAS Constipation Assessment Pathological conditions signs and

Scale

symptoms
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CASC Comprehensive Neoplasms
Assessment of Satisfaction
with Care
CBS Cardiff Breast Scales Female genital diseases and
pregnancy complications
cCQ Clinical COPD Respiratory tract diseases
Questionnaire
CcCcvuQ Charing Cross Venous Skin and connective tissue
Ulcer Questionnaire diseases
CDAI Crohn's Disease Activity Digestive system diseases
Index
CDC Centers for Disease Generic
HRQOL-1 | Control and Prevention
4 Health-Related Quality of
Life Measure
CDIP-58 | Cervical Dystonia Impact | Nervous system diseases
Profile Pathological conditions signs and
symptoms
CDLQI Children's Dermatology Skin and connective tissue
Life Quality Index diseases
CDhQ Celiac Disease Digestive system diseases
Questionnaire Nutritional and metabolic
diseases
CDS Cardiac Depression Scale | Cardiovascular diseases
CECA Cuestionario Especifico en | Skin and connective tissue
Condilomas Acuminados diseases
Virus diseases
CES-D Center for Epidemiologic Psychiatry/Psychology
Studies Depression Scale
CFQ Cystic Fibrosis Congenital, hereditary, and

Questionnaire

neonatal diseases and
abnormalities
Digestive system diseases

Respiratory tract diseases
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CFQ-R Cystic Fibrosis Congenital, hereditary, and
Questionnaire-Revised neonatal diseases and
abnormalities
Digestive system diseases
Respiratory tract diseases
CHAL Quality of Life Cardiovascular diseases
Questionnaire for Arterial
hypertension
CHILD-O | Child-Oral Impact on Stomatognathic diseases
IDP Daily Performance Index
CHIP Child Health and Illness Generic
Profile
CHP Cardiac Health Profile Cardiovascular diseases
CHQ Child Health Generic
Questionnaire
CHQ/ Chronic Heart Failure Cardiovascular diseases
CHFQ Questionnaire
CLAU-S Claudication Scale Cardiovascular diseases
CLDQ Chronic Liver Disease Digestive system diseases
Questionnaire
CMSH-S | Center for Marital and Male genital diseases
FQ Sexual Health Sexual Psychiatry/Psychology
Functioning Questionnaire
CMV-EY | Quality of Life with Eye Virus diseases
E Disease
CNS-LS Center for Neurologic Immune system diseases
Study-Lability Scale Nervous system diseases
COHQoL | Child Oral Health Quality | Stomatognathic diseases
of Life Questionnaire
COMTol Comparison of Ophthalmic | Eye diseases
Medications for
Tolerability Questionnaire
Contilife® | Quality of Life Assessment | Pathological conditions signs and

Questionnaire Concerning

Urinary Incontinence

symptoms

Urologic diseases
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COOP-C | COOP/WONCA Charts Generic
or
COOP/W
ONCA
COPE COPE Generic
COVD College of Optometrists in | Eye diseases
Vision Development
Quality of Life Outcomes
Assessment
CPNS Cancer Patient Need Neoplasms
Survey
CQLQ© Cough Quality of Life Pathological conditions signs and
Questionnaire symptoms
Respiratory tract diseases
CQOLC Caregiver Quality of Life Neoplasms
Index-Cancer
CRFDS Cancer-Related Fatigue Neoplasms
Distress Scale Pathological conditions signs and
symptoms
CROQ Coronary Surgical Procedures, Operative
Revascularisation
Outcome Questionnaire
CRQ Chronic Respiratory Respiratory tract diseases
Disease Questionnaire
CRQ-SAS | Chronic Respiratory Respiratory tract diseases
Disease Questionnaire
Self-Administered
Standardized
CSFQ Changes in Sexual Male genital diseases
Functioning Questionnaire | Female genital diseases and
pregnancy complications
CSQ Client Satisfaction Generic
Questionnaire
C-SSRS Columbia-Suicide Severity | Psychiatry/Psychology

Rating Scale
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CTSQ Cancer Therapy Neoplasms
Satisfaction Questionnaire
DAI-30, Drug Attitude Inventory© | Psychiatry/Psychology
DAI-10
DAN-PSS | Danish Prostatic Symptom | Urologic diseases
-1 Score Male genital diseases
DAS and | Disease Activity Score Immune system diseases
DAS-28 Musculoskeletal diseases
kin and connective tissue
diseases
DAS24 Derriford Appearance Psychiatry/Psychology
Scale - Short form
DAS-3 Diabetes Attitude Scale Endocrine system diseases
(third version) Nutritional and metabolic
diseases
DAS59 Derriford Appearance Psychiatry/Psychology
Scale
DASI Duke Activity Status Cardiovascular diseases
Index
DCP Diabetes Care Profile Endocrine system diseases
Nutritional and metabolic
diseases
DCSQ Diabetes Clinic Endocrine system diseases
Satisfaction Questionnaire | Nutritional and metabolic
diseases
DEBQ Dutch Eating Behavior Nutritional and metabolic
Questionnaire diseases
Pathological conditions signs and
symptoms
Psychiatry/Psychology
DEFS Dutch Exertion Fatigue Pathological conditions signs and

Scale

symptoms
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DEMQOL | Measurement of Nervous system diseases
health-related quality of Psychiatry/Psychology
life for people with
dementia
DES Diabetes Empowerment Endocrine system diseases
Scale Nutritional and metabolic
diseases
DFBS Diabetes Family Behavior | Endocrine system diseases
Scale Nutritional and metabolic
diseases
D-FIS Daily Fatigue Impact Pathological conditions signs and
Scale symptoms
D-FISQ Diabetes Fear of Injecting | Endocrine system diseases
and Self-testing Nutritional and metabolic
Questionnaire diseases
DFS Diabetic Foot Ulcer Scale Skin and connective tissue
diseases
Endocrine system diseases
Nutritional and metabolic
diseases
DFS-SF Diabetic Foot Ulcer Scale - | Skin and connective tissue
Short Form diseases
Endocrine system diseases
Nutritional and metabolic
diseases
DHI Dizziness Handicap Nervous system diseases
Inventory Otorhinolaryngologic diseases
Pathological conditions signs and
symptoms
DHP-1 Diabetes Health Profile Endocrine system diseases
Nutritional and metabolic
diseases
DHP-18 Diabetes Health Profile Endocrine system diseases

Nutritional and metabolic

diseases
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DHSI Digestive Health Status Digestive system diseases
Instrument
DiabMed | Diabetes Medication Endocrine system diseases
Sat Satisfaction Nutritional and metabolic
diseases
DIMS Diabetes Impact Endocrine system diseases
Measurement Scales Nutritional and metabolic
diseases
DIS Detrusor Instability Score | Pathological conditions signs and
symptoms
Urologic diseases
DISF Derogatis Interview for Male genital diseases
Sexual Functioning Female genital diseases and
pregnancy complications
DIS-IV Diagnostic Interview Psychiatry/Psychology
Schedule - IV
DKQ Diabetes Knowledge Endocrine system diseases
Questionnaire Nutritional and metabolic
diseases
DLQI Dermatology Life Quality | Skin and connective tissue
Index diseases
DMH Diabetes Mellitus History | Endocrine system diseases
Nutritional and metabolic
diseases
DPM Diabetes Productivity Endocrine system diseases
Measure Nutritional and metabolic
diseases
DQLCTQ | Diabetes Quality of Life Endocrine system diseases
Clinical Trial Nutritional and metabolic
Questionnaire diseases
DQOL Diabetes Quality of Life Endocrine system diseases
measure Nutritional and metabolic
diseases
D-QoL Dementia Quality of Life Nervous system diseases

