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Table 3 - Summary of PRO measures included in oncology

ALUE IN HEALTH 22 (2019) 203 209

Available online at www.sciencedirect.com

ScienceDirect

ELSEVIE journal homepage: www.elsevier.com/locate/jval A

Health Policy Analysis

A Review of Patient-Reported Outcomes Labeling for R
Oncology Drugs Approved by the FDA and the EMA e
(2012-2016)

Ari Gnanasakthy, MSc, MBA **, Amy Barrett, MSPH, MA *, Emily Evans, MPA ", Denise D'Alessio, MBA ~,
Carla (DeMuro) Romano, MS *

IRTI Health Solutions, Research Triangle Park, NC, USA; *Novartis Pharmaceuticals Corporation, East Hanover, NJ, USA

drug approvals (2012-2016).

PRO measures

Submissions EMA
with PRO  labeling
data (n — 45), (n — 21),

n (%) n (%)
EQ-5D 24 (53.3) 7(33.3)
EORTC QLQ-C30 with EORTC 13 (28.9) 7 (33.3)
disease-specific module
EORTC QLQ-C30 without EORTC 13 (28.9) 2 (9.5)
disease-specific module
FACT-G with FACT disease-specific 10 (22.2) 7(33.3)
measure
FACT-G without FACT disease- 2 (4.4) 1(4.8)
specific measure
Lung Cancer Symptom Scale 4 (8.9) 2 (9.5)
PRO-CTCAE 1{2.2) 0 (0}
The Brief Pain Inventory—Short Form 3 (6.7) 1(4.8)
MD Anderson Symptom Inventory 2 (4.4) 0 (0)
FKSI 2 (4.4) 1 (4.8)
Other non—cancer-specific measures 4 (8.9)* 1(4.8)'

EMA, European Medicines Agency, EORTC QLQ-C30, European
Organisation for Research and Treatment of Cancer Quality of Life
Questionnaire—Core 30 Items; EQ-5D, EuroQol 5-dimensional
questionnaire; FACT-G, Funclional Assessment of Cancer Ther-
apy—General; FKSI, Functional Assessment of Cancer Therapy-
Kidney Symptom Index;, PRO-CTCAE, Patient-Reported Outcomes
Version of the Common Terminology Criteria for Adverse Evenls;
PRO, patient-reported outcome; PROM, patient-reported outcome
measure; SF-36, short form 36 health survey.

* Diarrhea Assessment Scale, SF-36, Health Change Questionnaire,

analgesic use.
! Symptom assessment, PROM not specified.

ICR



EZ(CEDCRE

VEQ-5D
v'EuroQolZ)L— T h\REFE U
vIBERZEE5UVTC0-1(C R

EJ}E E’J n:l:'ﬁ:ﬂjJ
7AEE=ND

v EBERSEFHECL < AULVSNTULD

vERPR (CER/RIBIROIETENEE L0

~

Xt

LEEICBLT. BEE-0SEDRBEEERL I CELTLIRE (D 121z/BEO>HTEEL

BROEE
FZEHDIHBERIETN
$2E50IP LMENHD
S2RIOIPREOMENHD
$2EIDIHBYMESHD
H2EH EHNTEGL

goodo

Bo@EYDEE

B TRFERSLYBBAET I0IMEREL
BESTRATESIZYRBAZTHOIPLAELNHS
HATREERSUYRBRAET LOIHEREON 0 5
BETREER-URBIETHOICALY . * o
BATRETESLYBBAET I LA TE L

goood

AEADER (A 45 #E % » CxEFEH
AEADOEFBHZTSDICMEZ T
AEADEHEFTSDIZP L WAL Y
AEADEVZTIODICPEEDON INHD
AEADEBETSDICHGYMELHD
AEADEFBEFTSeNTELL

goooo

LT YER Y
FAPTRERZEL

D LBHBOFREENSHD
THEORIOTRENSHD
PEYDRASPTFRENH S
BEOEAPTREN DD

oooo

TR/ HEEAH
FETHLHESEFRATHLEL
PLERH IS S EFRATLD
DEFICFREHSVILZIFAALTINS
ARYFRHIVIZSEFRAALTLD
BEICFARDAVISTTFRAATLS

goooo

Japan (Japanese) ® 2009 EuroQol Group. EG-50™ 5 & frade mark of the EuroQol Group

ICR



HAZBEOFHIE [CHETR RAAL >

SEIR. BIVER.
SRDRHEE

HEEECHT
DIEENERE

1%E /HRE

FafH/IDIEE

FKiE >t = & DOFF. AL, 5D, FBHEEN.
H=NREl BERIR IDDBHIRE
IrE

FIEBEDQOLFHImATDIZHDH A RS54 > KD —Ebciim

R



JOJ7MIVBRE (KEiEENRE)

v'EORTC QLQ,/ FACT

VIWINBERKERDABTZE (EORTC QLQ-C30, FACT-G) EMVAFERI
O)T'f.b?}R%ﬂﬂ L/_CEBD 'ﬁ“Z(i?LrAEi_JZ_C(i %ﬂ%ﬂ
EORTC QLQ-BR23. FACT-BOHARZEIREB{EADIEE,




EAKFC(E. WebY 1 b SEERUERFAIZSIHESDD

& EFORTC Qua[ity of Lifercors  news  FaQ  EvENTS  CONTACT Type your research Q

QUESTIONNAIRES & TOOLS PROJECTS & RESEARCH RESOURCES MEMBERS ABOUT US

QUESTIONNAIRES CORE MODULES STANDALONE

{7 > QUESTIONNAIRES

QUESTIONNAIRES

REQUEST QUESTIONNAIRES

https://gol.eortc.org/questionnaires/

ICR



&< EHIMNSEH

EORTCEFACTDESSZES AHVLWNTIH ?
vV AT RE(CKESENSIRWVWEERBWET

vV MURE(ICETFDELNDD
v {5l X (LFACT-Taxane. FACT-ES (endocrine)?dt & (LEORTCIC(E/R0N
v'Communication/® & (FFACTIC(E7R0 )N
VIAB UIZWEDICHAREBRMN S DM E D iR




Patient reported outcomes study using electronic monitoring system

for advanced or metastatic solid cancer ( PRO-MOTE ) Study

schema
Outcomes

Primary endpoints

*  Global health status/QOL [Time
frame: Up to 6 months]

* Overall survival [Time frame: Up
to 52 months]

Secondary endpoints

Key eligibility criteria
Patients with unresectable or
metastatic/ recurrent solid cancer
Age: 20-80 years
Patients who are scheduled or receiving

cytotoxic chemotherapy including
targeted therapy, or immunotherapy
(1st-3rd line)

Performance status: 0-2

Patients expected to be observed for 6

QOL : Another domain of EORTC
QLQ-C30, EQ-5D

Quality adjusted life year (QALY)
Time from the end of drug

Usual care group

¢ Patients receive routine cancer care delivery
with no additional systematic monitoring of

therapy to death
Number of unscheduled visits to

months or longer

<

Stratified by

- Cancer type

* PS(0Ovs.1vs.2)

* Treatment line (1st vs. 2nd vs. 3rd)

- Age (<60 vs. 260)

* Prognostic factors for cancer type
*Up to 3 factors for each cancer type

Support
Project

3 Comprehensive

symptoms.

Cancer type

Breast, Lung, Gl, Colorectal,

Head and Neck, Liver,
Gynecological

hospital

Relative dose intensity of drug
therapy, Number of treated
regimen

Communication between
patients and physicians: EORTC
QLQ-COMU26

Incremental cost-effectiveness
ratio

UMINO00042447
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