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eFigure 1. Participant Flow Diagram (N=1,100)

1,100 patients
enrolled

125 patients enrolled in the
MODE EQUIVALENCE portion of
the study (results reported
elsewhere, excluded from the
current analysis)

975 patients enrolled in the PRIMARY
VALIDATION portion of the study

Group A: Patients receiving
radiation therapy for 221 more

days
(N=108)

Group B: Patients with 4 or 5
planned consecutive weekly

clinic visits
(N=40)

Group C: Patients whose
planned clinic visits precluded
participation in Group B

(N=827)

Excluded from analysis

[ Cancelled participation prior to

Visit 1 (N=7)

Excluded from analysis

=== Cancelled participation prior to

Visit 1 (N=3)

Excluded from analysis

Did not meet eligibility criteria
(N=2)

Cancelled participation prior to
Visit 1 (N=23)

Available for analysis at Visit 1

(N=101)

Available for analysis at Visit 1
(N=37)

Available for analysis at Visit 1
(N=802)

Available for analysis at Visit 1b
(next business day after Visit 1;
part of the TEST-RETEST
RELIABILITY portion of the
study) (N=80)

Available for analysis at Visit 2

(one week after Visit 1) (N=89)

Available for analysis at Visit 2
—

(one week after Visit 1) (N=35)

Available for analysis at Visit 2
(one to six weeks after Visit 1)
(N=728)

Visits 3, 4, and 5 (part of the
RECALL portion of the study
[reported elsewhere], excluded
from the current analysis)

Visits 3, 4, and 5 (part of the
RECALL portion of the study
[reported elsewhere], excluded
from the current analysis)

N=940

N=852



eFigure 2. Distribution of PRO-CTCAE Item Scores at Visit 1T
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Abbreviations: PRO-CTCAE, Patient-Reported Outcomes version of the Common Terminology Criteria
for Adverse Events; F, Frequency; S, Severity; |, Interference with usual or daily activities; A, Amount; P,
Presence

teFigure 2 includes items for the 20 “core” symptomatic AEs selected a priori based on high prevalence
in prior National Cancer Institute sponsored clinical trials.

Response options:

Frequency: 0="Never”, 1="Rarely”, 2="0ccasionally”, 3="Frequently”, 4="Almost constantly”
Severity: 0="None”, 1="Mild”, 2="Moderate”, 3="Severe”, 4="Very severe”

Interference: 0="Not at all”, 1="A little bit”, 2="Somewhat”, 3="Quite a bit”, 4=" Very much”
Presence: 0="No", 1="Yes”

Amount: 0="Not at all”, 1="A little bit”, 2="Somewhat”, 3="Quite a bit”, 4=" Very much”
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eFigure 3. Mean PRO-CTCAE Item Scores by Eastern Cooperative Oncology Group (ECOG) Performance
Status Score, for PRO-CTCAE Frequency, Severity, and Interference ltems at Visit 11
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Abbreviations: PRO-CTCAE, Patient-Reported Outcomes version of the Common Terminology Criteria
for Adverse Events; ECOG, Eastern Cooperative Oncology Group; PS, Performance status; F, Frequency;
S, Severity; |, Interference with usual or daily activities

teFigure 3 includes frequency, severity, and interference items for the 20 “core” symptomatic AEs
selected a priori based on high prevalence in prior National Cancer Institute sponsored clinical trials.
Numerical data for ECOG PS comparisons appear in eTable 3 for all PRO-CTCAE items at both visits.
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eTable 1. PRO-CTCAE Symptomatic AEs by Electronic Survey

Surveys Based on Cancer Type Survey
for all
patients
Head/Neck Other after
Lymphoma/ | Prostate/ and Disease 80%
PRO-CTCAE Breast | Myeloma Bladder Lung Colorectal | Esophageal Site were
Symptomatic AE Term Survey Survey Survey Survey Survey Survey Survey | accrued
Anxiety X X X X X X X
Arm/leg swelling X X X X X X X
Constipation X X X X X X X
Decreased appetite X X X X X X X
Dry mouth X X X X X X X
Fatigue X X X X X X X
Hair loss X X X X X X X
Headache X X X X X X X
Insomnia X X X X X X X
Loose stools X X X X X X X
Mouth or throat sores X X X X X X X
Nausea X X X X X X X
Numbness/tingling in your X X X X X X X

