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Patient-reported outcomes as end points and
outcome indicators in solid tumours

Angeles A. Secord, Robert L. Coleman, Laura J. Havrilesky, Amy P. Abernethy, Gregory P.

Samsa & David Cella

OLueHKH, AaHHblIe nayueHTaMm

Patient-reported outcomes

<L

CuMnTOMBI KauecTBO MHeHus
CybbeKTUBHbIE) YXU3HU

ISOQOL, 2004

MITMKIK



@National Cancer Institute

at the National Institutes of Health

KPUTEPUN SPDEKTUBHOCTU JIEHEHUA B
OHKOJornn

00OLLlAada BbI>)KMBAEMOCTb

KAHECTBO XXU3HU
OMNYyXOJiEBLIV OTBET

6e3peL|,|/|,1:|,|/|BHa;| BbI>)KNBAEMOCTDb
ASCO, NCI - 1993



POCCHICKMIA OHKONOIMYECKMA NOPTAN NPO®ECCHOHANLHOMD OBWECTBA
OHKONOroB-XMMWOTEPANEBTOEB B COCTABE NPOEKTA ONCOLOGY.ru

N(\Y
W)

oncology.ru®

MaTtepuanbl KOHrpeccoB U KoHdepeHUUn
IV POCCUNCKAA OHKONNOrMYECKAA KOH®EPEHLIUA

KAYECTBO XKXU3HU OHKOJIOTMYECKUX BOJIbHbIX

B. A. lopbyHosa, B.B. bpedep

Poccumncknm oHkonorndecknm HayyHboln ueHTp nm.H.H.brnoxnHa PAMH,
MockBa

MmaBHaA uenb BCcen cMcTemMbl MEAULMHCKOW NMOMOLLN B OHKOSTIOMUK - 3TO
BOCCTaHOBJIeEHME U/UNKn coxpaHeHue KayecTBa XU3HU. B pamkax aToro
onpeaeneHns BbXXMBAeMOCTb, T.e. caMa XM3Hb - nepeas uenb. [dpyrmne
buonormnyeckmne ncxodsl 60ne3Hn U npouecca nedveHns - OTBET ONyXoSn Ha
neyeHue, ANUTeNbHOCTb 3dodpeKkTa, TOKCUYHOCTb U T.4. - BTOPUYHBI.
[ToHMMaHMe HeaoCTaTOYHOCTU OLIEHKU TONbKO BMONOrMYeckmux nocnencTanm
BO3ENCTBUSA 3r0Ka4eCTBEHHOro npoLecca Ha nauneHTa Bbigenusno
BOCCTaHOBJIEHME Ka4yeCTBa XXMU3HU Kak HOBYHO Lefib JlieYeHus
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BOJIE3Hb

KauyecTBO XWU3HM - NHTErpanbHas xapakTepuctnka du3n4eckoro,

MCUXOMNOrMYECKOro M coumanbHOro dyHKLMOHNPOBaHUSA BONbHOr0, OCHOBaHHas Ha
ero CyObeKTMBHOM BOCMPUATUN
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ANEKBATHbIN KOHTPOJIb
CUMMTOMOB

Y OHKOJIOrnyeckmx 60bHbIX
npeaycMaTpuBaEeT mX
OLleHKY

FOURTH EDITION

Connie Henke Yarbro
Debra Wujcik

Barbara Holmas Gobel

KoHTposib cMMITOMOB B OHKOJ1IorMH. Yereseproe niganne. 2014.
[IpeacraB/ieH LWHPOKUK CITEKTD CHMITTOMOB, BCTDEYAIOLMXCH VY OHKOJIOMMYECKMX
60/1bHBIX. PacCcMOTDEHbI MPUYHbI, 1aTOrEHE3, MEeToAbl OL{€HKH, KOHTDO/Ib,
COBPEMEHHBIE 104XOAbI KYITUPOBAHUS Ka)XX[oro CUMIITOMA.

Cancer Symptom Management, Fourth Edition. 2014.

Covers multiple symptoms inherent in the treatment of cancer.

Each symptom is examined in terms of its cause, pathophysiology, assessment,
management, evaluation of therapeutic approaches, and patient self-care.