Instrument

Psychiatry/Psychology
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DQoLS Dermatology Quality of Skin and connective tissue
Life Scales diseases
DQOLY Diabetes Quality of Life Endocrine system diseases
for Youth scale Nutritional and metabolic
diseases
DSC-R Diabetes Symptom Endocrine system diseases
Checklist-Revised Nutritional and metabolic
diseases
DSFI Derogatis Sexual Male genital diseases
Functioning Inventory Female genital diseases and
pregnancy complications
DSIQ Digestive Symptoms and Digestive system diseases
Impact Questionnaire Pathological conditions signs and
symptoms
DSM Diabetes Symptom Endocrine system diseases
Measure Nutritional and metabolic
diseases
DSMP / Diabetes Endocrine system diseases
DSMP-F | Self-Management Profile Nutritional and metabolic
diseases
DSQL-Ac | Dermatology-Specific Skin and connective tissue
ne Quality of Life Instrument | diseases
for Acne
DSQL-CD | Dermatology-Specific Skin and connective tissue
Quality of Life instrument | diseases
for Contact Dermatitis
DSQOLS | Diabetes specific quality of | Endocrine system diseases
life scale Nutritional and metabolic
diseases
DTSQ-for | Functional Insulin Endocrine system diseases
-FIT20 Treatment Satisfaction Nutritional and metabolic
Status Questionnaire diseases
and
Change
versions
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DTSQs Diabetes Treatment Endocrine system diseases

and Satisfaction Nutritional and metabolic

DTSQc Questionnaire, status and | diseases
change versions

DUFS Dutch Fatigue Scale Pathological conditions signs and

symptoms

DUKE Duke Health Profile Generic

DUKE-A | Duke Anxiety - Depression | Psychiatry/Psychology

D Scale

DUSOCS | Duke Social Support and Generic
Stress Scale

ECOS-16 | Short Osteoporosis Quality | Musculoskeletal diseases
of Life Questionnaire

ECQ Edinburgh Claudication Cardiovascular diseases
Questionnaire

EDI-3 Eating Disorder Inventory | Psychiatry/Psychology

EDITS Erectile Dysfunction Male genital diseases
Inventory of Treatment Psychiatry/Psychology
Satisfaction

EDQLS Eating Disorders Quality | Psychiatry/Psychology
of Life Scale

EHP-30 Endometriosis Health Female genital diseases and
Profile-30 pregnancy complications

EORTC EORTC Quality of Life Neoplasms

QLQ-BM | Questionnaire - Bone

22 Metastases Module

EORTC EORTC Quality of Life Neoplasms

QLQ-BN2 | Questionnaire - Brain Nervous system diseases

0 Module

EORTC EORTC Quality of Life Neoplasms

QLQ-BR2 | Questionnaire - Breast Skin and connective tissue

3 Cancer Module diseases

EORTC EORTC Quality of Life Neoplasms

QLQ-C30 | Questionnaire - Core

Questionnaire
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EORTC EORTC Quality of Life Neoplasms
QLQ-CR2 | Questionnaire - Colorectal
9 Module
EORTC EORTC Quality of Life Female genital diseases and
QLQ-CX2 | Questionnaire - Cervical pregnancy complications
4 Cancer Module Neoplasms
EORTC EORTC Quality of life - Neoplasms
QLQ-H& | Head and Neck Cancer
N35 Module
EORTC EORTC Quality of Life Digestive system diseases
QLQ-HC | Questionnaire - Neoplasms
C18 Hepatocellular Carcinoma
/ Primary Liver Cancer
Module
EORTC EORTC Quality of Life Neoplasms
QLQ-LC1 | Questionnaire - Lung Respiratory tract diseases
3 Cancer Module
EORTC EORTC Quality of Life Cardiovascular diseases
QLQ-MY | Questionnaire - Multiple Hemic and lymphatic diseases
20 Myeloma Module Immune system diseases
Neoplasms
EORTC EORTC Quality of Life Endocrine system diseases
QLQ-OV2 | Questionnaire - Ovarian Female genital diseases and
8 Cancer Module pregnancy complications
Neoplasms
EORTC EORTC Quality of Life Neoplasms
QLQ-PR2 | Questionnaire - Prostate
5 Module
EPIC Expanded Prostate Cancer | Male genital diseases
Index Composite Neoplasms
EQ-5D Euroqol EQ-5D Generic
ESAS-r Edmonton Symptom Neoplasms

Assessment System

Revised
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ESI-55 Epilepsy Surgery Nervous system diseases
Inventory
ESRD-SC | End-Stage Renal Disease Urologic diseases
L-TM Symptom Checklist-
Transplantation Module
ESS Epworth Sleepiness Scale | Nervous system diseases
Pathological conditions signs and
symptoms
EWPS Endicott Work Psychiatry/Psychology
Productivity Scale
FACIT Functional Assessment of | Neoplasms
Chronic Illness Therapy Pathological conditions signs and
Measurement System symptoms
FACIT-F | Functional Assessment of | Immune system diseases
and Chronic Illness Musculoskeletal diseases
FACIT-Fa | Therapy-Fatigue and Skin and connective tissue
tigue Fatigue Scale diseases
FACT-An | Functional Assessment of | Hemic and lymphatic diseases
Cancer Therapy- Anemia
FACT-B Functional Assessment of | Neoplasms
Cancer Therapy - Breast Skin and connective tissue
Cancer diseases
FACT-BR | Functional Assessment of | Neoplasms
M Cancer Therapy - Biologic
Response Modifier
FACT-G Functional Assessment of | Neoplasms
Cancer Therapy - General | Pathological conditions signs and
symptoms
FACT-He | Functional Assessment of | Digestive system diseases
p Cancer Therapy - Neoplasms
Hepatobiliary
FACT-L Functional Assessment of | Neoplasms
Cancer Therapy - Lung Respiratory tract diseases
FACT-P Functional Assessment of | Neoplasms

Cancer Therapy- Prostate
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FAMS Functional Assessment of | Immune system diseases
Multiple Sclerosis Nervous system diseases
FAMS-TO | Functional Assessment of | Immune system diseases
I Multiple Sclerosis: Trial Nervous system diseases
Outcome Index
FAST Family System Test Generic
FBA Food Benefits Assessment | Generic
FDDQL Quality of Life Digestive system diseases
Questionnaire for Pathological conditions signs and
Functional Digestive symptoms
Disorders
FDLQI Family Dermatology Life Skin and connective tissue
Quality Index diseases
FFI Foot Function Index Musculoskeletal diseases
Immune system diseases
Skin and connective tissue
diseases
FIQ Fibromyalgia Impact Musculoskeletal diseases
Questionnaire Nervous system diseases
FIQL Fecal Incontinence Quality | Digestive system diseases
of Life scale
FIQR Revised Fibromyalgia Musculoskeletal diseases
Impact Questionnaire Nervous system diseases
FiRST Fibromyalgia Rapid Musculoskeletal diseases
Screening Tool Nervous system diseases
FIS Fatigue Impact Scale Pathological conditions signs and
symptoms
FISI Fecal Incontinence Digestive system diseases
Severity Index
FKB-20/B | Fragebogen zum Generic
1Q-20 Korperbild/Body Image
Questionnaire
FLIC Functional Living Index: Neoplasms

Cancer
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FLIE Functional Living Index - | Neoplasms
Emesis
FLP Functional Limitations Generic
Profile
FOSQ Functional Outcomes of Nervous system diseases
Sleep Questionnaire Pathological conditions signs and
symptom
FSAQ Fallowfield's Sexual Female genital diseases and
Activity Questionnaire pregnancy complications
FSDS Female Sexual Distress Psychiatry/Psychology
Scale
FSFI Female Sexual Function Female genital diseases and
Index pregnancy complications
FSHQ Florida Sexual History Male genital diseases
Questionnaire Psychiatry/Psychology
FSI Fatigue Symptom Pathological conditions signs and
Inventory symptoms
FSQ Functional Status Generic
Questionnaire
FSS Fatigue Severity Scale Pathological conditions signs and
symptoms
GARS Groningen Activity Generic
Restriction Scale
GCSI Gastroparesis Cardinal Digestive system diseases
Symptom Index Pathological conditions signs and
symptoms
GDS Geriatric Depression Scale | Psychiatry/Psychology
GERD-H | Gastroesophageal Reflux Digestive system diseases
RQL Disease Health Related
Quality of Life scale
GHABP Glasgow Hearing Aid Nervous system diseases

Benefit Profile

Otorhinolaryngologic diseases
Pathological conditions signs and

symptoms
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GHQ General Health Psychiatry/Psychology
Questionnaire

