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The covariance matrix is calculated and used in the analysis.

Suppl. table II. Correlation matrix — symptoms scale

uz UN SU DU | DA DR SB SS SM | GU PP PG
Uz 1
UN | 0.390 1
SU | 0..341 | 0.062 1
DU | 0.504 | 0.279 | 0.015 1
DA | 0.451 | 0.015 | 0.041 | 0.002 1
DR | 0.551 | 0.254 | 0.500 | 0.001 | 0.066 1




SB | 0.781 | 0.640 | 0.561 | 0.601 | 0.139 | 0.509 1
SS | 0.824 | 0.483 | 0.038 | 0.007 | 0.010 | 0.003 | 0.064 1
SM | 0.934 | 0.027 | 0.044 | 0.001 | 0.003 | 0.009 | 0.522 | 0.001 1
GU | 0.888 | 0.034 | 0.365 | 0.084 | 0.149 | 0.393 | 0.278 | 0.148 | 0.235 1
PP | 0.003 | 0.349 | 0.332 | 0.066 | 0.055 | 0.142 | 0.021 | 0.047 | 0.066 | 0.931 1
PG | 0.050 | 0.011 | 0.129 | 0.017 | 0.235 | 0.021 | 0.050 | 0.030 | 0.213 | 0.117 | 0.037
Suppl. table III. Correlation matrix — emotional functioning scale
143 144 145 I46 147
143 1
144 | 0.001 1
145 | 0.001 | 0.033 1
I46 | 0.004 | 0.042 | 0.001 1
147 | 0.001 | 0.001 | 0.001 | 0.001 1
Suppl. table IV. Correlation matrix — physical functioning scale
149 150 I51 152 153 154 156 157 I58 159
149 1
I50 | 0.035 1
I51 | 0.295 | 0.001 1
I52 | 0.062 | 0.024 | 0.001 1
I53 | 0.075 | 0.047 | 0.076 | 0.001 1
I54 | 0.062 | 0.018 | 0.001 | 0.042 | 0.014 1
I56 | 1.000 | 0.680 | 0.661 | 0.094 | 0.006 | 0.072 1
I57 | 0.460 | 0.558 | 0.282 | 0.184 | 0.493 | 0.263 | 0.242 1
I58 | 0.385 | 0.589 | 0.228 | 0.537 | 0.335 | 0.639 - - 1
I59 | 0.363 | 0.133 | 0.063 | 0.156 | 0.319 | 0.199 - - 0.096 1
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Item
No

Recommendation

Title and abstract

1

(a) Indicate the study’s design with a commonly used term in the
title or the abstract
The Quality of Life of Patients with Hereditary Nonpolyposis

Colorectal Cancer Undergoing Preoperative Chemoradiation

(b) Provide in the abstract an informative and balanced summary
of what was done and what was found

Materials and methods. The cross-sectional, single-center study
was performed on a group of 32 patients with genetic risk of
colorectal cancer, who underwent preoperative chemoradiation
and surgery. Results. The series of values for the scores on the
symptom scale varied between 15 and 30, and the average level of
symptom scores did not differ significantly between the genders
(22.0 vs 22.75; p = 0.636), highlighting a moderate impairment of
quality of life QoL. Scores for the emotional functioning scale
were significantly lower in men (10.33 vs 13.25; p =0.049), as were
the scores for the physical functions (15.67 vs 19.15; p = 0.039),
showing a decrease of quality of life QoL. Conclusions. The
overall score showed an average quality of life QoL in patients
with colorectal cancer with genetic risk, highlighting significant
differences in psycho-emotional functioning between women and

men.

Introduction

Background/rationale

Explain the scientific background and rationale for the
investigation being reported

CRC can be hereditary in 3% of patients, with an onset at younger
ages as various genetic syndromes [2, 3]. The increasing incidence
of CRC emphasized the studying of quality of life (QoL) in
patients undergoing oncological and surgical therapies.

Recent studies have shown that path_MLH1 and path_MSH?2
carriers have a lifetime risk of CRC of approximately 50% and this

incidence could not be decreased by surveillance colonoscopy.