OCHOBHbIE npuHuuibl OL€EHKN CUMITITOMOB

s OCHOBbIBAETCS Ha BOCNPUATUMN BONIBHOIO

m [lpoBOAMTCA C NOMOLWbIO CrieLmalibHbIX MHCTPYMEHTOB -
LLIKaJT U ONMPOCHUKOB

m B KAIMHMYeckon npakTuke SBASeETCS HEOTbEMIEMOM
YaCTbO CUCTEMbI KOHTPOJIS CUMIMTOMOB



A cancer March-April, 2015, Peter Mcintyre

Patient Voice

Mo6ouHble 3chdeKTbl TapreTHOU Tepanumn

OueHka Bpaueii PeasiuM NaLMUeHTOB

£

Bep6anbHo-aHasioroBas wkKana

Hetr 60onm Cnabas YmepeHHas CwunbHas OuyeHb HeBblHOCMMas

CUJibHas

Common Terminology Criteria for Adverse Events v3.0 (CTCAE)

Publish Date: August 9, 2006

Side effects of targeted treatments: Clinicians’ perceptions, patients’ realities
Pinilla-Ibarz J, Cortes J, Mauro MJ]. Cancer. Feb 15 2011;117(4):688-697




Common Terminology Criteria for Adverse Events v3.0 (CTCAE)
Publish Date: August 9, 2006

Quick Reference

The NCI Common Terminology Criteria for Adverse Events
v3.0 is a descriptive terminology which can be utilized for
Adverse Event (AE) reporting. A grading (severity) scale is
provided for each AE term.

Components and Organization

CATEGORY

A CATEGORY is a broad classification of AEs based on
anatemy and/or pathophysiology. Within each CATEGORY,
AEs are listed accompanied by their descriptions of severity
{(Grade).

Adverse Event Terms

An AE is any unfavorable and unintended sign (including an
abnormal laboratory finding), symptom, or disease temporally
associated with the use of a medical treatment or procedure

or diagnosis. A supra-ordinate term is followed by the word
‘Select’ and is accompanied by specific AEs that are all
related to the supra-ordinate term. Supra-ordinate terms
provide clustering and consistent representation of Grade for
related AEs. Supra-ordinate terms are not AEs, are not
mapped to a MedDRA term and code, cannot be graded and
cannot be used for reporting.

REMARK
A ‘REMARK' is a clarification of an AE.

ALso ConsIDER

An ‘ALSO CONSIDER' indicates additional AEs that are to be
graded if they are clinically significant.

NavigaTion NoTE
A ‘NAVIGATION NOTE' indicates the location of an AE term

A Semi-colon indicates ‘or’ within the description of the grade.
An ‘Em dash’' (—) indicates a grade not available.

Not all Grades are appropriate for all AEs. Therefore, some
AEs are listed with fewer than five options for Grade
selection.

Grade 5

Grade 5 (Death) is not appropriate for some AEs and
therefore is not an option.

The DEATH CATEGORY is new. Only one Supra-ordinate
term is listed in this CATEGORY: ‘Death not associated with
CTCAE term — Select with 4 AE options: Death NOS;
Disease progression NOS; Multi-organ failure; Sudden death.
Important:

e Grade S is the only appropriate Grade
* This AE is to be used in the situation where

within tha OCTCAF dariment It liete einne/eumntnme
GASTROINTESTINAL Page 10 of 10
Grade
Adverse Event Short Name 1 2 3 4 5

Ulcer, Gl Ulcer, GI - Select Asymptomatic, Symptomatic; altered GI | Symptomatic and Life-threatening Death
- Select: radiographic or function (e.g., altered severely altered Gl consequences

— Anus endoscopic findings only | dietary habits, oral function (e.g., inadequate

— Cecum supplements); IV fluids oral caloric or fluid

~ Colon indicated <24 hrs intake); IV fluids, tube

— Duodenum feedings, or TPN

- Esophagus indicated 224 hrs

- lleum

- Jejunum

- Rectum

- Small bowel NOS

- Stoma

— Stomach
ALso Consiper: Hemorrhage, Gl — Select. /\‘
Vomiting Vomiting 1 episode in 24 hrs -5 episodesin 24 hrs; | >6 episodesin 24 hrs; IV | Life-threatening Death

[V fluids indicated fluids, or TPN indicated consequences
<24 hrs 24 hrs

ALso Consiper: Dehydration.
Gastrointestinal — Other | GI — Other (Specify) Mild Moderate Severe Life-threatening; Death
(Specify, ) disabling
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PATIENT-REPORTED OUTCOMES VERSION OF THE COMMON TERMINOLOGY CRITERIA FOR ADVERSE
EVENTS (PRO-CTCAE)