GHSQ Glasgow Health Status Generic
Questionnaires

GIQLI Gastrointestinal Quality of | Digestive system diseases
Life index

GIVIO GIVIO questionnaire Neoplasms

GlauQOL | Glaucoma Quality of Life Eye diseases
Questionnaire

GLQ-8 GLQ-8 Neoplasms

GO-QOL | Graves' Ophtalmopathy Endocrine system diseases
Quality of Life Eye diseases
Questionnaire Immune system diseases

GQOL Global Quality of Life Generic
Scale

GRID Smoker Anchored Disorders of environmental
Withdrawal Grid origin

Psychiatry/Psychology

GSAS Gastroesophageal Reflux Digestive system diseases
Disease Symptom
Assessment Scale

GSFQ GERD Symptom Digestive system diseases
Frequency Questionnaire

GSQ General Satisfaction Psychiatry/Psychology
Questionnaire

GSRS Gastrointestinal Symptom | Digestive system diseases
Rating Scale - original Neoplasms
interviewer-administered
version

GSRS-self | Gastrointestinal Symptom | Digestive system diseases
Rating Scale - Pathological conditions signs and
self-administered version | symptoms

HADS Hospital Anxiety and Psychiatry/Psychology

Depression scale
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HALex Health and Activity Generic
Limitation Index

HANA Headache Needs Nervous system diseases
Assessment questionnaire | Pathological conditions signs and

symptom

HANDS Harvard Department of Psychiatry/Psychology
Psychiatry/NDSD scale

HAQ Health Assessment Generic
Questionnaire

HAQUA Hamburg Quality of Life Immune system diseases

MS Questionnaire Multiple Nervous system diseases
Sclerosis

HAT-QoL | HIV/AIDS-Targeted Immune system diseases
Quality of Life Virus diseases

HBQOLO® | Heartburn-Specific Digestive system diseases
Quality of Life Instrument

HDLF Health and Daily Living Generic
Form

HDQoL© | Huntington's Disease Nervous system diseases
health-related Quality of Psychiatry/Psychology
Life questionnaire

heiQ™ Health Education Impact | Pathological conditions signs and
Questionnaire symptoms

HFS Hypoglycemia Fear Survey | Endocrine system diseases
or Adult Low Blood Sugar | Nutritional and metabolic
Survey diseases

HIV-SI or | HIV Symptom Index Immune system diseases

SDM Virus diseases

HLQ Health and Labour Generic
Questionnaire

HNQ or Hip and Knee Musculoskeletal diseases

MAPT Questionnaire

HNQOL Head and Neck Quality of | Neoplasms

Life instrument
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HOIQ Herpes Outbreak Impact Female genital diseases and
Questionnaire pregnancy complications
Male genital diseases
Virus diseases
HOPES HIV Overview of Problems | Immune system diseases
- Evaluation System Virus diseases
HQLI Hospice Quality of Life Neoplasms
Index
HSC Herpes Symptom Female genital diseases and
Checklist pregnancy complications
Male genital diseases
Virus diseases
HSQ Health Status Generic
Questionnaire 2.0
HUI® Health Utilities Index Generic
HWBI Hemophilia Well-Being Congenital, hereditary, and
Index neonatal diseases and
abnormalities
Hemic and lymphatic diseases
HYPER Hypertension Health Cardiovascular diseases
31 Status Inventory
IBCSG-Q | International Breast Neoplasms
LC Cancer Study Group - Skin and connective tissue
Quality of Life Core Form | disease
IBDQ Inflammatory Bowel Digestive system diseases
Disease Questionnaire
IBDQOL | Inflammatory Bowel Digestive system diseases
Disease Quality of Life
Questionnaire
IBHQ © Impact of Bronchiolitis Respiratory tract diseases
Hospitalisation
Questionnaire
1BQ Illness Behavior Generic
Questionnaire
IBS-36 IBS-36 Digestive system diseases
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IBS-QOL | Irritable Bowel Syndrome | Digestive system diseases
- Quality Of Life
I1C1Q-UI International Consultation | Pathological conditions signs and
Short on Incontinence symptoms
Form Questionnaire - Urinary Urologic diseases
Incontinence Short Form
I1CQ and Inhaled Corticosteroid Respiratory tract diseases
1CQ-S Questionnaire Immune system diseases
ICSmale | ICSmale Urologic diseases
Male genital diseases
ICSQoL International Continence
Society-Benign Prostatic ) )
Hyperplasia study Male genital diseases
quality-of-life
IDEEL©®© | Impact of Dry Eye on
Everyday Life
IDS Illness Distress Scale Neoplasms
IDS-SR Inventory of Depressive Psychiatry/Psychology
and Symptomatology
IDS-C
IFS Iowa Fatigue Scale Pathological conditions signs and
symptoms
IIEF/ International Index of Male genital diseases
IIEF-5 Erectile Function Psychiatry/Psychology
IIWS Influenza Impact Respiratory tract diseases
Wellbeing Scale Virus diseases
ILSS Independent Living Skills | Psychiatry/Psychology
Survey
IMPACT | IMPACT III Digestive system diseases
11
IND-VFQ | Indian Vision Function Eye diseases
Questionnaire
INQoL© Individualized Musculoskeletal diseases

Neuromuscular Quality of

Life Questionnaire

Nervous system diseases
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INV-2 Rhodes Index of Nausea Pathological conditions signs and
and INVR | and Vomiting-FORM 2 symptoms
and Index of Nausea,
Vomiting, and Retching
PQ Illness Perception Generic
Questionnaire
IPQ-R Revised Illness Perception | Generic
Questionnaire
IPS Integrated Pain Score Nervous system diseases
Pathological conditions signs and
symptoms
I-PSS International Prostate Male genital diseases
Symptom Score
I-QOL Urinary Pathological conditions signs and
Incontinence-Specific symptoms
Quality of Life Instrument | Urologic diseases
IRE Indice de Resistencia a la | Generic
Enfermedad [Resistance to
Ilness Index]
IRLS International Restless Nervous system diseases
Legs Syndrome Study Psychiatry/Psychology
Group Rating Scale
ISI Incontinence Stress Index | Pathological conditions signs and
symptoms
Urologic diseases
ISL Index of Sexual Life Female genital diseases and
pregnancy complications
Male genital diseases
Psychiatry/Psychology
ISS Influenza Symptom Respiratory tract diseases
Severity scale Virus diseases
ITSQ Insulin Treatment Endocrine system diseases

Satisfaction Questionnaire

Nutritional and metabolic

diseases
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IVl Impact of Vision Eye diseases
Impairment
IWLS Impact of Weight Loss Generic
Scale
IWQOL-K | Impact of Weight on Nutritional and metabolic
ids Quality of Life - Kids diseases
Pathological conditions signs and
symptoms
IWQOL-L | Impact of Weight on Nutritional and metabolic
ite Quality of Life - Lite diseases
Pathological conditions signs and
symptoms
JAQQ Juvenile Arthritis Quality | Immune system diseases
of Life Questionnaire Musculoskeletal diseases
Skin and connective tissue
diseases
JSEQ Jenkins Sleep Evaluation | Nervous system diseases
Questionnaire Pathological conditions signs and
symptoms
KAP Kingsley Alopecia Profile Pathological conditions signs and
symptoms
Skin and connective tissue
diseases
KASE-AQ | Knowledge, Attitude and Immune system diseases
Self-efficacy Asthma Respiratory tract diseases
Questionnaire
KCCQ Kansas City Cardiovascular diseases
Cardiomyopathy
Questionnaire
KDQOL Kidney Disease Quality of | Urologic diseases
™ Life instrument
KHQ King's Health Pathological conditions signs and
Questionnaire symptoms

Urologic diseases
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KIDSCR | KIDSCREEN Generic

EEN

KINDL® | Revidierter KINDer Generic
Lebensqualitiatsfrageboge
n

KOOS Knee Injury and Musculoskeletal diseases
Osteoarthritis Outcome
Score

LANSS Leeds Assessment of Nervous system diseases
Neuropathic Symptoms Pathological conditions signs and
and Signs Pain Scale symptoms

