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* Evaluation (new) treatments and care protocols traditionally
focused on objective outcomes (e.g. disease-free and overall
survival, response rate, adverse events) or centered around
provider’s perspective (e.g. number of complications)

* Assessment of patient perspective can provide important
additional information to assess the benefits and risks of cancer

treatments
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Health care professionals and researchers increasingly be aware of
how patient perspective may differ from theirs
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Patient-reported outcomes (PROs)

“Refer to a host of outcomes coming directly from patients
about how they feel or function in relation to a health
condition and its therapy without interpretation by
healthcare professionals or anyone else”?

- Symptoms (e.g. pain, fatigue)

- Perception of daily functioning (e.g. physically, socially)
- Satisfaction with care

- Health-related quality of life

1U.S. Department of Health and Human Services, Food and Drug Administration. Guidance for industry: Patient-
reported outcomes measures: Use in medical product development to support labeling claims.
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Health-related quality of life (HRQol)

* A multidimensional concept that includes subjective
reports of symptoms, side effects, functioning in multiple

life domains, and general perceptions of life satisfaction
and quality

Characteristics of individual

Health-related quality of life \\.
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Or: The impact of disease and treatment on domains of
physical, psychological, and social functioning

1. Wilson IB., Cleary PD. Linking clinical variables with health-related quality of life. A conceptual model of patient outcomes. JAMA. 1995;273:59-65.; 2.Kluetz et al.
Focusing on Core Patient-Reported Outcomes in Cancer Clinical Trials: Symptomatic Adverse Events, Physical Function, and Disease-Related Symptomes. Clinical
Cance

Radboudumc
r Research, 2016.




Why is it important to measure PROs?
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EDITORIAL

Missing Patients’ Symptoms in Cancer Care Delivery—
The Importance of Patient-Reported Outcomes

Ethan Basch, MD

As cancer care professionals, we care deeply about our pa-
tients’ symptoms. Indeed, symptom management is a corner-
stone of oncology practice. Yet, many studies demonstrate that
we consistently miss up to half of our patients’ symptoms.
Several years ago, a methodologist colleague at Memorial
Sloan Kettering demonstrated to me that 1 do no better
detecting symptoms than any other oncologist, despite my
= belief that I am a relatively
“patient-centered” clinician
(he did this by analyzing
research data sets that include both clinician and patient
symptom reports). The implications of our missing this infor-
mation are profound: undermanagement of symptoms,
unnecessary suffering, avoidable emergency department vis-
its and hospitalizations, and treatment interruptions.' In
clinical trials, this phenomenon can lead to underestimation
of risk compared with benefit.*

Related article page 445

practices to improve symptom detection and management
without disrupting efficiency or workflow? Multiple web-
based systems have been developed and successfully imple-
mented at individual cancer centers and hospitals for
patient self-reporting.'® Some of the key logistical and tech-
nical considerations have been outlined by the International

Society for Quality of Life Research.'® Key considerations

include:

1. Thoughtful selection of which symptoms to assess based
on the population of interest. The National Cancer Insti-
tute (NCI) has recommended “core” symptoms to assess
across cancer populations.'” Physical functioning should
also be assessed.

2. ldentification of appropriate questionnaires. Good op-
tions for symptom assessment include the NCI's Patient-
Reported Outcomes version of the Common Terminology
Criteria for Adverse Events (PRO-CTCAE), the MD Ander-

As cancer care professionals, we care deeply about our patients’' symptoms. Indeed, symptom management is a
cornerstone of oncology practice. Yet, many studies demonstrate that we consistently miss up to half of our

patients' symptoms.

Several years ago, a methodologist colleague at Memorial Sloan Kettering demonstrated to me that | do no
better detecting symptoms than any other oncologist, despite my belief that | am a relatively “patient-centered”
clinician (he did this by analyzing research data sets that include both clinician and patient symptom reports).
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Undetected symptoms can lead to:

* Increased ED visits

* Increased hospital admissions

* Poorer patient satisfaction

* Poorer medication adherence

* Poorer HRQoL

* Poorer (objective) disease outcomes

Pakhomov et al., Am. J. Man. Care, 2008; Basch, NEJM, 2017; Atkinson et al, Qual. Life Res., 2012; Laugsand
et al., Health Qual Life Outcomes, 2010; Fromme et al., JCO, 2004
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* The use of PROs in clinical practice improves patient-provider
communication and can also improve problem detection,
management, and outcomes?'?

