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1. Review of Caregiver Burden Scales for Patients with Visual Impairment in
Japan
Aya Narimatsu'. Keirei Ishii'. Kenji Adachi’

1. Market Access, Health Economics and Outcomes Research, Bayer Yakuhin
Ltd.

BACKGROUND: Among the societal costs of visual impairment in Japan, cost of both
unpaid and paid home care for people with visual impairment has been estimated as a
substantial component of indirect cost. However, the degree of burden among individuals
caring for visually impaired patients remains unknown. The study objective is to outlook the
instruments currently available for measuring caregiver burden for visually impaired
patients and to identify whether linguistic validation has been done in Japan.

METHODS: We performed a literature review on articles describing instruments of
caregiver reported outcomes for eye disorders. We summarized the current evidence on
the usefulness of the instruments and whether they differentiate between eye diseases and
other non-eye related diseases. In addition, we investigated possible hurdles in measuring
caregiver burden in eye disorders, given the environmental understandings of patients with
visual impairments and their caregivers in Japan.

RESULTS: We identified two caregiver burden measurements, one depression
measurement, and one life-satisfaction scale used in studies for measuring caregiver
outcome for patients with visual impairments. A few studies using these instruments
demonstrated correlation between the degree of caregiver burden and/or level of
depression and severity of visual impairments. Excluding one caregiver burden instrument,
Japanese versions of the remaining three instruments have been developed and validated.
However, realistic use of these instruments are still questionable because: 1) most of the
patients with visual impairments in Japan are elderly and increased caregiver burden may
be due to conditions associated with older age, and 2) aging of caregivers are also
progressing, resulting in increased perceived caregiver burden to support the patients.
CONCLUSIONS: Evidence is limited when measuring the impacts of eye diseases on their
caregivers. Further research is required to identify the usefulness of these instruments to

measure caregiver burden for patients with eye diseases in Japan.



2. BARDOHEZEZERICHITD Patient Reported Outcomes (PROs) MERA : PMDA.
FDA. EMA DRBIXEDEZ L E 1 —CHRICET DRE
HA4PY« UTAVY ', BPBEE ', ©iiga'. J)Ib—/ -0y’
I: N1 IIEREKREL V=T v PO EAES

(B89)

EERBICRITDEIMEBIEICENN D Patient-Reported Outcomes (PROs) sTHIZEIC D
WC. KEERRINTIE. BEREERT (FDA) EMINEESRT (EMA) H'8E - sHZ1T
S, BANDEEREEMSSHSHE (PMDA) Tld. PRO FHAICEE T DisEHEIEDH SN
TULVERW, KBEDBEHIL. BRRABRDIUOEERDLNEREZDH L. BRICHITSD PRO
DIYVERAYEELUTOBERICONTIHEIT D ETH D,

(733%)

2006 F~2009 FICHL\T PRO W' EESDBMEBEICENDN. FDA BKXU EMA I
EFRSNIT 14 BBICEE UL Clinical Trials.gov 8K U PMDA DD T U+ ~&EERURL,
RRECIIBRBE—RBZEEAL. SREBICETDINNXEDOLE 1 —Z1TOC, BRICS
FNDPRO B, MERL. TBBELEHEE. [62ERESE QOL] D 3 BREICHITIE, BARDIS
£% FDA BKXU EMA TERBSINEZ PRO DEEBIBRELLE T DIZHDXIRRZIER L
Iz,

(5%

14 REBDAR 4 RBIEBARICBNTKRER TH o2, 1 RBBIEFDA RKXVEMA [C T
JRJ ICBET D PRO MDONILD U —AZEGRSNTUVZEDD, BADERKIHERICHONTIE
ZHITDPRODIY FRA Y MEIEEHESNTUVED 22, 5D IBBDPTHENONEZ PRO
Z 3BEBICHITDERDIDBBERNM/BPONERSZ, 2 BER>TANAMRIEER MR
VRIBREDBMICHITD MEIR] ZEFETHET Y RR+ Y RIS, 1 BB DY FOD
BIMICHITD TBEEEHE Z2F2RBIRHBIY RN Y ~C. 6 BB(EMSMAELE.
D0—-ViR, B2, SEMENE. WE. BFEEMICHITD MEREDHE QOLL. MEIAL

FEELEEHEE Z8IRFHIET Y R+ Y RTEBRELTULZ, TNSDA. IhaMELESE
BTHD 1 BENME— PRODINIVDU—LAZERMINXECEE LT,
(#&55m)