LASA Linear Analogue Neoplasms
Self-Assessment

LASA-S Linear Analogue Neoplasms
Self-Assessment-Selby

LCSS Lung Cancer Symptom Neoplasms
Scale Respiratory tract diseases

LDQ Leeds Dyspepsia Pathological conditions signs and
Questionnaire symptoms

LFQ Life Functioning Psychiatry/Psychology
Questionnaire

LFS or Lee Fatigue Scale Pathological conditions signs and

VAS-F symptoms

LFUQ Leg and Foot Ulcer Skin and connective tissue
Questionnaire diseases

LHS London Handicap Scale Generic

LLFI Lower Limb Functional Musculoskeletal diseases
Index

LORQv3 | Liverpool Oral Neoplasms
Rehabilitation Stomatognathic diseases
Questionnaire (version 3)

LPSQ Liverpool-PEG-Specific Neoplasms
Questionnaire

LQOLP Lancashire Quality of Life | Psychiatry/Psychology

Profile
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LSAS Liebowitz Social Anxiety Psychiatry/Psychology
Scale
LSEQ Leeds Sleep Evaluation Nervous system diseases
Questionnaire Pathological conditions signs and
symptoms
LSIA Life Satisfaction Index for | Congenital, hereditary, and
Adolescents neonatal diseases and
abnormalities
Musculoskeletal diseases
Nervous system diseases
LSSS Liverpool Seizure Severity | Nervous system diseases
Scale
LupusPR | Lupus Patient-Reported Immune system diseases
O Outcome tool Skin and connective tissue
diseases
LVQOL Low Vision Quality-of-Life | Eye diseases
Questionnaire
LWAQ Living with Asthma Immune system diseases
Questionnaire Respiratory tract diseases
MAACL- | Multiple Affect Adjective Psychiatry/Psychology
R Checklist-Revised
MAC Mental Adjustment to Neoplasms
Cancer Scale
MacNew | MacNew Heart Disease Cardiovascular diseases
Health-related Quality of
Life Questionnaire
MACTAR | McMaster Toronto Immune system diseases
Arthritis Patient Musculoskeletal diseases
Preference Disability Skin and connective tissue
Questionnaire diseases
MADRS Montgomery-Asberg Psychiatry/Psychology
Depression Rating Scale
MAF Multidimensional Pathological conditions signs and

Assessment of Fatigue

symptoms
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MANE Morrow Assessment of Pathological conditions signs and
Nausea and Emesis symptoms
Neoplasms
Mayers' Mayers' Lifestyle Psychiatry/Psychology
LsQ (1) Questionnaires (1) and (2)
and (2)
MBI Modified Barthel Index Generic
MCAS Modified Caregiver Disorders of environmental
Appraisal Scale origin
Nervous system diseases
MCSI Multidimensional Generic
Caregiver Strain Index
MDI Major Depression Psychiatry/Psychology
Inventory
MDQ Multidimensional Endocrine system diseases
Diabetes Questionnaire Nutritional and metabolic
diseases
MENQOL | Menopause-specific Female genital diseases and
Quality of Life pregnancy complications
Questionnaire
MFI Multidimensional Fatigue | Pathological conditions signs and
Inventory symptoms
MFIS Modified Fatigue Impact Pathological conditions signs and
Scale symptoms
MFSAF Myelofibrosis Symptom Hemic and lymphatic diseases
Assessment Form
MFSI Multidimensional Fatigue | Pathological conditions signs and
Symptom Inventory symptoms
MFSQ McCoy Female Sexuality Female genital diseases and
Questionnaire pregnancy complications
MGQ Myasthenia Gravis Immune system diseases
Questionnaire Nervous system diseases
MHI Mental Health Inventory Generic
MHIQ McMaster Health Index Generic

Questionnaire
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MHLC Multidimensional Health | Generic
Locus of Control Scales
MIDAS Myocardial Infarction Cardiovascular diseases
Dimensional Assessment
Scale
MILQ Multidimensional Index of | Cardiovascular diseases
Life Quality
MiniAQL | Mini Asthma Quality of Immune system diseases
Q Life Questionnaire Respiratory tract diseases
MINICH | Short form of Quality of Cardiovascular diseases
AL Life Questionnaire for
Arterial hypertension
MiniRQL | Mini Rhinoconjunctivitis Otorhinolaryngologic diseases
Q Quality of Life Respiratory tract diseases
Questionnaire
MLHF Minnesota Living with Cardiovascular diseases
Heart Failure ©
Questionnaire
MM-CGI | Marwit Meuser Caregiver | Nervous system diseases
Grief Inventory Psychiatry/Psychology
MMQL Minneapolis-Manchester Neoplasms
Quality of Life instrument
MNSI Michigan Neuropathy Endocrine system diseases
Screening Instrument Nutritional and metabolic
diseases
MOOD Measure of Outcome in Otorhinolaryngologic diseases
Ocular Disease
MOQ Menorrhagia Outcomes Female genital diseases and
Questionnaire pregnancy complications
Pathological conditions signs and
symptoms
MOS Medical Outcomes Study Generic
Sleep Sleep scale
MOS-HIV | Medical Outcome Immune system diseases

Study-HIV Health Survey

Virus diseases
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MOS-SSS | MOS Social Support Generic
Survey
MOxFQ The Manchester-Oxford Musculoskeletal diseases
Foot Questionnaire
MPAC Memorial Pain Nervous system diseases

Assessment Card

Pathological conditions signs and

symptoms
Neoplasms
MPQ McGill Pain Questionnaire | Nervous system diseases
Pathological conditions signs and
symptoms
MQ Menorrhagia Female genital diseases and
Questionnaire pregnancy complications
Pathological conditions signs and
symptoms
MQOL-HI | Multidimensional Quality | Immune system diseases
\Y of Life questionnaire for Virus diseases
HIV/AIDS
MRF26 Maugeri Foundation Respiratory tract diseases
Respiratory Failure
Questionnaire
MRQ Menopause Female genital diseases and
Representations pregnancy complications
Questionnaire
MRS Menopause Rating Scale Female genital diseases and
pregnancy complications
mRS-SI Structured Interview for Cardiovascular diseases
the Modified Rankin Scale | Nervous system diseases
MSAS Memorial Symptom Neoplasms
Assessment Scale
MSHQ Male Sexual Health Urologic diseases
Questionnaire Male genital diseases
Psychiatry/Psychology
MSIS-29 | Multiple Sclerosis Impact | Immune system diseases

Scale

Nervous system diseases
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MSQ Migraine-Specific Nervous system diseases
Version Quality-of-Life
2.1 Questionnaire
MSQLI Multiple Sclerosis Quality | Immune system diseases
of Life Inventory Nervous system diseases
MSQoL Migraine Specific Quality | Nervous system diseases
of Life Questionnaire
MSQOL-5 | Multiple Sclerosis Quality | Immune system diseases
4 of Life-54 Nervous system diseases
MSWS-12 | Multiple Sclerosis Walking | Immune system diseases
Scale Nervous system diseases
MTAP Multidimensional Task Generic
Ability Profile
MUDI Male Urogenital Distress Pathological conditions signs and
Inventory symptoms
Urologic diseases
MUSIQ Male Urinary Symptom Pathological conditions signs and
Impact Questionnaire symptoms
Urologic diseases
MusiQoL | Multiple Sclerosis Immune system diseases
International Quality of Nervous system diseases
Life questionnaire
NA-ACP | Needs Assessment for Neoplasms
Advanced Cancer Patients
NBD Neurogenic Bowel Digestive system diseases
score Dysfunction score Disorders of environmental
origin
Nervous system diseases
Pathological conditions signs and
symptoms
NDI Neck Disability Index Nervous system diseases

Pathological conditions signs and

symptoms
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NDI/NDI- | Nepean Dyspepsia Index Digestive system diseases
SF Pathological conditions signs and
symptoms
NDII Neck Dissection Neoplasms
Impairement Index
NEI-RQL | National Eye Institute - Eye diseases
-42 Refractive Error Quality of
Life Instrument - 42
NEI-VFQ | National Eye Institute Eye diseases
25 Visual Function
Questionnaire-25
NEMOQ | New Mother Quality of Female genital diseases and
Co Care questionnaire© pregnancy complications
NePIQoL: | Neuropathic Pain Impact | Nervous system diseases
on Quality-of-Life Pathological conditions signs and
Questionnaire symptoms
NEQ Needs Evaluation Neoplasms
Questionnaire
NEST Needs at the End-of-Life Neoplasms
Screening Tool
NEWQOL | Quality of Life in Newly Nervous system diseases
Diagnosed Epilepsy
measure
NEWSQO | Newcastle Stroke-specific | Cardiovascular diseases
L Quality of Life measure Nervous system diseases
NHP Nottingham Health Profile | Generic
NI Diary | Nocturia Impact Diary Urologic diseases
NIH-CPS | National Institute of Male genital diseases
I Health Chronic Prostatitis
Symptom Index
Norfolk Norfolk Quality of Life Endocrine system diseases
QOL-DN | Questionnaire - Diabetic Nutritional and metabolic