* Several recent studies have even demonstrated improved
survival with PRO monitoring?

1 Berry DL et al. Enhancing patient provider communication with the Electronic Self-Report Assessment for Cancer: a randomized trial. J Clin Oncol.
2011;29:1029-1035; 2 Basch E et al. Symptom monitoring with patient-reported outcomes during routine cancer treatment: a randomized controlled trial. J Clin
Oncol. 2016;34:557-565.



Example Basch: PRO monitoring

VOLUME 34 - NUMBER 6 - FEBRUARY 20, 2016

Symptom Monitoring With Patient-Reported Outcomes
During Routine Cancer Treatment: A Randomized
Controlled Trial

Ethan Basch, Allison M. Deal, Mark G. Kris, Howard 1. Scher, Clifford A. Hudis, Paul Sabbatini, Lauren Rogak,
Antonia V. Bennett, Amylou C. Dueck, Thomas M. Atkinson, Joanne F. Chou, Dorothy Dulko, Laura Sit,
Allison Barz, Paul Novotny, Michael Fruscione, Jeff A. Sloan, and Deborah Schrag

See accompanying editorial on page 527

e 766 patients with advanced solid cancer starting chemo

 Randomised to weekly online report of symptoms (n=441) or standard
care (n=325)

* Nurse practitioners receive alerts when severe or worsening symptoms
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A Any Change P <.001 Change by 6 or More Points P =.0059

100% A . - .
:\5 1 29% I s
Assessed at 6 months, compared 2 | "
to baseline, pts in intervention group: §2 !
* HRQolL improved more and worsened I e I
Usual Care STAR Usual Care STAR

among fewer (34 vs. 41%)

* Less frequently admitted to ER or A All Patients
hospitalized (45 vs. 49%) B
* Remained on chemo longer = Usual care
(8.2 v. 6.3 months) 53,40-
%
0 tlS 1'2 1I8 2|4 3'0 3I6

Basch et al. JCO 2016 .
Months Since Enrollment .
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Patient-reported symptom monitoring

Overall Survival Probability, %

40
Usual care
20
Log-rank test: P=.03
0 T T T T T 1
0 1 2 3 4 5 6 7 8
Years From Enrollment
No. at risk

Patient-reported 441 331 244 207 190 181 148 65 33
symptom monitoring
Usual care 325 223 171 137 118 107 89 50 27

Median OS for patients in the self-reporting arm was 31.2 months vs 26.0
months in the standard care cohort, which equated to an almost 20%
increase in survival time for these patients.

Remained significant in multivariable analysis (Adjusted HR=0.832)

Basch EM, Deal AM, Dueck AC, et al. Overall survival results of a randomized trial assessing patient-reported outcomes Radboudumc
for symptom monitoring during routine cancer treatment [published online first June 4,
2017]. JAMA. d0i:10.1001/jama.2017.7156.



2016 FDA Approvals for metastatic tumors

Difference in overall survival (months)

Nivolumab (SCCHN)
Pembrolizumab (NSCLC)
Olaratumab (soft tissue sarcoma)
Atezolizumab (NSCLC)
Atezolizumab (NSCLC)
Cabozantinib (renal cell carcinoma)
Eribulin (liposarcoma)

Basch PRO study

Denis PRO study

o

2 4 6 8 10 12 14

Adapted from: https://www.fda.gov/drugs/informationondrugs/approveddrugs
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Net clinical benefit

* Many sarcoma patients experience a substantial treatment burden of
physical and psychosocial symptoms, with an adverse impact on HRQoL.

* Integration of HRQoL with traditional measures of therapeutic response
will provide a more comprehensive assessment of efficacy and toxicity of
(novel) therapies for sarcoma patients.