OUTCOMES
MEASUREMENT

Onenka mo00YHBIX 3(pPEKTOB TEPAINN:

v'"Common Terminology Criteria for Adverse Events — uadopmarus,

IIPEAOCTABACHHAA BPpA4YOM

v PRO-Common Terminology Criteria for Adverse Events — orieHku, AQHHbIE

IIAIIMEHTAMI



CoBpeMeHHass Mogernb

OLIeHKM pe3yJibTaTOB JIeYEeHUS
OHKOJIOrM4ecKkmnx 60J1IbHbIX

PE3YJIbTATbI JIEHMEHWUSA

- B

KnunHnyeckas
COCTaBngmoLWas

- =

PRO H
COCTaB/IsitoLLas

OTBET 0Nyxo/sn Ha nevyeHne
[JNnTenbHOCTb OTBETA
Bpemsa go nporpeccnpoBaHus
broMapkepbl onyxonu

KauecTBO >XU3HU
CMMMNTOMBI
Y00oBNeTBOPEHHOCTb
neyeHnem

NJCQLHOR - MCQOLR, 2007



OueHKK, gaHHble NnauueHTamMmm

CywecTtByeT

> 700

CTaHAAPTU3UPOBaAHHbIX ONMPOCHUKOB
ANA uccrnefgoBaHUA KavyecTBa
XKN3HU BO BceX pa3genax
MeOULUHbI

A.A. HoBuk, T. U. NoHOBa

PYKOBOACTBO

No NCCJIEAOBAHUIO
KAYECTBA XXU3HU

B MEAULUMHE

Mop pepakumen akagemuka PAMH 0. J1. LLieByeHKo




NHCTpYMEHTbI A1 OLleHKU CUMNTOMOB

m EAMHWYHbIE WKanbl
— BM3YasIbHO-aHAIOroBbIE LLKASbI
— UMdpPOBbIE OLIEHOYHbIE LIKanbl
— BepbasibHO-aHaNoroBbIe LWKasbl

m B cocTaBe ONpPOCHUKOB KayeCTBa >XXU3HU
— |Lkanol
— Moaynu

m ONpoCHUKM

— /151 OLIEHKM oTAenbHOro cuMmntoma (6onn,
cnaboctn, ancrpecca)

— Ansd oueHKN COBOKYIMHOCTU CMMITOMOB



EAMHUYHDbIE WKaJbl

BusyanbHo-aHanorosas wkana (BALLU)

Bbonb HAaCTONbKO

2::11-;1 I : CUJ1IbHaA HACKOJIbKO
MOX>XHO NpeaAcTaBUTb
LindppoBan oueHoOUHan WKana
Het ; . . . . . . . . . ; Bosib HacToON1bKO
6onmn ' ' ' ' ' ' ' ' ' ' '  CWJIbHaf HACKOJIbKO
0 1 2 3 4 5 6 7 8 9 10 MO>XHO NpeacTaBUTb
Bep6anbHo-aHanorosas wkana
Her l l l l l | HeBblHOCMMas
6onun

Cnabas  YMepeHHas CuvnbHas OueHb
CUNbHasA



[IpuMeHeHne ONPOCHUKOB OLIeHKH
CMMNTOMOB

= YHU(PULMPOBAHHOCTb 06MEHA MHOpMaLIMEN
(dbopMaT ans obuieHus)

= YHMBEPCANIbHOCTb SA3blKa 0OLLIEHUS
= Y4yacTue nauymeHTa B OLEHKE
= [IOKyMeHTUpOBaHME pe3y/ibTaToB



OnpocHukK oueHk cuMmnToMoB Edmonton
Symptom Assessment Scale

Practice Resources

Guidelines & Assessment Tools

Cancer Care Ontario
Search CCO
Action Cancer Ontario

CCO Toolbox QuickLinks

o - I I 1

Preyvention & Care Research

about CCO Ontario Cancer System

CCO Toolbox Evidence-Based Guidelines

Evidence-Based Guidelines Qur Program in Evidence-Based Care (PEBC) produces evidence-based guidance documents in partnership with clinical
' experts in all major cancer disease sites and across all clinical programs and modalities.
Cancer Care Ontario
Action Cancer Ontario

About CCO Ontario Cancer System | Prevention & Care Research CCO Toolbox

CCO Toolbox Symptom Assessment and Management Tools

These tools help healthcare providers monitor and manage their patients’
symptoms more effectively, regardless of where they are in their cancer

Evidence-Based Guidelines

Mon-PEBC Guidelines journey.