Neuropathy

diseases
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Norfolk Norfolk Quality of Life - Neoplasms
QOL-NE | Neuroendocrine Tumor Nervous system diseases
T Questionnaire
NPS Neuropathic Pain Scale Nervous system diseases
Pathological conditions signs and
symptoms
NPSI Neuropathic Pain Nervous system diseases
Symptom Inventory Pathological conditions signs and
symptoms
NQ Nausea Questionnaire Pathological conditions signs and
symptoms
N-QoL Nocturia Quality of Life Pathological conditions signs and
Questionnaire symptoms
Urologic diseases
NRQLQ Nocturnal Otorhinolaryngologic diseases
Rhinoconjunctivitis Respiratory tract diseases
Quality of Life
Questionnaire
NV5 Osoba Nausea and Neoplasms
Vomiting Module
OAB-q Overactive Bladder Pathological conditions signs and
symptom and symptoms
health-related quality of Urologic diseases
life questionnaire
OARS Older Americans Generic
Resources and Services
Multidimensional
Functional Assessment
Questionnaire
ODEON Objectif Douleur En Eye diseases

Ophtalmologie et

Neuro-ophtalmologie
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ODI Oswestry Disability Index | Disorders of environmental
origin
Nervous system diseases
Pathological conditions signs and
symptoms
OES Oxford Elbow Score Musculoskeletal diseases
OFDQ Osteoporosis Functional Nervous system diseases
Disability Questionnaire Pathological conditions signs and
symptoms
Musculoskeletal diseases
Disorders of environmental
origin
OHIP/OH | Oral Health Impact Profile | Stomatognathic diseases
IP-14
OHQ Orthostatic Hypotension Cardiovascular diseases
Questionnaire Nervous system diseases
OHRQoL | Oral Health Related Congenital, hereditary, and
Hypodont | Quality of Life for patients | neonatal diseases and
1a with Hypodontia abnormalities
Stomatognathic diseases
OHS Oxford Hip Score Musculoskeletal diseases
OIDP Oral Impact on Daily Stomatognathic diseases
Performance Index -
modified version
OKS Oxford Knee Score Musculoskeletal diseases
ONYCHO | Onychomycosis Quality of | Bacterial infections and mycoses
Life questionnaire Skin and connective tissue
diseases
OPAQ Osteoporosis Assessment Musculoskeletal diseases
Questionnaire
OPTQoL. | Osteoporosis-Targeted Musculoskeletal diseases

Quality of Life

Questionnaire
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ORTHO ORTHO Birth Control Female genital diseases and
BC-SAT Satisfaction Assessment pregnancy complications
Tool
OSD® Ocular Surface Disease Eye diseases
Questionnaire
OSDI Ocular Surface Disease Eye diseases
Index
OSIS Oxford Shoulder Musculoskeletal diseases
Instability Score
0SS Oxford Shoulder Score Musculoskeletal diseases
OWLQOL | Obesity and Weight-Loss Nutritional and metabolic
Quality of Life measure diseases
Pathological conditions signs and
symptoms
PACA Palliative Care Neoplasms
Assessment
PACIS Perceived Adjustment to Neoplasms
Chronic Illness Scale
PACQLQ | Paediatric Asthma Immune system diseases
Caregiver's Quality of Life | Respiratory tract diseases
Questionnaire
PAC-QOL | Patient Assessment of Pathological conditions signs and
Constipation Quality of symptoms
Life questionnaire
PAC-SYM | Patient Assessment of Pathological conditions signs and
Constipation Symptoms symptoms
PACT-Q Perception of Cardiovascular diseases
Anticoagulant Treatment | Respiratory tract diseases
Questionnaire Pathological conditions signs and
symptoms
PAGI-QO | Patient Assessment of Digestive system diseases
L Upper Gastrointestinal Pathological conditions signs and

Disorders-Quality of Life

symptoms
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PAGI-SY | Patient Assessment of Digestive system diseases
M Gastrointestinal Disorders | Pathological conditions signs and
Symptom Severity Index symptoms
PAID Problem Areas in Diabetes | Endocrine system diseases
scale Nutritional and metabolic
diseases
PAIS/PAI | Psychosocial Adjustment Psychiatry/Psychology
S-SR to Illness Scale
PAQ Peripheral Artery Cardiovascular diseases
Questionnaire
PAQLQ Paediatric Asthma Quality | Immune system diseases
of Life Questionnaire Respiratory tract diseases
PAR-ENT | Parents Questionnaire: Otorhinolaryngologic diseases
-QoL The effects of Respiratory tract diseases
Rhinopharyngitis and/or Stomatognathic diseases
otitis of the child upon
family life
PAS Panic and Agoraphobia Psychiatry/Psychology
Scale
PASI Patient-Specific Index Musculoskeletal diseases
Surgical Procedures, Operative
PBAC Pictorial Blood-loss Female genital diseases and
Assessment Chart pregnancy complications
Pathological conditions signs and
symptoms
PC-QoL Prostate Cancer Quality of | Male genital diseases
Life scale Neoplasms
PCS Pain Catastrophizing Generic
Scale
PDI Psychological Distress Neoplasms
Inventory
PDQ-39 Parkinson’s Disease Nervous system diseases

Questionnaire
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PDQL

Parkinson's Disease
Quality of Life

Questionnaire

Nervous system diseases

PDQUAL
IF

Parkinson's Disease

Quality of Life Scale

Nervous system diseases

PD-SAST

Parkinson’s Disease
Sexual Addiction

Screening Test

Nervous system diseases

PDSS

Parkinson's Disease Sleep

Scale

Nervous system diseases

PDSS-2

Parkinson’s Disease Sleep

Scale 2

Nervous system diseases

PedsQL™
Arthritis
Module

Pediatric Quality of Life
Inventory™ Arthritis

Module

Musculoskeletal diseases

PedsQL™
Asthma
Module

Pediatric Quality of Life
Inventory™ Asthma

Module

Immune system diseases

Respiratory tract diseases

PedsQL™
Asthma
Module
Short

Form

Pediatric Quality of Life
Inventory™ Asthma

Module Short Form

Immune system diseases

Respiratory tract diseases

PedsQL™
Brain
Tumor

Module

Pediatric Quality of Life
Inventory™ Brain Tumor

Module

Neoplasms

Nervous system diseases

PedsQL™
Cancer

Module

Pediatric Quality of Life
Inventory™ Cancer

Module

Neoplasms

PedsQL™
Cardiac

Module

Pediatric Quality of Life
Inventory™ Cardiac

Module

Cardiovascular diseases
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PedsQL™ | Pediatric Quality of Life Nervous system diseases
Cerebral | Inventory™ Cerebral

Palsy Palsy Module

Module

PedsQL™ | Pediatric Quality of Life Generic

Cognitive | Inventory™ Cognitive

Functioni | Functioning Scale™

ng

Scale™

PedsQL™ | Pediatric Quality of Life Endocrine system diseases
Diabetes | Inventory™ Diabetes Nutritional and metabolic
Module Module diseases

PedsQL™ | Pediatric Quality of Life Congenital, hereditary, and
Duchenne | Inventory™ Duchenne neonatal diseases and
Muscular | Muscular Dystrophy abnormalities

Dystroph | Module Musculoskeletal diseases
y Module Nervous system diseases
PedsQL™ | Pediatric Quality of Life Urologic diseases

