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Symptom control in gynecologic cancers

Toxicity management in gynecologic malignancies
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Toxicity management in gynecologic malignancies
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Toxicity management in gynecologic malignancies
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Symptom control in gynecologic cancers

Toxicity management in gynecologic malignancies

_Davs with Physical Health Care System Contact

(a 1-hour lab visit = a 6-hour infusion = a 12-hour urgent care visit = an overnight hospitalization; all these are “all-day affairs")

The “Time Toxicity” of Cancer Treatment

Time spent coordinating treatments and in-visits to a health care facility (including travel and waiting),
seeking urgent/emergent care for side effects, hospitalizations, and follow-up tests and rehabilitation.

Overat survive - [  (NECRROa
Hypothetical - . Overall Survival
Trsataione Clinical Trajectory (in days)
Option A ......... 150
(Chemotherapy) Frequent clinic visits Chemotherapy toxicity,
hospitalization, and rehabilitation
(N; cart\c:r- = = 120
irecte Short hospitalization
treatment) for symptom control
Day 0 Day 30 Day 90 Day 180

With information on _ and _ a clinician can better guide a patient regarding a

treatment strategy that best aligns with the patient’s goals.

SGO endometrial cancer (n=70) = 15% time on health care

Disease Treatment

Economic

Ackroyd et al. SGO 2023; Gupta et al. JCO 2022




Patient reported outcomes in clinical trials

Toxicity recording in clinical trials

Clinician reported

Common Terminology Criteria
for Adverse Events (CTCAE)

Version 5.0

Published: November 27, 2017

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES

Patient reported

PRO-CTCAE

—  Severity, Frecuency, Interference
Generic HRQoL (no pathology specific)
HRQL specific per pathology

— All cancers: EORTC QLQ-C30, FACT-G
—  Specific per type of cancer: ovary, lung, other

Specific for symptoms or domains
— HADS (anxiety & depression), Brief Pain Inventory (BPI)

Utility domains (EQ-5D)
Other

Duration = Longitudinal analysis



Patient reported outcomes in clinical trials '.

Correlation between physician and patient reported toxicity

Phase Il trials

Early phase trials
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Watson et al. Br J Cancer 2022; Di Maio Nature Reviews 2016
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Patient reported outcomes in clinical trials

Clinical trials - PROs in gynecologic malignancies

Ovarian Cancer
Consensus

Statements on
crucial elements in
future trial design

Patient reported outcomes (PROs) and quality-of-life measures (33 of 33 groups
approved)

1 Incorporation of self-reported toxicity assessment (eg, PRO-CTCAE) should be
considered

2 Predefined PRO endpoints should be included in the statistical analysis plan in
randomised trials, particularly when there is a difference in equipoise between
arms, such as extended maintenance therapy or additional agents; if feasible, such
PROs should continue past disease progression and continue until initiation of
next intervention

3 If progression-free survival is the primary endpoint, consideration could be given
to including PROs as an additional primary endpoint

4 Inclusion and reporting of PRO endpoints in protocols should follow the
published guidelines (eg, ISOQOL, CONSORT-PRO)

5 All clinical trials that include PROs should incorporate strategies to avoid and
address missing data

Vergote et al. Lancet 2022



Patient reported outcomes in clinical trials

PROs in gynecologic malignancies

Most phase lll randomized clinical trials include
HRQolL endpoints

M use in gynecology clinical trials:
— 2% (1980s) = 62% (2010+)

Mostly secondary or exploratory

HRQolL reporting:
— Compliance 74%
— Missing data dealing 37%
— No studies post-PD data

Numberoftrials

g

T .
OnCologist

A Systematic Review of Health-Related Quality of Life Reporting
in Ovarian Cancer Phase lll Clinical Trials: Room to Improve
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Wilson. Oncologist 2018 Feb; 23(2): 203-213.




Patient reported outcomes in clinical trials

PROs in gynecologic malignancies - Phase Ill trials

. PARPi in ovarian cancer — No changes in primary PRO measures
— Maintenance after response to chemotherapy
— Time with no / little disease related symptoms

4 )

Contemporary exploratory PRO outcomes

TWIST: time without significant symptoms of toxicity (i.e. nausea, vomiting, fatigue g >2)

O-TWIST: Quality-adjusted time without symptoms or toxicity

OAPFS: Quality-adjusted PFS

U /

Madariaga 1JGC 2020
s



Patient reported outcomes in usual care

Toxicity management: Real time PRO assessment

Real-time PRO assessment 0OS: PRO 31.2 m (24.5-39.6)
*  Phase lll randomized trial at MSKCC vs usual care 26.0 m (22.1-30.9), p=0.03

. 100+
. Multi-tumour
. 12 symptom monitoring % .
. &
*  Alerts generated for symptoms considered: Z
(]
— Severe £ o1
= Patient-reported symptom monitorin
— Worsened E ient-reported symp itoring
5 401
2
ABSTRACTS & PRESENTATIONS e Presenter: § Usual care
2023 ASCO Annual Meeting - Poster Session RS & 204
P i of pati reported outcomes in patients with
ovarian cancer. Log-rank test: P=.03
Abstract: 5567 | Poster Bd #: 262 00 i i é a é é } é

Years From Enrollment

oV
G Y N A Hospital 12 de Octubre
Basch et al. JAMA 2017



Patient reported outcomes in usual care

Toxicity management: malignant bowel obstruction

Volumen de tumor (CA-125 MU\m!)

i Platino es una opcién Platino no es una opcién
A quimioterapia  (previamente sensible a recaida) (previamente resistente a recaida)
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Supervivencia libre de progresién (meses)

Giornelli GH. Springerplus. 2016




Patient reported outcomes in usual care

Toxicity management: malignant bowel obstruction

Retrospective single-centre analysis:

Patients with advanced gynecologic cancer admitted
due to MBO

— Pre-MBO (2014-2016): n=106
— MBO program (2016-2018): n=63

Median OS: 243 v 99 days (p= 0.002)
Cumulative hospital length of stay
— 13 v 22 days, p=0.006
Cost per hospital admission
— MBO program: mean $12,284
— Baseline group: mean $18,934

LOSs,m (days)

Journal of Oncology Practice’

Obstruction in Patients With Advanced
Gvnecologic Cancer
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Patient reported outcomes in usual care

Toxicity management: malignant bowel obstruction

MBOT: My Bowels On Track
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Welcome!
Your care team will be asking you

questions to keep your bowels
movements on track.
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Did you throw up in the last 24
hours?

027 @ A= B0%m

mbot “UHN
QO @ v m =

How nauseous are you?

0(No Nausea)
1
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Conclusions

o

O
g
Listen, explore & Educate about Build a support Role of remote
report potential AES what to expect system monitoring & Al

Proactive assessment of patient reported outcomes improves overall survival in
patients with advanced cancer.
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