RNBEBRTIE. BRICHITD PRO DFRICDNT, FEZBLIE R EEBRKRABRDKR

OSNIDU—=ATERINTNDCENREBEIND, MERI [HEERREHE QOL). BKXV
FEELEEHEE ([CRT D PRO DS DIBSICERASIN TS,



3. ZEIJOCRICRITDIEBREDMEBERRE - BASE Decision Regret Scale ICBS
ERSE
HEEE"

I YHAF HRBREBMREYSY—

(B8]

Decision Regret Scale (MK DRS) (&, 2B JOCRICRITDBEDEBRECKT L
T, BEDEZERICHBOBERZ L TNDIDBHZRAET DZHDY—ILE LT, AFFTD
Brehaut 5ICK > TRHRESNIERE TH D, BEBICKDBRABETHD. . BRHIL S5 EB.
BRI 5 HEEATERSN T D, BARGEME U TR LIZ DRS DfB1T & BASENR DRS
ZRVVZIREX TORRZEFHEKT D,

(733%])

BAGENR DRS ZIE8NER. EHUEsT. FERERE TIER LIZ, #R ABRD 2012 F 7
B~12 BISERUIZ 85 BARBDEERAIL_, IBGYE. IBENX, BER —TEE 128
BEXIRIC, BEXEICTBAGEMR DRS Ci2REE QOL RE SF-8 22T E/ifE 3 B
BfR T 2 @MU, @IRULIZ, DATTER. ERLEANESH. BREBREEDRITZE
70\ FEUEEEE TS, BEEETUM (FFNZHME. TANZSEM) DOREE
To2. OIS EERRRNET U VI D/I\REEHZ1TL ). BAGEM DRS Cf2RESHEQOL.
TEEREDRERERIIURL,

(#5R)

BHOEXRE 63% THOIT, EBMHEEIEEZEMRREEDODICDNTIE, BFULER
DRIBEINZ, BAGER DRS Cf25REE QOL. BEZREDBERICDNTIE. BEOM
BIIC K DMEBEBRDENTRIESIN. XTEBESDFH. M. SHELCHNTIE, BERESE
QOL Z/T UTINS BB ICEIET DEV DDHIERNB NI,

(#55m)

ARARDXIREEICRNT. DT THEESNZ DRS [E. BFFER DRS &L TRED
SRt EESENDDICENESNIR DT, =5IC. BARFEM DRS Cf#2RRESE QOL.
DEEBREOERTIE. EE/UNBEOMEERBEICHEZRIFI L. FICREDMEEE
BIIBEBR/MENSDEBENRKD. BREDHE QOL N UIEEENERDFINAE I\ EHEE
SIS DI,



4. B - REEOMEERNEZTHD I DICHOFERE TEST) DOREF
AZEZE ' BHEX A ABRES BRE—

: DARRSEBRBEEEILSENRL 2: BEAFHEFENESK,
FOrE NPO AN REREEFHDIAZTHE (GHOPE), 4 RBARFAZREREFDE

W =

(B8]

BEORBEOFMMNEZEUNEIISNAIE R LU TNDD, ZOMREICIEELE
FER. INBIER. F VEVIERREDBEBRERDNEIR L. BEEOBEEEICERTE
BES522. BILSARELRCNSDOMEIESZHERE T DB T, SEIFRMANDARZE
70\ ZORBRERS UTCELHN MAZTHH T D7D CALRIEICIITETL ULIEREDRUN,
Sa. MBERZTMHIDILCHDHBRE (Esophagus and Stomach Surgery
Symptom Scale “ES* ZBEE L. t2INEFHNZLBMEEIUL,

(Xi% « J37%])

RERREFIBICEML, BET—)l. BRRA. /\10v ~REZRDIRL. BEMRDE
& (42188) ZERUIC. 6 DOBEBHOMRICHNTHRERDPDES 360 HlEx)
FICHLURIEZTL). RENICREZTHRSEE, XIREBFCTIEIRELMRE 6 1A
M E. 5 FERBIFEUCENE U, ERRMEER. SREBFICIEBEEE I DEHIIHRMN L
2, BERBEE UT SF-12 OY VIR, Know-groups E34MEE UTRRERR.
KREEEFE (FERD. BSENSE) COBEERNIC,

(#5R)