hands or feet

Pain X X X X X X X

Problems with
concentration

Problems with tasting
food/drink

Rash

Sad or unhappy feelings

Shortness of breath

X | X | X | X
X | X | X | X
X | X | X | X
X | X | X | X

Vomiting

X[ X< | X |XxX|Xx

Aching joints

XXX |X|X|X
XXX |X|X|X

Aching muscles

Acne X

Bed sores

Bloating

Blurry vision

X[ X[ X|[X|[X|X|Xx

X | X | X[ X

Body odor X

Breast area enlargement or
tenderness

Bruise easily X X X

Change in the color of
fingernails/toenails

Cough X X X

Decreased sexual interest X

Difficulty getting or keeping
an erection

Difficulty swallowing X X

Dizziness

Dry skin

X | X[ X[ X

Ejaculation problems X X

Feelings that nothing could
cheer you up




PRO-CTCAE
Symptomatic AE Term

Surveys Based on Cancer Type

Breast
Survey

Lymphoma/
Myeloma
Survey

Prostate/
Bladder
Survey

Lung
Survey

Colorectal
Survey

Head/Neck
and
Esophageal
Survey

Other
Disease
Site
Survey

Survey
for all
patients
after
80%
were
accrued

Flashing lights in eyes

X

X

X

Frequent urination

Hand-foot syndrome

Heartburn

Hiccups

Hives

Hoarse voice

Hot flashes

Increased passing of gas

X[ X[ X|[X|[X|[X]|XxX]|Xx

Increased skin sensitivity to
sunlight

Irregular menstrual periods

Itchy skin

Lose any fingernails/toenails

Loss of control of bowel
movements

Loss of control of urine

Miss an expected menstrual
period

Nosebleeds

Pain during vaginal sex

Pain in the abdomen

Pain or burning with
urination

Pain/swelling/redness at IV

Pounding/racing heartbeat

Problems with memory

Ridges/bumps on
fingernails/toenails

Ringing in ears

Shivering or shaking chills

Skin burns from radiation

Skin cracking at the corners
of your mouth

Spots/lines/floaters) in eyes

Stretch marks

Sudden urges to urinate

Took too long to have an
orgasm or climax

Unable to have an orgasm
or climax

Unexpected decrease in
sweating

Unexpected or excessive
sweating

Unusual darkening of the
skin

Unusual vaginal discharge




Surveys Based on Cancer Type Survey
for all
patients
Head/Neck Other after
Lymphoma/ | Prostate/ and Disease 80%
PRO-CTCAE Breast Myeloma Bladder Lung Colorectal Esophageal Site were
Symptomatic AE Term Survey Survey Survey Survey Survey Survey Survey | accrued
Urine color change X X X
Vaginal dryness X X X
Voice changes X X X
Watery eyes X X
Wheezing X X X

Abbreviations: PRO-CTCAE, Patient-Reported Outcomes version of the Common Terminology Criteria
for Adverse Events; AE, adverse event



eTable 2. PRO-CTCAE Symptomatic AEs by Analysis

Construct validity analyses

Known-groups validity
Convergent validity analyses analyses
Comparison
Pearson between
correlation Pearson groups based
with QLQ-C30 correlation Comparison on cancer
HRQOL with QLQ- between type,

summary and C30 ECOG PS 0-1 treatment, or Test-
PRO-CTCAE functioning/ symptom vs 2-4 other retest Responsive-
Symptomatic AE Term global scales scales groups characteristic | reliability ness
Anxiety X X X X X
Arm/leg swelling X X X
Constipation X X X X
Decreased appetite X X X X
Dry mouth X X X X
Fatigue X X X X X X
Hair loss X X X X
Headache X X X
Insomnia X X X X X
Loose stools X X X X X X
Mouth or throat sores X X X X X
Nausea X X X X X X
Numbness/tingling in your X X X X X
hands or feet
Pain X X X X X X
Problems VYIth X X X X
concentration
Problems with tasting
food/drink X X X
Rash X X X X
Sad or unhappy feelings X X X X
Shortness of breath X X X X
Vomiting X X X X
Aching joints X X X
Aching muscles X X
Acne X X X
Bed sores X X
Bloating X X X
Blurry vision X X
Body odor X X
Breast area enlargement or X X X
tenderness
Bruise easily X X
Change in the color of

! . ) X X

fingernails/toenails
Cough X X
Decreased sexual interest
Difficulty getting or keeping X X
an erection
Difficulty swallowing X
Dizziness X X