The Institute of The ROYAL MARSDEN
I C I\ Cancer Research ﬁ{s Foundation Tlr}st Radboudumc



Do we assess HRQol?
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JCO special series

JOURNAL OF
CLINICAL Novel Therapeutic and Diagnostic Advances in Bone and Soft Tissue
ONCOLOGY Sarcomas

*Emies Published online December 8, 2017

Sarcoma: The Merging of Science and Clinical Care Schwartz et af

Sarcomas are cancers of connective tissues. There will be approximately 15,000 new cases of sarcoma diagnosed in the United States this
year, collectively making them a rare form of cancer. The situation is made more complex in that sarcoma is not one diagnosis, any mare than
lung cancer is. Rather, sarcomas comprise at least 50 different histologic subtypes, each characterized by a unique biology, pathology, and
genetics, with the extra complexity of anatomic locations from head to toes. As a result, sarcomas represent a complex family of cancers.
Read more »

In this issue

* Contemporary Sarcoma Diagnosis, Genetics, and Genomics Schaefer et af
* Local Control of Soft Tissue and Bone Sarcomas Crompton et al

* Perioperative Management of Extremity Soft Tissue Sarcomas Haas et af

* Emerging Targeted and Immune-Based Therapies in Sarcoma Poflack et al

s Gastrointestinal Stromal Tumors von Mehren et af

» Soft Tissue and Uterine Leiomyosarcoma George et al

* Clinical and Molecular Spectrum of Liposarcoma Lee et af

s Biology and Management of Undifferentiated Pleomorphic Sarcoma, Myxofibrosarcoma, and Malignant Peripheral Nerve Sheath Tumors:
State of the Art and Perspectives Widemann et al

+ Rhabdomyosarcoma, Ewing Sarcoma, and Other Round Cell Sarcomas FPappo et af

* Synovial Sarcoma: Current Concepts and Future Perspectives Stacchiotti et al

* QOsteosarcoma, Chondrosarcoma, and Chordoma Whelan et al

* Pathologic Angiogenesis of Malignant Vascular Sarcomas: Implications for Treatment Khan et al
* Locally Aggressive Connective Tissue Tumors Gounder et al
* Carcinosarcomas and Related Cancers: Tumors Caught in the Act of Epithelial-Mesenchymal Transition Pang et af




HRQoL data of sarcoma patients are sparse, but suggest that patients suffer
from poorer HRQoL

Eur J Cancer Care (Engly. 2017 Jul;26(4). doi: 10.1111/ecc. 12603, Epub 2016 Mov 7.

Quality of life after bone sarcoma surgery around the knee: A long-term follow-up study.

Bekkering WP'2, van Egmond-van Dam JC', Bramer JAMZ, Beishuizen A%, Fiocco M?, Dijkstra PDS1.
Sarcoma. 2017, 20172372135, doi: 10.11552017/2372135. Epub 2017 Apr 23.

@ 4
Ap: EValuation of Quality of Life at Progression in Patients with Soft Tissue Sarcoma.
It ré Hudgens S', Forsythe A, Kontoudis I*, D'Adamo D?, Bird A*, Gelderblom H.

2y
¥ [#J J Surg Oncol. 2016 Dec: 114({71:821-827. doi- 10.1002/s0.24424_ Epub 2016 Sep 16.
wer

for, Ab Health-related quality of life following treatment for extremity soft tissue sarcoma.
Fro fnfr

up " per ] )
apl: sur ® Author information

Davidson D', Barr RD?, Riad 2, Griffin AM?, Chung PW#*, Catton CN*, O'Sullivan B*, Ferguson PC338 Davis AM”, Wunder J5338,

sub (HF Apstract

afe Co" BACKGROUND AND OBJECTIVES: The primary objective of this study was to estimate the change in health-related quality of life (HRQL) 1

cos bas year following treatment for extremity soft tissue sarcoma (3T3), measured by the EQ-5D. Secondary objectives included determining clinical
QY variables associated with HRQL at 1 year, estimating the proportion with a clinically important difference (CID) in HRQL, and evaluating

E:” variability within EQ-5D domains.
ac
Ap; METHODS: Patients over the age of 16 years, treated for a localized extremity STS. were included. The EQ-5D change score from pre-

treatment to 1-year follow-up was determined. The association of clinical variables with EQ-5D scores was estimated using a linear
regression model. The proportion of patients with a CID in HRQL score was determined. A vector analysis of the EQ-5D domains was
undertaken.

erit

RESULTS: The mean EQ-50 change score was 0.02. Age, sex, disease status, and initial EQ-5D score were associated with EQ-5D score at
1 year. There was a CID improvement in 32% and a deterioration in 24%. The anxiety and depression domain demonstrated the most
change between baseline and 1 year after treatment.

