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BACKGROUND

OBJECTIVES

STATISTICS

Accurate evaluation of symptom intensities is
essential for optimal cancer care and improving the
guality of life of patients.

An inappropriate interpretation of symptoms may
lead to treatment outcomes failure, overdose of
medication, or may leave the patients undertreated.
However, the perception of symptoms can vary
between the treating physician and patient.
Physicians appear to underestimate the patient
symptoms. And this variation in the perception of
side effects can lead to wrong assumptions and
subsequent treatment changes, affecting treatment
effectiveness and quality of life.

There is growing interest to enhance symptom
monitoring during routine cancer care using patient-
reported outcomes, leaving open the question of
whether the benefits of systems to reveal self-
reports outweigh their added cost.

There are several tools for assessment of
symptoms in oncology. In cancer treatment clinical
trials, the standard source of adverse symptom
data is clinician reporting by use of items from
PRO-CTCAE, developed by NCI.

METHODS

Patients initiating chemotherapy at General
Hospital Pula Oncology clinic for advanced or
metastatic gastrointestinal, lung, breast,
genitourinary, or gynecologic cancers will be
enrolled in a nonblinded, prospective trial of self-
reporting of symptoms, compare with usual care.
Patients receiving chemotherapy and their
clinicians will be independently asked on the same
day to complete 10 symptoms (including fatigue,
pain, nausea, vomiting, diarrhea, dysgeusia,
appetite, sleep disturbance, fever and hair loss).
Participants will remain on study until
discontinuation of cancer treatment, withdrawal, or
death.

All participants will provide written informed consent

and followed for up to 28 months or until death.
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PRIMARY ENDPOINT

To address these questions, we conducted a
single-center prospective trial to test whether
systematic tablet computer-based collection of
patient-reported symptoms during chemotherapy
treatment, with automated alerts to clinicians for
severe adverse events (grade 3-4) will change in
guestions score at 6 months compared with
baseline.

SECONDARY ENDPOINTS
Secondary endpoints will include unscheduled
clinic visits, and survival
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To compare how patient’s
vs clinician’s reports relate
to clinical events, a time-
dependent Cox regression
model adjusted for
covariates including age,
sex, cancer type, and
education level will be
used to measure
associations between
reaching particular grade
severity thresholds with
the risk of death and
unscheduled clinic visits.

Opcéa bolnica Pula, Odjel za internisticku onkologiju s
hematologijom uz pomo¢ Zaklade Adris omogucili su vam
da vrijeme provedeno u cekaonici i tijekom primanja
terapije nude lakse uz mogucnost koristenja interneta na
preporucene stranice kao i po vasem izboru.

Prije nego pocnete koristiti tablet za ,surfanje” zamoliti
¢éemo vas da nam odgovorite na 10 kratkih pitanja
(ocekivano trajanje 5 minuta) koji se odnose na vase
smetnje u posljednjih 7 dana. Rezultate vasih odgovora
usporediti ¢emo sa standardom pruzanja zdravstvene
usluge odnosno podacima koje zdravstveno osoblje prima
od vas kroz uobi¢ajne procedure. Tako dobiveni rezultati ¢e
nam pomoci u unaprjedenju pruzanja zdravstvene zastite
prema bolesnicima.

Svi podaci su zastic¢eni temeljem Zakona o zastiti osobnih
podataka.

Da bi pristupili pitanjima te potom koristenju tableta u svrhu
Jsurfanja” molimo Vasu suglasnost

SUGLASAN SAM NISAM SUGLASAN

Anketni upitnik za onkoloSke pacijente

U posljednijih 7 dana osje¢ao/la sam bolove (na skali gdje 1 oznaéuje o
najmanje bolove, a 10 najjace bolove)

isam osjecao/la bolove
osjecao/la sam blage bolove jacine 1-3

O

o

O osjecao/la sam umjereno jake bolove jagine 4-6
O

O osjecao/la sam izuzetne jake bolove jagine 8-10
U

posljednjih 7 dana imao/la sam muéninu @

O nisam imao, /la muéninu

Zahvaljuiemo Vam na ispunjenom upitniku. Sada mozete O rijetko sam imao/la muzninu
nastaviti surfati na jednu od preporucenih stranica na kojima

mozete dobiti dodatne informacije o lijeCenju ili po svojem O povremeno samimao/la mugninu
izboru. o
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Study Activation April 2019

Accrual as of May 2019;

Anticipated accrual closure date 2020
Anticipated final analysis: 2021.
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