Objectives

State specific objectives, including any prespecified hypotheses

The study aim was to evaluate the QoL of patients with colorectal
cancer with genetic risk who underwent preoperative cancer
treatment (chemoradiation) and then underwent surgery, using

an official questionnaire translated into Romanian.

Methods

Study design

Present key elements of study design early in the paper

3



The cross-sectional study

Setting

Describe the setting, locations, and relevant dates, including
periods of recruitment, exposure, follow-up, and data collection

The cross-sectional study was conducted between November
2019 and March 2020 and interrupted temporarily due to the
COVID-19 pandemic lockdown in Romania on March, 16th, 2020.
The study was carried out at Regional Institute of Oncology, lasi,
Romania. The genetic risk was analyzed based on the genetic tree

and the Amsterdam criteria by oncogenetics specialists.

Participants

(a) Give the eligibility criteria, and the sources and methods of
selection of participants

The inclusion criteria in the study were: patients over 18 years of
age, without cognitive disorders, with unaltered judgment and
introspection capacity, having awareness of oncological disease,
with oncological diagnosis and genetic risk. All patients who
were asked to answer the questionnaire, after basic information
of the study, gave their informed consent and filled in the QoL
assessment questionnaire. The exclusion criteria were: patients
with oncological diagnosis but without a genetic risk, those in the
stage of denial of the oncological disease, confused or disoriented,
and those with problems in understanding the instructions to fill

in the questionnaire.

Variables

Clearly define all outcomes, exposures, predictors, potential
confounders, and effect modifiers. Give diagnostic criteria, if
applicable

The study was conducted in accordance with the Helsinki
Declaration and with several published principles

Study participants were patients with CRC with a genetic risk and
chemoradiation undergoing first post-surgery monitoring
Independent variables: sex (gender), age

Dependent variables: QoL scale - overall functioning, QoL scale -

physical functioning, QoL scale - emotional functioning

Data

measurement

sources/

8>(-

For each variable of interest, give sources of data and details of
methods of assessment (measurement). Describe comparability of
assessment methods if there is more than one group
Participants were selected taking into account the inclusion
criteria, one of the members of the study team, specialist in
Oncogenetics, being directly involved in identifying patients at
genetic risk of cancer. Data for independent variables were
obtained from the anamnesis, and data for dependent variables
were obtained from the analysis of questionnaires filled in by

participants

Bias

Describe any efforts to address potential sources of bias

4



A potential source of bias could be the socially desirable
responses from participants and to avoid this situation, the
oncologic psychologist explained to participants that there were
no right or wrong answers, and, no matter what answers they
chose, there were no negative consequences in terms of regarding

the collaboration with the physicians or the subsequent

treatments.
Study size 10  Explain how the study size was arrived at
The cross-sectional study was conducted between November
2019 and March 2020 and interrupted temporarily due to the
COVID-19 pandemic lockdown in Romania on March, 16th, 2020
Quantitative variables 11  Explain how quantitative variables were handled in the analyses.
If applicable, describe which groupings were chosen and why
Tables.
Statistical methods 12 (a) Describe all statistical methods, including those used to control
for confounding
Descriptive statistics. Kruskal-Wallis significance tests, ANOVA
(b) Describe any methods used to examine subgroups and
interactions
Descriptive statistics.
(c) Explain how missing data were addressed
N/A
(d) If applicable, describe analytical methods taking account of
sampling strategy
N/A
(e) Describe any sensitivity analyses
The Cronbach's alpha coefficient =0.819, respectively 0.90, taking
into account a statistically significant threshold < 0.05.
Results
Participants 13*  (a) Report numbers of individuals at each stage of study—eg

numbers potentially eligible, examined for eligibility, confirmed
eligible, included in the study, completing follow-up, and
analysed

The study group consisted of 32 patients who freely consented to

participate in the research.

(b) Give reasons for non-participation at each stage

The exclusion criteria were: patients with oncological diagnosis
but without a genetic risk, those in the stage of denial of the
oncological disease, confused or disoriented, and those with
problems in understanding the instructions to fill in the

questionnaire.

