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Background Results

from being disease-centered to more patient-centered. CATEGORY _ PROM/INSTRUMENT | | | § _ DOMAINS _ _ « QOver the past decade, n=558 (17%) of the total clinical trials included a PRO.
European Organization for Research and Treatment of Cancer quality of life questionnaire-C30 Functional (Physical, Role, Emotional, Cognitive, and Social Functioning); Global Health Status; Symptoms; Additional symptoms (Dyspnea, Insomnia, Appetite Loss, Constipation, Diarrhea),
] ] .. EORTC QLQ-C30 and Perceived Financial Impact . . . . . . . .
¢ Patlent're Orted OUtCOme meaSUFGS PRO are |nte ral tO OnCOIO C|In|Ca| fEuroQoIS-Dimens)ion(EQ-5D-3L) Mobility;SeIf—Care;UsuaIA‘:;tivities;PainlDiscomfort;Anxietleepression ¢ Of the tOtaI CllnlCal trlals that InCIUded a. PRO, 25% CllnlCal trlals Used |t aS a
P 9 gy
researCh Slnce they prOVIde a WIndOW |nt0 the patlent’s perceptlon Of the Efr-:zfll;-mmension Visual Analog Scale (EQ-5D-5L VAS) fﬂz:lit::\lz:f)n(;:r:Z?;fa(lll;scl:t)ljtll_e:Iltl‘halﬁr:l/eDllsezz:fzfrtszzit’:;;;:pr::z:;SenSItMty prlmary OUtcome’ Whereas 974% used It aS a Secondary OUtcome

. ' Helzies e i ical; Social; Emotional; and Functional Well-Bein . . " 1 I
disease, and the surrogate endpoints may help understand treatment Functional Assessment of Cancer Therapy - General (FACT-6) e eont ot «  PRO use was the highest in breast cancer (16%), hematological malignancies

Patient-Reported Outcomes Measurement Information System Global-10 (PROMIS-10) Physical Functioning; General Mental Health; Emotional Distress; Satisfaction with Social Activities and Relationships; Ability to Carry Out Usual Social Activities; Pain; Fatigue, and Overall

" 1,2 Quality of Life . . .
be n eflts ) Short Form-12 (SF-12) Physical Functioning; Role Physical; Bodily Pain; General Health; Vitality; Social Functioning; Role Emotional; Mental Health (18%) y I U n g Can Cer (20%) y LI rO I Og |Ca| Can Ce rS (2 1%) y a.n d g aStrO I nteStI n al
. . . . . - . Short Form-36 (SF-36) Same domains as SF-12, with additional items for a more comprehensive assessment 0
° Strengthen I ng the Integ ra‘tlon Of P ROmS In CI I n ICaI trIaIS Ca‘n en hance the Montreal Cognitive Assessment (MoCA) Memory; Executive Functioning; Attention; Language; Visuospatial, and Orientation Cancers (20 /0) )
ove ral I atl e nt expe rl ence an d ensure th at CI | N |Ca| o) utCO mes al | N Wlth atl e nt COGNITIVE/NEUROLOGICAL M.D. Anderson Symptom Inventory — Brain Tumor (MDASI-BT) 13 Core Symptoms (e.g., Pain; Fatigue; Nausea) and 6 interference items (e.g., Activity; Mood) . .
. L p p g p Happiness and activity scale Subjective experiences of happiness; Potentially including areas like Physical Health; Psychological Well-Being; Social Relationships; and the Environment ° P R OS asseSSI n g H RQO L an d fu n Ctl O n al Statu S We re th e m OSt CO m m O n Iy used
prl (0) rltl es. 3 Patient Global Impression of Severity (PGIS) Disease Severity and Response to Treatment | N CI | N ICaI trl al S
] ] ] ] . Patient Global Impression of Change (PGIC) Activity Limitations; Symptoms; Emotional; and Overall Quality of Life .
° An alyz N g th e Ian d Scape Of P RO ms 1IN tr| al S m ay h e I p assess th elr ro I e 1IN Myeloproliferative Neoplasm Symptom Assessment Form Total Symptom Score (MPN-SAF TSS) 10 Symptoms (e.g., Fal\tigue; Efs\rly Satiety; Abdc.).minal F)iscomfort; Inactivi.ty; Problerns with Concentration; Night Sweats; ltching; Bone Pain; Fever; Weight Loss) ° EO RTC _ Q LQ _ CBO was th e m OSt freq ue ntly u Sed measure across
. . . . d . I d . . d h . f Advanced Systemic Mastocytosis Symptom Assessment Form (AdvSM-SAF) 8 Symptoms (e.g., Fatigue; Pain; Nausea; Vomiting; Diarrhea; Spots; Itching; Flushing) ]
I m p rOVI n g patl e nt Care ] g u I I n g re g u a‘to ry eC I S I O n S ] an S apl n g Utu re Rotterdam Symptom Checklist (RSCL) Activity Level Scale Physical Symptom Distress; Psychological Distress; Activity Level, and Overall Global Life Quality h e m ato I Og | Cal , I u n g an d b re aSt Can Ce rS .