End Inventory™ End Stage

Stage Renal Disease Module

Renal

Disease

Module

PedsQL™ | Pediatric Quality of Life Digestive system diseases
Eosinophi | Inventory™ Eosinophilic Hemic and lymphatic diseases
lic Esophagitis Module Immune system diseases
Esophagit

is Module

PedsQL™ | Pediatric Quality of Life Digestive system diseases
Eosinophi | Inventory™ Eosinophilic Hemic and lymphatic diseases
lic Esophagitis Symptoms Immune system diseases
Esophagit | Scales

is

Symptom

s Scales

105




&= Full name Ik (Posology)
PedsQL™ | Pediatric Quality of Life Digestive system diseases
Gastroint | Inventory™
estinal Gastrointestinal
Symptom | Symptoms Module
s Module
PedsQL™ | Pediatric Quality of Life Generic
Gastroint | Inventory™
estinal Gastrointestinal
Symptom | Symptoms Scales
s Scales
PedsQL™ | Pediatric Quality of Life Generic
General Inventory™ General
Well-Bein | Well-Being Scale
g Scale
PedsQL™ | Pediatric Quality of Life Generic
Generic Inventory™ Generic Core
Core Scales
Scales
PedsQL™ | Pediatric Quality of Life Generic
Generic Inventory™ Generic Core
Core Scales Short Form 15
Scales
Short
Form 15
PedsQL™ | Pediatric Quality of Life Pathological conditions signs and
Multidim | Inventory™ symptoms
ensional Multidimensional Fatigue
Fatigue Scale
Scale
PedsQL™ | Pediatric Quality of Life Congenital, hereditary, and
Neurofibr | Inventory™ neonatal diseases and
omatosis | Neurofibromatosis Type 1 | abnormalities
Type 1 Module Neoplasms
Module Nervous system diseases
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PedsQL™ | Pediatric Quality of Life Musculoskeletal diseases
Neuromu | Inventory™ Nervous system diseases
scular Neuromuscular Module
Module
PedsQL™ | Pediatric Quality of Life Generic
Oral Inventory™ Oral Health
Health Scale™
Scale™
PedsQL™ | Pediatric Quality of Life Nervous system diseases
Pediatric | Inventory™ Pediatric Pain | Pathological conditions signs and
Pain Questionnaire™ symptoms
Question
naire™
PedsQL™ | Pediatric Quality of Life Musculoskeletal diseases
Rheumat | Inventory™ Rheumatology | Skin and connective tissue
ology Module diseases
Module
PedsQL™ | Pediatric Quality of Life Congenital, hereditary, and
Sickle Inventory™ Sickle Cell neonatal diseases and
Cell Disease Module abnormalities
Disease Hemic and lymphatic diseases
Module
PedsQL™ | Pediatric Quality of Life Surgical Procedures, Operative
Stem Cell | Inventory™ Stem Cell
Transpla | Transplant Module
nt Module
PedsQL™ | Pediatric Quality of Life Surgical Procedures, Operative
Transpla | Inventory™ Transplant
nt Module | Module
PEESS Pediatric Eosinophilic Digestive system diseases
v2.0 Esophagitis Symptom Hemic and lymphatic diseases

Severity Module, version Immune system diseases

2.0
PEQ Personal Experiences Female genital diseases and

Questionnaire

pregnancy complications
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PFQ Psychosocial Functioning | Nervous system diseases
Questionnaire for Patients | Pathological conditions signs and
with Low Back Pain symptoms

PFSDQ Pulmonary Functional Respiratory tract diseases
Status & Dyspnea
Questionnaire

PFSDQ- Pulmonary Functional Respiratory tract diseases

M Status & Dyspnea
Questionnaire-modified

PFSF Profile of Female Sexual Psychiatry/Psychology
Function

PGC Philadelphia Geriatric Generic

Morale Center Morale Scale

Scale

PGI Patient Generated Index Generic

PGWBI Psychological General Generic
Well-Being Index

PIADS Psychosocial Impact of Generic
Assistive Device Scale

PI-ED Paediatric Index of Generic
Emotional Distress

Piers-Har | Piers-Harris Children's Psychiatry/Psychology

ris 2 Self-Concept Scale, Second
Edition

PIMS Parkinson's Impact Scale | Nervous system diseases

PIQoL-A | Parents' Index of Quality Congenital, hereditary, and

D of Life in Atopic neonatal diseases and
Dermatitis abnormalities

Immune system diseases
Skin and connective tissue
diseases

PLC Quality of Life Profile for Generic

the Chronically 111

108




B =

Full name

#H3K (Posology)

PMSES Broome Pelvic Muscle Pathological conditions signs and
Exercise Self-Efficacy symptoms
Scale Urologic diseases
POEM Patient-Oriented Eczema | Skin and connective tissue
Measure diseases
POMS Profile of Mood States Psychiatry/Psychology
POMS-Bi | Profile of Mood States Psychiatry/Psychology
™ Bipolar Scale
POQ Prostate Outcomes Male genital diseases
Questionnaire
POS Palliative Care Outcome Generic
Scale
PQAS Pain Quality Assessment | Nervous system diseases
and Scale and Revised Pain Pathological conditions signs and
PQAS-R Quality Assessment Scale | symptoms
PQoL Perceived Quality of Life Generic
scale
PQOL-12 | 12-Item Psoriasis Quality | Skin and connective tissue
of Life Questionnaire diseases
PRAC-Te | PRAgmatic Content and Generic
st face validity Test
PRIME-M | Primary Care Evaluation | Psychiatry/Psychology
D/PHQ of Mental Disorders
Patient Health
Questionnaire
P-RLS-SS | Pediatric Restless Legs Nervous system diseases
Syndrome Severity Scale ® | Psychiatry/Psychology
PROSQO | Prostate Cancer Specific Male genital diseases
LI Quality of Life Instrument | Neoplasms
PRQLQ Paediatric Otorhinolaryngologic diseases
Rhinoconjunctivitis Respiratory tract diseases
Quality of Life
Questionnaire
PRWE Patient-Rated Wrist Disorders of environmental

Evaluation

origin
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PSAQoL | Psoriatic Arthritis Quality | Skin and connective tissue
of Life Instrument diseases
Immune system diseases
Musculoskeletal diseases
PSIT Patient Satisfaction with Endocrine system diseases
Insulin Therapy Nutritional and metabolic
questionnaire diseases
PSMS Physical Self-Maintenance | Generic
Scale
PS-MS Performance Scales for Immune system diseases
Multiple Sclerosis Nervous system diseases
PSQI Pittsburgh Sleep Quality Nervous system diseases
Index Pathological conditions signs and
symptoms
PSYCHL | Psychological Outcome Psychiatry/Psychology
OPS Profiles
PTQL Pictorial Thai Quality of Psychiatry/Psychology
Life
PU-QOL | Pressure Ulcer Quality of | Skin and connective tissue
Life diseases
QBPDS Quebec Back Pain Nervous system diseases
Disability Scale Pathological conditions signs and
symptoms
QIDS-SR | Quick Inventory of Psychiatry/Psychology
and Depressive
QIDS-C Symptomatology
QL Quality of Life Neoplasms
QLDS Quality of Life in Psychiatry/Psychology
Depression Scale
Q-LES-Q | Quality of Life Enjoyment | Psychiatry/Psychology
and Satisfaction
Questionnaire
QLI Ferrans and Powers Generic