CONCLUSION: Most patients maintain a high level of HRGL following treatment for extremity STS. J. Surg. Oncol. 2016 114:821-827. © 2016



PALETTE study

QOriginal Article

Health-Related Quality-of-Life Results From PALETTE: A
Randomized, Double-Blind, Phase 3 Trial of Pazopanib Versus
Placebo in Patients With Soft Tissue Sarcoma Whose Disease

Has Progressed During or After Prior Chemotherapy—A
European Organization for Research and Treatment of Cancer
Soft Tissue and Bone Sarcoma Group Global Network Study

(EORTC 62072)

Corneel Coens, M5c'; Winette T. A van der Graaf, MD PhD? Jean-Yves Blay, MD PhD¥, Sant P. Chawla, MD*
lan Judson, MD®, Roberta Sanfilippo, MD®, Stephanie C. Manson, DPhil”; Rachel A. Hodge, MSc”; Sandrine Marreaud, MD®,
Judith B. Prins, MD, PhD?; Iwona Lugowska, MD PhD'™"; Saskia Litiére, PhD"; and Andrew Bottomley, PhD'

BACKGROUND: Health-related quality of life (HRGoL) was an exploratory endpoint in the PALETTE trial, a global, double-blind,
randomized, phase 3 trial of pazopanib 800 mg versus placebo as second-ine or later treatment for patients with advanced soft tis-

sue sarcoma (N =369). In that trial, ion-free survival was signil in tha ib arm (median, 4.6 vs 16
months; hazard ratio, 0.3, £<.007), and toxicity of pazopanib consisted mainly of fal:lgue. diarrhea, nausea, weight loss, and hyper-
tension, METHODS: HRQol was assessed using the 30-item core Tl Orgal ion for the and of Cancer

(EORTC) Quality-of-Life GQuestionnaire (EORTC GLQ-C30) at baseline and at weeks 4, 8, and 12 in patients who received treatment
on protocol. The primary HRGol endpoint was the EORTC GLO-C30 global health status scale. RESULTS: Compliance with HRGoL
assessments was good, ranging from 94% at baseline Lo B1% al week 12. Differences in scores on the EORTC GLG-C30 global health
status subscale between the 2 treatment arms were not statistically significant and did not exceed the predetermined, minimal clini-
cally |mponam difference of 10 points (P —_291; maximum difference, 3.8 points). Among the other subscales, the pazopanib arm

worse scores for diarhea (P < .001) loss of appetite (P < 001), nausea/vomiting (£ <. 001), and fatigue
(P=.012). In general, HRQoL scores tended tu decline over time in both arms. CONCLUSIONS: HRGoL did not improve with the
receipt of ib. However, the in prog ion-free survival without impairment of HRGol was considered
a meaningful result. The toxicity profile of pamparub ‘was rellecr.eﬂ in the patients’ self- reponed symptoms but did not translate into
significantly worse overall global health status during Cancer . & 2015 American Cancer Sociaty.

KEY L ib, quality of life, randomized dinical trial, soft lissue sarcoma.

* The PALETTE study of pazopanib versus placebo, as 2nd-line or greater
treatment for advanced STS, is one of the few clinical trials which reported
HRQoL as exploratory endpoint.

The Institute of The ROYAL MARSDEN
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* Pazopanib improved progression-free survival without relevant
deterioration in global quality of life compared with placebo.

i aci Beademimation (Hedha
Tremiment wm L &} Flasshs B8 8 Famspanih
Figure 1. Mean global health status (GHS) scores and corre-
sponding 95% confidence Intervals (Cls) were estimated

using the model In both treatrment arms, the GHS scores
tended to decline over time,

* This demonstrates that combining HRQoL data with clinical data can show
overall clinical treatment benefit.

The Institute of The ROYAL MARSDEN
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But....