344 8 (956%) OBENLBZERERTLUIC, FhhRE 66 &. 5B £=231 113,
BBk B 20M=107:225:12 TH o2, soiffstERIVIRRNRF DTS
N5 283 BB, 4 DOTMIREZHEUIZ, TBWSMER (CTS) 7 IEB. BEIFUEEIA

(AHS) 6 188. IESimEIR (ADS) 4 188, £8aEIR (DIS) 6 BBTHND. ZN2
NOEEMHERES 0822, 0.810. 0.792. 0.743 Th oIz, BEDDMIIRIFT. el
FEELOBBERIFTHOIC. BRBENESCAERDEISIE. INTOTIRE TR
BZm L. BRRMICESHDOHIDHBRESZ 5N,

(#55m)

ES* 138 - BBDMBRIERETHE T DZHDHEIBMUEDEN\RETH D, SXIFTINRH
NARRICENTERR D CANAD—DE LU TRRATEETHD.



5. BHOMIEE GRF - BHORE (FRB) [CXKD QOL DOFHD & AT
PR . ERIREF
I: RRAFAFHEEZRMAMERBE - BEFSREKREEF DT /QOL x5 —

(B89)

INRED QOL AFEICHNTIE FEEDBECTHHBEREBICKDFIMOTHERFTDZEN
BHO5ND, T2, BVERBMAAICKNTNBED S ARBICEDIFED QOL Z5c: « 7
NI FRICKDRENERDCZH. EMICHETSDS QOL = 1 R THHIDCE
ATEEL, Z2C T, NEREBEDRIASHIED QOL [CS5ZDHEZBPSNTIDICHIE
D, BEEREZEEVNRETIREESETI/ILZRL. TOEBRUREECZABEZRTTT
Do

(737%])

12 mUEDNRRIEERERE CZDRES(CEGCEBAEBBMRFAZIT o2, 12~
17 mOFERRE EZDREBL. NRQOL RE (PedsQL) ICAEULEZ, 25 15~17 &%
DFEERBE. A QOL RE (EORTCQLQC30) [CEOB L, 18 MM LRSI
C30 CnHOELEZ, BEBDUR « REBOUR « MPSHECIDIREBOREZZE
SMNRELUT, BPSHEDBEICED QOL REBROEZHE UL, 2. EORDM
[CXDENDIME (Baron & Kenny, 1986) ZiRZESETI/VICILRU T, REAGHIE
D QOL NDOFEZBEBERBENENIDRFERILLE. REDHELT. BOFHD
PedsQL « {R5&B I PedsQL « BEFHED C30 22 TR UZP D FANAEBZTZENZ
NERDONT « INAEBMZTTL. BRZLB U,

(#ER]

100 BOREEREICDNTDEK 3 BEDERICKD 172 B0 QOL LS SN,
REASHHEZR DRRSIL. BLRNEELNT QOL REBRMELS (b = -86, 95%
Cl[-14.6,-32D. ESRXBEEN I DEEIRNRSNE (b=-38,95%Cl [-57, -
1.2D, ERBOBAICHNTEFIBORNBRIEONZ,

(#&5m]

PedsQL 8KV C30 D MCID Z2ERB T DEBREIGHAEIC KD ERARBICEBRR QOL
ETAPRoNE. BERKBE. BBASHIEICKID QOL ETDH 1/3 ZETLTLE, I
BEAND'SHARBICEDHRMERREBED QOL tARICHNT, BHEFHDHBEME « EHRERBDE
BaER U CTERIDIVILTFUNILDMEBE—FEESA5ND,

10



6. BREAST-Q BAGEREEH
MBEZEN ' REEF L T ORAC KRS
1: FWRZBEREANEL 2: FAIURFBIFIIR « ADWAR

(B89]

ABBEMCHNTEEDTFHRNFMIBB CTHD, KK TIIEABBRMOTHDICE
LIZEE XS Patient Reported Outcomes(PROs) RENBEHRSINTNDN, BAIC
[FCDELOBRENFER T, SHHAENTEIISN TR, FRIEFH ULV EBFA PROs
RETH3 BREAST-Q OBAGERDEFEZTo/C. BREAST-Q [IEBLIMFM. HEHE
Bir. IBEMEVl. SEMEARICLUTIND, FRTFIRE (1) Satisfaction with
breasts, (2) Satisfaction with outcome, (3) Psychosocial well-being, (4) Sexual
well-being, (5) Physical well-being, (6)Satisfaction with care T#» 3.