Quality of Life Index
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QLI-CP Quality of Life Index for Digestive system diseases
Colostomy Patients Neoplasms
QL-Index | Spitzer's Quality of Life Generic
Index
QLQ or Quality of Life Psychiatry/Psychology
CEQ Questionnaire or Client
Experiences Questionnaire
QLQ-Asth | Questionnaire for the Immune system diseases
ma Assessment of Quality of Respiratory tract diseases
Life in Asthma Patients
QLQ-E Quality of Life Generic
Questionnaire-Evans
QLQ-TR/ | Oregon Quality of Life Psychiatry/Psychology
QLQ-SR Questionnaire Interviewer
Rating version /
Respondent Self-Report
version
QLS-BC Quality of Life Schedule Psychiatry/Psychology
QLSI Quality of Life Systemic Generic
Inventory
QL-SP Quality of Life Cardiovascular diseases
Questionnaire for Cardiac
Spouses
QOL-AD | Quality of Life in Nervous system diseases
Alzheimer’s Disease Psychiatry/Psychology
QOLAS Quality of Life Assessment | Nervous system diseases
Schedule Psychiatry/Psychology
QOL-CA | Quality of Life Cancer Neoplasms
Scale
QOL-E Quality of Life E Hemic and lymphatic diseases
QOLI® Quality of Life Inventory® | Generic
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QoLIAD Quality of Life Index for Congenital, hereditary, and
Atopic Dermatitis neonatal diseases and
abnormalities
Immune system diseases
Skin and connective tissue
diseases
QOLIE-1 | Quality of Life in Epilepsy | Nervous system diseases
0 Inventory-10
QOLIE-3 | Quality of Life in Epilepsy | Nervous system diseases
1 Inventory-31
QOLIE-8 | Quality of Life in Epilepsy | Nervous system diseases
9 Inventory-89
QOLIE-A | Quality of Life in Epilepsy | Nervous system diseases
D-48 Inventory-Adolescents-48
QOLM-P1 | Quality of Life Module - Male genital diseases
4 Prostate 14 Neoplasms
QOL-RA | Quality of Immune system diseases
Scale Life-Rheumatoid Arthritis | Musculoskeletal diseases
Scale Skin and connective tissue
diseases
QOLRAD | Quality Of Life in Reflux Digestive system diseases
And Dyspepsia Pathological conditions signs and
symptoms
QOL-RTI | Quality of Life Radiation Neoplasms
Therapy Instrument
QOLS Flanagan's Quality of Life | Generic
Scale
QOLVFQ | Quality of Life and Vision | Eye diseases
Function Questionnaire
QPD Quick PsychoDiagnostics Psychiatry/Psychology
Panel Panel
QPD-32 Questionnaire for Peptic Pathological conditions signs and
Disease-32 items symptoms
QQ-q Q(uality)-Q(uantity) Neoplasms

questionnaire
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QSU and | Questionnaire on smoking | Disorders of environmental
QSU-Brie | urges origin
f Psychiatry/Psychology
QUAL Haemophilia age Congenital, hereditary, and
HEMO group-specific Quality of neonatal diseases and
life questionnaire abnormalities
Hemic and lymphatic diseases
QUAL-E | Quality of Life at the End | Respiratory tract diseases
of Life Measure Urologic diseases
Cardiovascular diseases
Neoplasms
Qualeffo- | International Ostoporosis | Musculoskeletal diseases
41 Foundation (IOF) Quality
of Life questionnaire
QUALIO | QUAlity of Life Musculoskeletal diseases
ST® questionnaire In
OSTeoporosis
QUALIV | QUALIVEEN Urologic diseases
EEN Disorders of environmental
origin
Nervous system diseases
QUALIV | QUALIVEEN 30 items Nervous system diseases
EEN-30 Urologic diseases
Qual-OT | Quality of Life in Disorders of environmental
Occupational Therapy origin
Nervous system diseases
Immune system diseases
QUEST Quality of End-of-life care | Generic
and Satisfaction with
Treatment scale
QUEST Quebec User Evaluation of | Generic
2.0 Satisfaction with assistive

Technology
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QuickDA | 9-item version of Musculoskeletal diseases
SH-9 Disabilities of Arm,
Shoulder and Hand
QWB Quality of Well Being scale | Generic
QWB-SA | Quality of Well-Being Generic
scale Self-Administered
RAQoL Rheumatoid Arthritis Immune system diseases
Quality of Life Musculoskeletal diseases
Questionnaire Skin and connective tissue
diseases
RDS Rand 8-item Depression Psychiatry/Psychology
Screener
REFLET | REFlective evalluation of | Skin and connective tissue
S psoriasis Efficacy of diseases
Treatment and Severity
Reflux-Qu | Quality of Life Digestive system diseases
al Questionnaire in
Gastroesophageal Reflux
REPERE | REPERES-60 Neoplasms
S-60 Skin and connective tissue
diseases
RFIPC Rating Form of IBD Digestive system diseases
Patient Concerns
RFIS Revised Faecal Digestive system diseases
Incontinence Scale
RGHQoL | Recurrent Genital Herpes | Female genital diseases and
Quality of Life pregnancy complications
Questionnaire Male genital diseases
Virus diseases
RhinQLQ | Rhinitis Quality of Life Otorhinolaryngologic diseases
Questionnaire Respiratory tract diseases
RLCQ Recent Life Changes Generic

Questionnaire
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RLS-QoL | Restless Legs Quality of Nervous system diseases
or Life Scale or Hopkins RLS | Psychiatry/Psychology
Hopkins Quality of Life Scale
RLS QoL
RMDQ Roland-Morris Disability Nervous system diseases
Questionnaire Pathological conditions signs and
symptoms
RQLQ Rhinoconjunctivitis Otorhinolaryngologic diseases
Quality of Life Respiratory tract diseases
Questionnaire
RSDI Rhinosinusitis Disability Otorhinolaryngologic diseases
Index Respiratory tract diseases
RSUI Rhinitis Symptom Utility | Otorhinolaryngologic diseases
Index Respiratory tract diseases
RSVP Refractive Status and Eye diseases
Vision Profile
RUIS Revised Urinary Pathological conditions signs and
Incontinence Scale symptoms
Urologic diseases
SAC Self-administered Congenital, hereditary, and
BDI-TDI | Computerized version of neonatal diseases and
the BDI-TDI abnormalities
Respiratory tract diseases
Digestive system diseases
Immune system diseases
SAQ Seattle Angina Cardiovascular diseases
Questionnaire
SAQOL-3 | Stroke and Aphasia Cardiovascular diseases
9 Quality of Life Scale - 39 Nervous system diseases
item version Pathological conditions signs and
symptoms
SAS-SR Social Adjustment Scale - | Generic
Self Report
SAT-16 SAT-16 Musculoskeletal diseases

Nervous system diseases
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SATMED | Treatment Satisfaction Generic
-Q with Medicines
Questionnaire
SAT-P Satisfaction profile Generic
SCB Screen for Caregiver Generic
Burden
SCFS-6 Schwartz Cancer Fatigue | Neoplasms
Scale Pathological conditions signs and
symptoms
SCI Subjective Chemotherapy | Neoplasms
Impact scale
SCL-90-R | Symptom Psychiatry/Psychology
® Checklist-90-Revised
SCNS Supportive Care Needs Neoplasms
Survey
SCOPA-S | Scales for Outcomes in Nervous system diseases
LEEP Parkinson’s Disease
SCS Smoker Complaint Scale Disorders of environmental
origin
Psychiatry/Psychology
SCSORF | Santa Clara Strength of Generic
Religious Faith
Questionnaire
SDI Short Depression Psychiatry/Psychology
Interview
SDS Symptom Distress Scale Neoplasms
SDSS Signs of Depression Psychiatry/Psychology
Screening Scale
SE scale Schwab and England Nervous system diseases
Activities of Daily Living
scale
SEARO Self-Esteem and Male genital diseases

Relationship

Questionnaire

Psychiatry/Psychology
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SEIQoL Schedule for the Generic
Evaluation of Individual
Quality of Life
SEP Sexual Encounter Profile Male genital diseases
Psychiatry/Psychology
SEQ Pain | Standard Evaluation Nervous system diseases
Questionnaire on Pain Pathological conditions signs and
symptoms
SF-12®/ | SF-12® Health Survey and | Generic
SF-12v2® | SF-12v2® Health Survey
SF-36®/ | SF-36® Health Survey and | Generic
SF-36v2® | SF-36v2® Health Survey
SFI Sexual Function Index Male genital diseases
Psychiatry/Psychology
SF-MPQ | McGill Pain Questionnaire | Nervous system diseases
Short Form Pathological conditions signs and
symptoms
SF-MPQ- | Short-form McGill Pain Nervous system diseases
2 Questionnaire Pathological conditions signs and
symptoms
SF-QUAL | QUALIVEEN Short Form | Nervous system diseases
IVEEN Urologic diseases
SFS2 Social Functioning Scale Psychiatry/Psychology
SFSS Structural-Functional Neoplasms
Social Support Scale
SGRQ St George’s Respiratory Respiratory tract diseases
Questionnaire Immune system diseases
SHE Subjective Health Neoplasms
Estimations Skin and connective tissue
diseases
SHIP Studying the Hurdles of Endocrine system diseases
Insulin Prescription Nutritional and metabolic
diseases
SI-MS Symptom Inventory for Immune system diseases