TABLE 3. Summary of the Health-Related Quality-of-Life Results

QLQ-C30 Scales
Primary Scale Sensitivity
of Interest Secondary Scales of Interest Analysis
GHS Dhizwrhea Loss of MauseaVomiting Fatigue Role Impurted
Appetite Functioning GHS
Povalue for test of overall difference
291 < .00 < .00 < .0 0oz 0039 0272
Difference between treatment arms (25% CI°
Baseline 1.4 (3.7, 6.4) 1.9(-21,58 01(-61,63 -02(-32 28 —1.0(-66 4.7 1.4 [-5.7, 8.5) 1.7 (—3.0, 6.3)
Wi 4 —3.8(-9.0,13 19.0(124-256 153 (7.9-22.6 8.3 [3.6-12.8) 10.1 (3.8-16.2) -85(-17.1, 1.9 -29(-7.5 1.8
Wk 8 —23(-83,37 2640183346 171 (79-26.3) 11.0 (5.1-16.8) 7.6 (1.0-14.3) —B8.1(—16.8, 0.6) -32(-83,19
Wk 12 —1.6(-84,51) 209(10.4-31.5) 132 {3.3-23.3) 12.3 (5.5-18.9) 45(-33,124) -49(-145, 4.8 —0.7 (6.3, 4.9

Abbreviations: GHS, general health status; OLO-C30, the Buropean Organication for Research and Treatment of Cancer Quality of Lile Cuestionnaire core 30,
* Estimaies for the differences between treatment arms were calculabed using linear mixed modeling and ame expressed in absolute score points on the scale
For the GHS and role funclioning scales, positive nurmbers indicate a higher value [better quality of life) for paropanib compared with placebo, For the symp
tom scales (diarhen, loss of appetite kss, nausea’vomiting, and fatigua), positive numbers indicate a higher level of symploms (worse cquality of life) for paeo
paniby comparad with plcetao,

*  There were both statistically and clinically significant differences in scores
between the 2 arms for diarrhea, loss of appetite, nausea/vomiting,
fatigue and role functioning in favor of placebo group

The ROYAL MARSDEN
NHS Foundation Trust

Radboudumc
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Are all aspects of HRQoL assessed?

Several side-effects or symptoms common to angiogenesis inhibitors were
not assessed as they are not part of the cancer-generic HRQoL
guestionnaire.

Most notably absent are symptoms related to hand-foot syndrome or skin
reactions.

These symptoms represent a severe limitation to the patient when
performing normal daily activities. Dermatologic problems may be
considered more important by patients because of their chronicity, obvious
appearance, and social impact, thus affecting daily activities more than
might be apparent from a clinical perspective.

Disease- and treatment-specific symptoms most of the times strongest
predictors of overall HRQoL

The Institute of The ROYAL MARSDEN
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How to assess HRQol?

* One of the biggest challenges in sarcoma is how to assess HRQoL in this
heterogeneous patient group.

* Previous studies all used generic HRQoL instruments (e.g. EORTC QLQ-C30;
SF36, FACT-G).

The Institute of The ROYAL MARSDEN
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Static: EORTC QLQ-C30 & C15-PAL

4

EORTC QLQ-C30 (version 3)

We are interested in some things about you and your health. Please answer all of the questions yourself by
circling the rumber that best applies to you. Thene are no "right” or "wrong” arswers. The information that you
pravice wall reman strictly confidential,

Please fill in your initials: LLril
Your barthdate {Day, Manth, Yeark . |
Today's date ([}l Yeark Ml dla el

{ - Netat A Quite Very
Al Lintle » Bir Mush
I % jhe sireruous activities,

like carry baag o a suitcas? 1 ] 3 4
1 Do you bove taking a long walk? 1 ] 3 4
3. Do you heve any trouble tajgiog a shot yhik outside of the house? 1 ] 3 4
4 Do vou need o sizy in b or 3 chaafuring the dy? 1 ] 3 :
5. Do vou need help with SRR dressing,

yourself or using the iralet? 1 ] 3 :

-

During the past week: — .a Netat A Quite  Very

) Mo

6. Were you limited n doing either your work

7. Were you limited i pursuing vour hobbees or
lessure time activities?

& Were you short of renih®
Have you had pain™

10, i you need o rest”

11, Have yeu had trowhle skeeping?

12, Mave you felt weak?