Edmonton Symptom Assessment Scale (ESAS)

s HageXxHbi 1 BaANAHbIM UHCTPYMEHT
m LLInpoko ncnonb3yercs B pa3HbIX CTPaHax

s OueHnBaeT BblpaXXeHHOCTb Hanbonee
PACrpOCTPaHEHHbIX CUMMTOMOB Y OHKO/IOMMYECKUX
601bHbIX

s CocTouT U3 Ll,VICIDpOBbIX OUEHOYHbIX LWKaJl

bosb CnabocTtb COHNIMBOCTb
TowHoTa [loTepsa anneTuTa Opapllwka
[loaaBneHHOCTb YyBCTBO TpeBoOru Obllee camouyBCTBME

bannbl no ESAS
4-6

YMepEeHHO

BbIPAXXEHHbIW



% Cancer Care Ontario
Action Cancer Ontario

Edmonton Symptom Assessment System:
(revised version) (ESAS-R)

Please circle the number that best describes how you feel NOW:

No Pain o 1 2 3 4 5 6 7 8 9

No Tiredness 0
(Tiredness = lack of energy)

No Drowsiness () 1

{Drowsiness = feeling sleepy)

Mo Mausea 0

No Lack of
Appetite

Mo Shortness
of Breath

No Depression 0
{Depression = feeling sad)

No Anxiety 0

(Anxiety = feeling nervous)

Best Wellbeing 0o 1 2
(Welibeing = how you feel overall)

NMo__ 0 1 2 3
Other Problem (for example constipation)

Worst Possible
Pain

Worst Possible
Tiredness

Warst Possible
Drowsiness

Worst Possible
Nausea

Worst Possible
Lack of Appetite

Worst Possible
Shortness of Breath

Worst Possible
Depression

Worst Possible
Anxiety

Worst Possible
Wellbeing

Worst Possible




KnuHnuyeckumn cnyyan 1. bonbHas 56 net, PMXK, III A ctagua, cTaTtyc
ECOG — 1, xummnotepanusa no npotokony TAC.

To- oo Hauyana 3-ro Kypca XT; T1l- Ha 7-10-i1 geHb nocne uHoy3snmn UUTOCTaTUKOB; T2-
yepes 3 Heagenum nocsie MHPyY3nmn LUTOCTaTUKOB

S CHMKeHMe anneTuTa B
10 - 10 - 10 -
9 - 9 9
¥ 8 - 8 -
7 1 7 7
Sy 6 - 6
5 5 | -]
4 4
3 A 3 4
2 A 7 - 3 A
1 4 1 - 2 A
0 | | | 0 —————— ] /\
To T1 T2 To T1 ™ 0 T T
QI oM B MOJIOYHO Xenese To T T2
10 - 10 - YyBCTBO NOAaBJ/IEHHOCTH
9 ~ 9 4 10 -
8 g - 9
7 - 7 A 8 1
6 - 6 - 7
5 | s -1
4 4 4 4 -
3 1 3 3 -
2 2 - 2
1 1 A 11 \ 14
0 ; ; . o} . . . 0 >— @

To T1 T2 To T1 T2 To T1 T2



KnuHnuyeckumn cnyyan 2. bonbHas 48 net, PMXK, III A ctagua, cTaTtyc
ECOG — 1, xummnotepanusa no npotokony AT.

To- oo Hauyana 3-ro Kypca XT; T1l- Ha 7-10-i1 geHb nocne uHoy3snmn UUTOCTaTUKOB; T2-
yepes 3 Heagenum nocsie MHPyY3nmn LUTOCTaTUKOB

J Tb TOLLHOT:
Cna6oc CHMXeHue anneTurta owHoTa

10 - 10 - 10 -
. 8 i 8 - ﬁ
| A
/ 7 M 7+—&
6 7 6 _ 6 .
5 4 5 5
4 .
4 . 4 _
3 .
3 A 3 .
2 5 | ,
1 A 1
0 I I I 0 T T 1 1 i
L IE T2 To T1 T2 0 ' ' '
Onpiwka Bonu B MOJIOYHOM cenese e B T2
10 - 10 - YyBCTBO NOAaBJ/IEHHOCTH
9 ~ 9 4 10 -
8 + g - 9
7 7 8 - ﬁ
6 - 6 - 7
6 .
5 4 5 4 5 \
4 4 4 -
3 3 A 3 -
2 A k 2 - 2
17 11 ._\ 0
0 T T 1 0 T T 1 O T T 1