Multiple Sclerosis

Nervous system diseases
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SIP Sickness Impact Profile Generic
SIQR Revised Symptom Impact | Generic
Questionnaire
SIS Stroke Impact Scale & Cardiovascular diseases
Stroke Toolbox Nervous system diseases
SISC Structured Interview for Generic
Symptoms and Concerns
Skindex / | Skindex Skin and connective tissue
Skindex-2 diseases
9/
Skindex-1
6
Skindex- | Skindex-Teen Skin and connective tissue
Teen diseases
SLEQoL / | Systemic Lupus Immune system diseases
LQoL Erythematosus Quality of | Skin and connective tissue
Life Questionnaire diseases
SLQ Silver Lining Generic
Questionnaire
SLQQ Sexual Life Quality Male genital diseases
Questionnaire Psychiatry/Psychology
SODA Severity of Dyspepsia Pathological conditions signs and
Assessment symptoms
SOLQ Seattle Obstructive Lung | Respiratory tract diseases
Disease Questionnaire
SOPA Survey of Pain Attitudes Nervous system diseases
Pathological conditions signs and
symptoms
SOS Service to Others in Disorders of environmental
Sobriety origin
Psychiatry/Psychology
SOS-10™ | Schwartz Outcome Psychiatry/Psychology
Scale-10
SPACE-Q | Satisfaction of PAtients Digestive system diseases

with Crohn's diseasE
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SPFS Self-Perception of Female | Female genital diseases and
Sexuality pregnancy complications

SPI Symptom Problem Index Male genital diseases

SQLI Stoma Quality of Life Surgical Procedures, Operative
Index

SQLP Subjective Quality of Life | Generic
Profile

SRA Subjects' Response to Psychiatry/Psychology
Antipsychotics

SSI and Symptom Severity Index Pathological conditions signs and

SII and Symptom Impact symptoms
Index for stress Urologic diseases
incontinence in women

SS-QOL Stroke-Specific Quality Of | Cardiovascular diseases
Life measure Nervous system diseases

SSS-30/ | Service Satisfaction Scale | Generic

SSS-15/

SSS-RES

STAI State-Trait Anxiety Psychiatry/Psychology
Inventory (Form Y)

STAR-SM | Situation X Trait Disorders of environmental

0Q55 Adaptative Response origin
Smoking Motivation Psychiatry/Psychology
questionnaire

Stoma-Q | Stoma-QOL Surgical Procedures, Operative

OL

Strep-PR | Patient-Reported Stomatognathic diseases

0 Symptom Scale for
children with streptococcal
pharyngitis

SWAMO© | Satisfaction With Psychiatry/Psychology

scale Antipsychotic Medication
scale

SWED-Q | Swedish Health-Related Generic

UAL Quality of Life Survey
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SWN Subjective Well-being Psychiatry/Psychology
under Neuroleptic
treatment
TAAQOL | TNO-AZL Questionnaire Generic
for Adult's Health-related
Quality of Life
TACQOL | TNO AZL Children's Generic
Quality of Life
TAPQOL | TNO-AZL Preschool Generic
children Quality of Life
questionnaire
TBQ Burden of Treatment Generic
Questionnaire
TEAQV Tableau d'Evaluation Generic
Assistée de la Qualité de
Vie
TedQL Quality of Life measure for | Generic
children aged 3-8 years
TIQ Therapy Impact Neoplasms
Questionnaire
TLFB Timeline Followback Disorders of environmental
Method origin
Psychiatry/Psychology
TOPS Treatment Outcomes in Nervous system diseases
Pain Survey Pathological conditions signs and
symptoms
TranQol Transfusion-dependent Hemic and lymphatic diseases
QoL questionnaire
TRIM-D Treatment Related Impact | Endocrine system diseases
and Measure for Diabetes Nutritional and metabolic
TRIM-D diseases
Device
TSQM Treatment Satisfaction Generic

Questionnaire for

Medication

120




&= Full name Ik (Posology)
UCLA-D | UCLA Dizziness Nervous system diseases
Q Questionnaire Otorhinolaryngologic diseases
Pathological conditions signs and
symptoms
UCLA-PC | UCLA Prostate Cancer Male genital diseases
I Index Neoplasms
UCLA-PC | UCLA Prostate Cancer Male genital diseases
I-SF Index Short Form Neoplasms
UFS-QOL | Uterine Fibroid Symptom | Female genital diseases and
and Quality of Life pregnancy complications
questionnaire Neoplasms
UIHI Urinary Incontinence Pathological conditions signs and
Handicap Inventory symptoms
Urologic diseases
ULFI Upper Limb Functional Musculoskeletal diseases
Index
UQOL Utian Quality of Life scale | Female genital diseases and
pregnancy complications
UROLIF | Benign Prostatic Urologic diseases
E™/BPH | Hypertrophy Male genital diseases
QoL9 Health-Related Quality of
Life Questionnaire
USP Urinary Symptom Profile | Pathological conditions signs and
symptoms
Urologic diseases
USS Urethral stricture surgery | Urologic diseases
PROM patient-reported outcome
measure
UW-QOL | University of Washington | Neoplasms
Quality of Life
Instruments
VAPI Vaccinees' Perception of Respiratory tract diseases

Injection

Virus diseases
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VEINES- | VEnous INsufficiency Cardiovascular diseases
QOL/Sym | Epidemiological and
Economic Study (VEINES)
- Quality of Life /
Symptoms
VF-14 Visual Function Index Eye diseases
VHI Voice Handicap Index Nervous system diseases
Otorhinolaryngologic diseases
Pathological conditions signs and
symptoms
Respiratory tract diseases
VHQ Vertigo Handicap Nervous system diseases
Questionnaire Otorhinolaryngologic diseases
Pathological conditions signs and
symptoms
VSS Vertigo Symptom Scale Nervous system diseases
Otorhinolaryngologic diseases
Pathological conditions signs and
symptoms
WAYS Ways of Coping Generic
Questionnaire
W-BQ Well-Being Questionnaire | Endocrine system diseases
Nutritional and metabolic
diseases
WE-CAR | WEll-being and Endocrine system diseases
E Satisfaction of Nutritional and metabolic
CAREgivers of Children diseases
with Diabetes
Questionnaire
WHO-5 WHO (Five) Well-Being Generic
Index
WHOQO | World Health Generic
L-100 & Organization Quality of
WHOQO | Life assessment
L-BREF instrument
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WHQ Women’s Health Female genital diseases and
Questionnaire pregnancy complications

WHYMPI | West Haven - Yale Nervous system diseases
Multidimensional Pain Pathological conditions signs and
Inventory symptoms

wIQ Walking Impairment Cardiovascular diseases
Questionnaire

WLQ Work Limitations Generic
Questionnaire

WOMAC | Western Ontario and Musculoskeletal diseases

® 3.1 McMaster Universities

Index Arthritis Index

Wong-Ba | Wong-Baker FACES Pain | Nervous system diseases

ker Rating Scale Pathological conditions signs and

FACES symptoms

WOOS Western Ontario Musculoskeletal diseases
Osteoarthritis of the
Shoulder index

WORC Western Ontario Rotator Musculoskeletal diseases
Cuff index

WOSI Western Ontario Shoulder | Musculoskeletal diseases
Instability Index

WPAI Work Productivity and Generic
Activity Impairment
Questionnaire

W-QLI Wisconsin Quality of Life | Psychiatry/Psychology
Index

WRSM Weight-Related Symptom | Nutritional and metabolic
Measure diseases

Pathological conditions signs and
symptoms
WSFQ Watts Sexual Function Male genital diseases

Questionnaire

Female genital diseases and

pregnancy complications
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WURSS Wisconsin Upper Respiratory tract diseases
Respiratory Symptom Virus diseases
Survey
XQ Xerostomia-specific Neoplasms
Questionnaire
YIPS York Incontinence Pathological conditions signs and
Perceptions Scale symptoms
Urologic diseases
YQOL-FD | Youth Quality of Life Psychiatry/Psychology
Instrument - Facial
differences Module
YQOL™ | Youth Quality of Life Generic
Instrument
ZungSAS | Zung Self-rating Anxiety Generic

Scale
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