13, Mave you lacked appeiae®

14, Have you felt pauseated? 1 2 3 4
15, Have you vomited? ] 3 ¥ 4
16, Have you been constipated® 1 2 3 4

(4]

EORTC QLQ-CI15-PAL (version 1)

We are mterested in some things about you and your health. Please answer all of the
questions yourself by circling the number that best applies to you. There are no "right™
or "wrong" answers. The information that you provide will remain strictly confidential.
Please fill in your imitials:

S -
Your birthdate Month, Year): Lol 111 ]
Todsy s date (wa Yeary Lol l i)

\./

1. Doyouh.Mmgnsmn

walkomsx&oﬁhehouse" 1 2 3 4

2. Do you need to stay dewmglheday? E % 3 4

3. Doyouneed help with eating, dr wn‘mg

Notat A Quite Very
All Little 2 Bit Much

yourself or using the toilet? 2 3 4
S— _ -
During the past week: Aol at A Quite Very
ittle a Bit Much
4. Were you short of breath?
5. Have you had pain?
6. Have you had trouble sleeping? l p4 3 Bl
—
—_— /
7. Have you felt weak? 1 i//‘
8. Have you lacked appetite? 1 4
—
9. Have you felt nauseated? 1 2 3 Kl
Please go on to the next page

I C R The Institute of
Cancer Research

The ROYAL MARSDEN
NHS Foundation Trust
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* These generic tools do not efficiently capture the unique experiences of
sarcoma patients and thus lack content validity

* Traditionally inadequate content coverage has been addressed using a
tumor-, treatment-, or domain-specific module that captures all specific
HRQoL issues, in conjunction with generic HRQoL measures.

Modular
system

e ~\

- C30

\ S

s “

— Module

L J
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I C I\ Cancer Research ﬁ{s Foundation Tlr}st Radboudumc



_,,I
g

CHOLANGIO-CARCINOMA AND

COLORECTAL

RLY CANCER PATIENTS

ULAR CARCINOMA

COLORECTAL LIVER

MULTIPLE MYELDMA

; ARHHEAE e
[

ORAL HEALTH

g
:

r

Mod

8
-]
-
B
8
2
_

LR
11l e
EIE!IEIIEI

(Modules Phase Ill Completed |

ANAL CANCER
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CANCER
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L

.

-Tumor-specific
modules (e.g.
breast cancer)

-Domain-specific
questionnaires
(e.g. fatigue)

-Treatment-
specific (e.g.
symptoms of new
targeted agents)

Radboudumc



Module development process — co-creation with patients

* Phase 1: Generation of HRQolL issues
Compiling an exhaustive list of relevant HRQoL issues based on three sources:
literature, patients and health care professionals

* Phase 2: Construction of the item list
Issues is converted into questions with the format and time frame compatible
with the EORTC QLQ-C30

* Phase 3: Pre-testing
Identify and solve potential problems in its administration (e.g., the phrasing of
questions, the sequence of questions) and identify missing or redundant issues.

* Phase 4: Field-testing
Determine its acceptability, reliability, validity, responsiveness and cross-cultural
applicability

The Institute of The ROYAL MARSDEN
I C B Cancer Research &{s Foundation Tlr}st Radboudumc




Sarcoma-specific HRQoL?

* Sarcoma-specific module is needed to detect, with more sensitivity, HRQoL
issues particularly relevant to sarcoma patients

* However, given the heterogeneity of the disease in terms of subtype,

presentation, age and treatment, the development of such an instrument
may be challenging

A patient with Ewing .
sarcoma faces
different challenges
compared with a
patient with
undifferentiated
pleomorphic

Sarcoma
The l i f
IQ_ Cancer Ressarch T ROYAL MARSDEN Radboudumc



Sarcoma - Heterogeneity

Subtypes:

Gastrointestinal

Angiosarcoma stromal tumor

Mesenchymal neoplasms

Malignant neoplasm of the gastrointestinal tract

in the vessel walls

Osteosarcoma

Liposarcoma
Fat cells

Tumor in a bone

Ewing's sarcoma

Bone Fibrosarcoma

Fibrous connective tissue

Chondrosarcoma

Cartilage

Hemangioendothelioma
Vascular neoplasms

Localizations:

-Upper and lower
extremities

-Head and neck
-Thorax
-Retroperitoneal /
intra-abdominal
-Gynaecological

Ages:

m}ngj

Pazopanib
Hydrochloride
Tablets 200 mg
Votrient™
200 mg
e For oral use
4 cm
2cm 0
@
Stages: Treatments:
The Institute of The ROYAL MARSDEN
I -C_B Caﬁcgf IR:SZa?‘Ch ¢ I%—IS Foundation Tist Radb OU.d u m C



New strategy

* Given the rapid evolution of treatment options, a module may not be the
best option to meet the needs of academia and industry to assess the
impact of new treatments

* Standardized or so-called “static” questionnaires consisting of a fixed set of
items may miss important adverse events.