To T1 T2 To T1 T2 To T1 T2



Integrated Care Pathways
For Cancer Survivors

A role for Patient-Reported Outcome
Measures (PROMs) and Health

n Electronic patient self-Reporting of REgT=2®=7-Te 1=
L3 5] emplp Adverse-events: Patient Information [JERI=X-Telglligle] m
and aDvice Hospit_als

UNIVERSITY OF LEEDS

eRAPID - electronic patient self-Reporting of
Adverse-events: Patient Information and aDvice

2 l. i ."..r\..

University of Leeds ,
Leeds Cancer Centre ..

I erAPID

UNIVERSITY OF LEEDS

Electronic patient self-Reporting of REal=R®=-T-Ve 3
Adverse-events: Patient Information Teaching m
and aDvice Hospitals




The Clinician View in EPR- Graphs
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& Tabulated Results Administration

eRAPID Toxicity (4.5)

Scores

Pain Vomiting Nausea Diarrhoea Constipation

Semild Zemodarnte J-sovare) T=mild 2=moderate I=severe) Wld Zemoderate I-sovece) Temild 2emoderate I=sovave) (Temild 2emoderate I=sevare)

-

Mucositis
mild Zemoderate Jesevere)

Temperature

(Y=mild Z=moderate J«severe)

-]

Chilis

femild 2-moderate J«severs

Difficulty with physical
ability

t=mild Z=moderate J~sovere)

Lack of appetite

«mild Z«moderate J«severes)

Fatigue

mild I=modecate Josever

Difficuly sleeping

temild Zemodernte Jesevers)

3

Neuropathy

mild Ismoderate Jesever

Anxiety

mild Zemodecate Jesovecs)

Depression

Tomild Ismoderate Jesevers)




OueHku, AaaHHbIe NaueHTaMM, Kak
MHAMKATOPbI NOTPebHOCTEeNn noaaep>XMBatoLLEen
Tepanuu

OueHKka CMMNTOMOB
Npy NpoBeaeHun noaaep>XmBatoLLen Tepanuu

= [OBbILLIAET NHPOPMUPOBAHHOCTb Bpa4a O
npobnemMax nauMeHTa B NpoLecce IeYeHNs u
CHWXXAET ANCTPEeCC ANSA NauneHTa

m Y/ydlla€eT B3al/IMOLl,el‘/JICTBl/Ie «Bpay-naymneHT™

m ABSETCS KputepmeM 3(PeKTUBHOCTU
noaaep>X1BatoLLEN TEpanum

m YYyYlIaeT Ka4ecTBO MeAULIMHCKOWN MOMOLLM



daKTopbl, BIMAIOLLME Ha

3(p(PEeKTUBHOCTb NPOTUBOOMNYXO0J/IEBOIr0 JIeUeHUS

CBSI3aHHbIE€ C ONyXOJ1bl0
M NPOTUBOOMNYXOJIEBbIM
neyeHueMm

Al (..

couMarnbHasa nogaepxka

MucdopmaumoHHan

&

CBsA3aHHbIE C NALUEHTOM

CvMnTOMBDI

nopaepXxKa ﬁ

NMoanep>xusaouan
Tepanus

OueHka cCMMNTOMOB

OueHKa KayecTBa XXU3HM
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Patient-Reported 0
Landscape in Oncol
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REVIEW ARTICLE

Patient-Reported Outcomes Are
Changing the Landscape in Oncology
Care: Challenges and Opportunities for Payers

July 2013 Vol 6, No 5 - Ciinlca!

Erin Zagadailov, PharmD, MS; Michael Fine, MD; Alan Shields, PhD

OUueHKH, faHHbIe nayneHTamMm, MEHSFOT
CACTEMY OKa3aHHNs1 OHKOJIOrmM4ecK OM MOMOLUYH

OueHKH, AaHHbIe NaLUMeHTaMM, KakK peanu3auums
noaxoaa, OPUEHTUPOBAHHOIO Ha MaLlMEeHTa
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