(c) Consider use of a flow diagram
N/A



Descriptive data 14*  (a) Give characteristics of study participants (eg demographic,
clinical, social) and information on exposures and potential
confounders
Table 1.

(b) Indicate number of participants with missing data for each
variable of interest
N/A

Outcome data 15*  Report numbers of outcome events or summary measures
N/A

Main results 16 (a) Give unadjusted estimates and, if applicable, confounder-
adjusted estimates and their precision (eg, 95% confidence
interval). Make clear which confounders were adjusted for and
why they were included
N/A
(b) Report category boundaries when continuous variables were
categorized
They are reported within the limits of the study in Tables 1, 3, 5,
7, and 8.

(c) If relevant, consider translating estimates of relative risk into
absolute risk for a meaningful time period
N/A

Other analyses 17 Report other analyses done — eg. analyses of subgroups and
interactions, and sensitivity analyses
Male / female subgroups, age / correlations between variables
were analysed.

Discussion

Key results 18  Summarise key results with reference to study objectives

The main statements of our study are the following: the average
level of scores for symptoms did not differ significantly between
the sexes, highlighting a moderate impairment of quality of life
QoL. Men did not feel less masculine, while women felt less
feminine as a result of illness and treatment; the correlation matrix
of items for emotional function showed strong correlations,
statistically significant between the patient’s concerns for future
health, weight, feelings of dissatisfaction with attractiveness,
femininity / masculinity and, generally, with their own body; the
symptoms characteristic of discomfort caused by the colostomy
bag or unintentional manifestations generated by bowel
movement showed correlations that led the patient to reanalyze
his/her physical and emotional effects, and greater impairment of

physical and emotional functions was noted in men.



Limitations

19

Discuss limitations of the study, taking into account sources of
potential bias or imprecision. Discuss both direction and
magnitude of any potential bias

The limitations of the QoL studies in patients with CRC could be
the lack of accumulation of information by systematic reviews
and the lack of a gold standard for QoL measurement. Other
limitations of such studies could be due to poor data acquisition,
low response rates, a reduced sample size, and different ways of
correcting the confounding factors. The role of chemoradiation
has been little investigated in patients with a colostomy for CRC.
In the context of several limitations, we considered that the QoL
studies would be useful to understand the factors influencing the
QoL of patients with colorectal cancer, especially when diagnosed

at younger ages.

Interpretation

20

Give a cautious overall interpretation of results considering
objectives, limitations, multiplicity of analyses, results from
similar studies, and other relevant evidence

The overall score of QoL showed an average QoL level in patients
with CRC with genetic risk treated by chemoradiation, at the
first postoperative monitoring, highlighting significant
differences in psycho-emotional functioning between women and
men, data comparable with the results of other studies with same

research purposes.

Generalisability

21

Discuss the generalisability (external validity) of the study results
The strengths of the present study refer to a group of patients with
Lynch syndrome who are young patients, socially active, for who
to maintain a high level of QoL is extremely important even after
the oncological therapeutic interventions. The weaknesses of our
study refer to the small group, few demographic variables and the
non-inclusion in the statistical evaluation of the histopathological
and surgical data. The same team of researchers from our
university intends to continue the study on larger groups of
patients, in order to better conclude the results and extrapolate
the conclusions in the hospital management, population
awareness and patients’ information, as well as for future projects
of other research teams.

The research should use properly validated tools in large-scale
studies for a better data comparison. The result of such studies
might be useful for oncologists, surgeons, psychologists, and
pharmacologists, to choose the best therapy protocols to increase

QoL in patients diagnosed with CRC at young ages.

Other information




Funding 22 Give the source of funding and the role of the funders for the
present study and, if applicable, for the original study on which
the present article is based

This research received no external funding.

*Give information separately for exposed and unexposed groups.

Note: An Explanation and Elaboration article discusses each checklist item and gives methodological
background and published examples of transparent reporting. The STROBE checklist is best used in
conjunction with this article (freely available on the Web sites of PLoS Medicine at
http://www.plosmedicine.org/, Annals of Internal Medicine at http://www.annals.org/, and Epidemiology at
http://www.epidem.com/). Information on the STROBE Initiative is available at www.strobe-statement.org.