researc h SYMPTOM-SPECIFIC Work Productivity and Activity Impairment (WPAI) Questionnaire WPAI Absenteeism (missing work): Presenteeism (reduced productivity while at work); Overall Work Productivity, and Non-Work Activity Impairment _ - _ _ _ _
. Non-Small Cell Lung Cancer Symptom Assessment Questionnaire (NCSLC-SAQ) Cough; Pain; Dyspnea (Shortness of Breath); Fatigue; and Appetite ° FACT— measures were p rEd omin antly Ut| I V4 ed N h em ato | Og | Cal m al |g Nanciles
. . Myelofibrosis Symptom Assessment Form (MFSAF) Severe Constitutional Symptoms (i.e. Fatigue, Night Sweats, Fever, Weight Loss), Pruritus, and Symptoms .
O bJ e C t | V e Western Ontario McMaster Arthritis Index adapted for PVNS and GCTTS (WOMAC PVNS-GCTTS)  Pain; Stiffness; Physical Function an d uro | 09 |Ca|/ p rostate cancers.
PROMIS Physical Function (PF) items NA
. . . . Brief Pain Inventory (BPI) Pain Intensity and Pain Interference . . . . . . .
Th IS StUdy a'l med to Cha’raCterlze the use Of P Roms In U S- I: DA approved EORTC QLQ-BR23 (Breast Cancer Module) Body Image; Sexual Functioning; Sexual Enjoyment; Future Perspective; Systemic Therapy Side Effects; Breast Symptoms; Arm Symptoms; and Upset by Hair Loss FI g U re 2 . CI I n I C a.I r I al S WI t h a.n d WI t h O U t t h e I n C I U S I O n Of P RO
O n CO I Ogy th e r a D | eS | n th e p ast d eC ad e by . EORTC QLQ-BR45 (Breast Cancer Module) Body Image; Sexual Functioning; Sexual Enjoyment; Future Perspective; Systemic Therapy Side Effects; Breast Symptoms; Arm Symptoms; and Upset by Hair Loss
. EORTC QLQ-H&N35 (Head and Neck Cancer Module) Functional (Swallowing; Speech; Taste; Opening Mouth; Social Eating); Symptom (Pain; Dry Mouth; Sticky Saliva; Taste); Other (Social Contact, lliness; Sexuality) . . .
P f Cl | Trial
I Tal " I EORTC QLQ-OES18 (Esophageal Cancer Module) Dysphagia; Eating; Reflux; and Pain erCentage O Inical frals
« Assessing the landscape of clinical trials of approved FDA drugs in oncology. ORI 6L0.0V28 (e ot Chematerany S Efoct: Funconl (B agt Aton: St Fonconin: St Enoymant 100%
- varian Cancer Module ymptoms ominal; Hormonal; Peripheral; Chemotherapy Side Effects); Functional (Body Image; Attitudes; Sexual Functioning; Sexual Enjoymen 94
° AsseSSI N g t he p reval ence Of P R O ms u Sed | n eac h CI | n ICaI trl al CANCER-SPECIFIC EORTC QLQ-CX24 (Cervical Cancer Module) Symptom Experience; Body Image; and Sexual Function, Six Single-ltem Scales (Lymphoedema, Peripheral Neuropathy, Menopausal Symptoms, Sexual Worry, Activity, and Enjoyment) o ’
] EORTC QLQ-HCC18 (Hepatocellular Carcinoma) Fatigue; Body Image; Jaundice; Nutrition; Pain; and Fever, along with Single ltems addressing Abdominal Swelling and Sex Life 90% 83 85% 839, 86%
Al . . . . EORTC QLQ-PR25 (Prostate Cancer Module) Urinary Symptoms; Bowel Symptoms; Treatment-related Symptoms; and Sexual Activity and Functioning 81% 0 0 0
° P rOVId I ng an Ove rVI eW Of the P RO m by ItS type and aSSOCIated do mal nS - EORTC QLQ-LC13 (Lung Cancer Module) 13 Core Symptoms (Coughing; Pain; Dyspnea; Sore Mouth; Peripheral Neuropath; and Hair Loss) 80% 78% 78% 77% 77% 79%
TTD in EORTC QLQ-C30 (Derived time-to-deterioration metrics) NA
I\/I t h d MCL-Specific Symptoms (EORTC Item Library-Mantle Cell Lymphoma) Pain; Instability; Swelling; Bruising; Popping Soun; Tenderness; Stiffness; Locking or Catching 70%