Construct validity analyses

Known-groups validity

Convergent validity analyses analyses
Comparison
Pearson between
correlation Pearson groups based
with QLQ-C30 | correlation Comparison on cancer
HRQOL with QLQ- between type,
summary and C30 ECOG PS0-1 | treatment, or Test-
PRO-CTCAE functioning/ symptom vs 2-4 other retest Responsive-
Symptomatic AE Term global scales scales groups characteristic reliability ness
Dry skin X
Ejaculation problems X
Feelings that nothing could X X X X
cheer you up
Flashing lights in eyes X X
Frequent urination X X X
Hand-foot syndrome X X X
Heartburn X X X
Hiccups X X X X
Hives X X X
Hoarse voice X X X
Hot flashes X X X
Increased passing of gas X X X
Increased skin sensitivity to
. X X
sunlight
Irregular menstrual periods X
Itchy skin
Lose any fingernails/toenails
Loss of control of bowel X X X
movements
Loss of control of urine X X X
MIS.S an expected menstrual X X X
period
Nosebleeds
Pain during vaginal sex
Pain in the abdomen X X X
Pa.m o.r burning with X X X
urination
Pain/swelling/redness at IV X
Pounding/racing heartbeat
Problems with memory X X X
Ridges/bumps on
) ; ) X X
fingernails/toenails
Ringing in ears X
Shivering or shaking chills
Skin burns from radiation X X
Skin cracking at the corners X X X
of your mouth
Spots/lines/floaters) in eyes
Stretch marks
Sudden urges to urinate
Took too long to have an X X
orgasm or climax




Construct validity analyses
Known-groups validity
Convergent validity analyses analyses
Comparison
Pearson between
correlation Pearson groups based
with QLQ-C30 | correlation Comparison on cancer
HRQOL with QLQ- between type,

summary and C30 ECOG PS0-1 | treatment, or Test-
PRO-CTCAE functioning/ symptom vs 2-4 other retest Responsive-
Symptomatic AE Term global scales scales groups characteristic | reliability ness
Unable to have an orgasm X X
or climax
Unexpected decrease in X X
sweating
Unexpected or excessive X X X
sweating
Ur.1usua| darkening of the X X X X
skin
Unusual vaginal discharge X X X
Urine color change X X X
Vaginal dryness X X X
Voice changes X X X
Watery eyes X X
Wheezing X X X X

Abbreviations: PRO-CTCAE, Patient-Reported Outcomes version of the Common Terminology Criteria
for Adverse Events; EORTC QLQ-C30, European Organisation for Research and Treatment of Cancer Core
Quality of Life Questionnaire; HRQOL, Health-related quality of life; ECOG, Eastern Cooperative
Oncology Group; PS, Performance status
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eTable 4. Test-retest Reliability for 49 Preselected PRO-CTCAE Items (N=80)

PRO-CTCAE Symptomatic AE Term

Intra-class Correlation Coefficient

Frequency | Severity | Interference | Presence | Amount

Anxiety 0.78 0.69 0.83 - -
Arm/leg swelling 0.86 0.68 0.64 - -
Constipation - 0.83 - - -
Cough - 0.74 0.53 - -
Decreased appetite - 0.80 0.80 - -
Dry mouth - 0.74 - - -
Fatigue - 0.77 0.79 - -
Feelings that nothing could cheer you up 0.70 0.75 0.72 - -
Hair loss - - - - 0.96
Headache 0.80 0.78 0.78 - -
Hiccups 0.69 0.71 - - -
Insomnia - 0.64 0.72 - -
Loose stools 0.54 - - - -
Mouth or throat sores - 0.82 0.81 - -
Nausea 0.80 0.84 - - -
Numbness/tingling in your hands or feet - 0.80 0.55 - -
Pain 0.83 0.82 0.84 - -
Problems with concentration - 0.74 0.70 - -
Problems with tasting food/drink - 0.84 - - -
Rash - - - 0.86 -
Sad or unhappy feelings 0.72 0.61 0.76 - -
Shortness of breath - 0.70 0.66 - -
Skin burns from radiation - 0.65 - - -
Unusual darkening of the skin - - - 0.73 -
Vomiting 0.81 0.79 - - -
Wheezing 0.65

Abbreviations: PRO-CTCAE, Patient-Reported Outcomes version of the Common Terminology Criteria

for Adverse Events; AE, adverse event
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