* The EORTC QLG therefore recently recommended the use of a combination
of standardized HRQoL questionnaires and validated items from item
libraries: static plus flexible/dynamic approach

* This would ensure adequate assessment of not only adverse events of new
treatments, but also their impact on common functional health problems
reported by patients

The Institute of The ROYAL MARSDEN
I C N Caﬁcgf Il'\’:sga?ch eK R Radboudumc
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Research o ltem list to
uestions / clinical Sl el = complement the
9 . missing items?
trial needs module

Module +

Item Library
Item library

— Item list

. J

{ \

— Item list

\ J
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Item Library

SEORTC Item Library

Create a new questionnaire

64 questionnaires, 902 questions

Q search the item library

Include custom questionnaires from the community

Official questionnaires

A

Anal
module
(27 questions)

Custom questionnaires

Welcome to
the Item Library!

The Core questionnaire QLQ-C30 has been developed to assess
the quality of life of cancer patients.

ICR

The Institute of
Cancer Research

The ROYAL MARSDEN
NHS Foundation Trust
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EORTC QLG project starting soon

Is it possible to develop one module covering all sarcoma issues, or are the
HRQol issues surrounding the different subtypes/treatments sufficiently
different to warrant the development of separate modules and/or item lists
(with items selected from the EORTC item library)?

The Insti f
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Other sarcoma PRO studies

ation Trust

I C R The Institute of The ROYAL MARSDEN
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Diagnostic pathway and Quality of life
in sarcoma patients: QUOTE study

Risk factors

Demographic factors

-Age and gender

-Socio-economic status and education
-Ethnicity/cultural aspects

-Marital status

Clinical factors
-Symptoms before diagnosis
-Tumor characteristics (e.g. size, location) 1
-Comorbidity
-Number GP visits Diagnostic delay 5 Outcomes

2
Psychosocial factors Patient delay Doctor delay System delay Health-related quality of life - QALYs
-Interpretation/knowledge of symptoms Primary care i:i;f:g;:; Patient satisfaction with care
-Help-seeking behavior, internet use
-Emotional response (fear, TNM stage at diagnosis
embarrassment) Ti I
Social support Route to Diagnosis (referral pathways) ime to relapse
-Self-efficacy Overall survival

Health care system

-GP characteristics
-Organizational structure
-Access to care

-Referral patterns
-Delivery
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Health-related quality Of Life In patients with
advanced Soft Tlssue sarcomas treated with
Chemotherapy: HOLISTIC study

* Decision making often challenging due to low response rates and marginal
survival benefit.

* Analysis of HRQoL trajectories in advanced STS patients treated with
chemotherapy

*  HRQolL data will provide additional information on the impact
chemotherapy and thus aid collaborative decision making.
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(Long-term) survivorship issues

Diagnosed between 2008-2016 and still alive in 2018:

Health
HRQolL
SRl Mechanisms? S rrcmlotoms
treatment i ymp

(Co-)Morbidity

Mortality

* Prevalence of physical and psychosocial problems
* Who is at risk for poor outcomes?
*  Why that person?
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Living with desmoid-type fibromatosis

Title Identification of health related quality of life issues and measures to assess these in patients

with sporadic desmoid-type fibromatosis: a literature review and focus group study.

Running title Health related quality of life in patients with desmoid-type fibromatosis
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Desmoid fibromatosis through the patients’ eyes: Time to change the focus and organisation of
care?
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Living with Epithelioid Hemangioendothelioma
(EHE): Facebook study

facebook

FOUNDATION

i

The EHE | L

Foundation s m
@Ehefoundation A ﬁ wg
il Eﬂ_m- Fo | e

About ik Like |+ Create fundraiser = -«

Send Message

PhD-student: Marije Weidema

The Institute of The ROYAL MARSDEN
I QB Cancer Research &S Foundation T'}st Radb Oud umc



Questions or ideas?

Please contact me: Olga.Husson@icr.ac.uk
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