(733%)

hRA&TT MAPI Research Trust KD BAGEBMBEFRDOBSIFEZRS. BRODA1 ST VIC
SO CUTDKRDICENERZET ITHOIZ,STEPT. ZADEPIRICK D BAFERZE 2 MR L.
ENZHRELT 1 RICT D, STEP2REZRBEEC I DEPIRNBAEBRZRIECTEN
RU. RBELEBR U TBAREBRZIBIET D, STEPIZ PV T— E5BUEDEBEETRE
UTZ Patient testing Z=E UBARSBRZEEIET D,

(#E5%R)

STEP1 THEPREDZERZECHRBRAIRBEICHESR U CHERZIFR UL,
STEP2 TIEEIRMERB CDEEEM THDIBIERITONEN D, STEPI Tld.
patient testing DIEFRZEICEFBDEE. ERFNOMHE. OBFERKEOIUEBEFZTV. &
RSB AREBRDTTE LI, BEBDDPICIIHRMEROLZMS USICEITDEICRELTCO
BllC<WEULEBDE,

11



7. EQ-5D-5L BAFERDEEF: cTTO AE DCE ADLLE
BER | PRt ht+EP S EBE— 4 Bl C EREthe. TERIM’
1. BIRBERERZR EE- BT —E MR 2: BREERUIAFESZEL
3: RRAFAFHREZRMAR. 4 FMBERBUKRT EREXMFE 5: BXRBEERN

Fh. 6: MUAZFAZIRREIZNAEL 7 UonBEAF AP IERR MR

(B89]

EQ-5D (. EEHEMOZFTHEIC O\ TERBEEZFSF (Quality-Adjusted Life Year,
QALY) DEHBICANBDZHD QOL EZEHTDCENTED., EQ-5D &, 5 BENS
RDEBM[ETHD. SEBIE 3 DOKETERSINTUE, LHL. BENM+DEREZ
BNCED, OBNEBRICEFT O TCUEDORHINENRESSNTUVELYH., SEBZZ
NZN 5 IKECEELUIZ EQ-5D-5L DBEHESINL., AFEKXRTIE. BARICHTEQ-5D-
5L DB|ER(D ' D) ZER T DICHICEMSNITBAEICH VN TESNIT. composite time
trade-off (cTTO) EBEBLEIR'E (discrete choice experiment, DCE) D#ERDLLE Z RS
EESH

(7334)

PEG. £E S5 DPAER. @U. BEE. KR FB) [CRNT. —BROARZEGRE L
TOVE2A— Y mREFERAULCHREZER UL, REXNRESHIMR - FHfERTHRESN
2511 200 &, £E T 1,000 8ZBZ2E UL, SOBEBNSIL 81 FEEEDRERIRRED
5. 10 BEDERIAEBMETSN cTTO ICKD QOL EMQOBZBIZ, ZNDHE. 8 fADE
RRIRREIC DU\ T DCEJAICEDE, KNFFEUNWEBZIBRIRRBICDNTSNL, cTTO
NHEBLNZ QOL BIFHFHESET/ILE. DCE FRENE0Y v FZERNTERIT UL,
DCE ORFL cTTO ICK>TESNLEICKD. QOL BICE#UIC,

(F5R)

5 MRENHET 1,026 BN6B5NTEABHRAXIRERSIZ, cTTO. DCE &BIC
BONERECEIARESHEEIL T DREDRESFZN oZ, cTTO [CED<K QOL BT
& 3,125 DRRIAREDDHE. TERRBRRIARBZIFINTERAD QOL fElF 0.895. &/
0.025. BORRIAREE 1 DDMHTIH o2, DCE [ QOL EADEBRITEICKD, x>
ZREDEEND, cTTO TELONERBORERARED QOL EZANTRIBIL I DI5E
[F. ZDHD QOL FEEDXTMEIRNKL BN oZ, cTTO EDVYEVTICKDEDIE.
1 ZFR<{ER 0.865. RIMEIE-0.091 THID. BDRERIARES 4 DIZo/Z,

(B=)

HRMELTIE cTTO ICEDKAIUIZARANDCELZHEL TS, DCE [ZfbfEigiC
RNTEEFZEREITD—BNRTIEE U TRUNSNDEDIZH. B5NIZHESZE QOL &
NDEBRT DITEICDNTISEBEH D,

12



HT !

2015528288 (I

QOL/PRO 5=
BEEBEA—)LP RLU R  golpro@gmail.com
h—AAR— htto://qol_pro.umin.jo/

EHGEHER LI T, ADEORBICHEIDIEELISEEICHRBLET,