e O S FACT-B (Breast) Physical Well-Being, Social/Family Well-Being, Emotional Well-Being, Functional Well-Being, Breast Cancer Subscale
FACT-M (Melanoma) Melanoma-specific concerns alongside general quality of life domains 60%
_ . . FACT-C (Colon) Colorectal cancer-specific concerns in addition to general quality of life domains
 Data on oncology clinical trials and PROms were extracted from an internal e heae FACT-MM (Multple Myelom) U MV OSSR O 0 et 50%
d atab ase Of 500 I: DA ap p roved an d Iau n C h ed Sl n Ce 20 1 5 . (FUNCTIONAL ASSESSMENT OF CANCER FACT-LYM (Lymphoma) Physical Well-Being, .S‘ociaI/Famin WeII-E.Being, Emotionall Well-.Being, F%Inctional Well-Being, Lymphoma i
THERAPY) FACT-P (Prostate) Prostate cancer-specific concerns alongside general quality of life domains 40%
° ' T ' . . . _ FACT-Taxane Physical Well-Being, Social/Family Well-Being, Emotional Well-Being, Functional Well-Being, Taxane Therapy
U S | n g th e d atab ase I We an alyz e d CI | n | Cal trl al S | n CO rp O ratl n g P R OS | n U S F DA FACT/GOG-Ntx4 (Neurotoxicity) Physical Well-Being, Social/Family Well-Being, Emotional Well-Being, Functional Well-Being, Neurotoxicity 30%
ap p roved d U g S fro m 20 1 5 to 2 02 5 . FLymSI-18 (Lymphoma Symptom Index-18) Disease-Related Symptoms — Physical, Disease-Related Symptoms — Emotional, Treatment Side Effects, Function/Well-Being 220 22% 23% 23% 219,
FACT-B TOI-PFB (Trial Outcome Index — Physical/Functional/Breast subscale) NA 20% 16% 17% o 17% 1
° T h e an aIyS IS fOC U Sed on aCtIVE Iy recru |t| N g/CO m p I eted an d N d U Stl'y-S po NSO red S ATISFACTION. PREFERENCES. & UTILITY Cancer Treatment Satisfaction Questionnaire (CTSQ) E;(rp])aeg;a;irz?;gf cancer therapy, Feelings about side effects, Oral cancer therapy adherence, Convenience, Satisfaction with cancer therapy, Stopping cancer therapy, and Reasons for 15% 14%
CI | n | C al trl al S , , Oncology Opportunity Cost Assessment Tool (OOCAT Survey) Opportunity Cost of Seeking Cancer Care, encompassing Time Requirements for Appointments, Financial Implications of Travel, and Logistical/Quality-of-Life Challenges 10% 6%
. ADVERSE EVENTS F:lf“i(e)r-l(t;-?gzgr)ted Outcomes version of the Common Terminology Criteria for Adverse Events Presence; Severity, and Interference of Symptoms .
: Co : : : , : , . ; ; 0%
0 We exam I ned the d |Str| butlon Of trlals acrOSS d |ﬂ:ere nt Can Cer t eS and Hospital Anxiety and Depression Scale (HADS) 14 items focused on Anxiety and Depression
] yp Beck Depression Inventory (BDI) Emotional; Cognitive; Motivational; and Physiological 2015 2016 2017 2018 201 9 2020 2021 2022 2023 2024 2025
assessed PRO usage by trial phase and cancer type. ANXIETY, DEPRESSION, AND SUICIDE  Patient Health Questionnaire (PHQ-9) Severity and Frequency of Depressive Symptoms m With PRO = Without PRO
. . . Memorial Anxiety Scale for Prostate Cancer (MAX-PC) Prostate Cancer Anxiety; PSA Anxiety; and Fear of Recurrence
 Further analysis included the frequency of use of PROs as a primary vs Columbia Suicide Severity Rating Scale (C-SSRS) Severity of Suicidal deation and Behavior
secondary outcome. . _ Figure 3: Clinical Trials with PRO as a Primary vs Secondary
We al vzed the distribut ¢ PROMS based domai 9 Figure 1: Presence of PROs across Cancer Types Out
o
€ alSO ana yze t e IStrI Ut|0n O ms ase on type1 omal nS1 an “ Breast Skin Gl Gynecological Ty Lung Cancer/ Head and Colon Solid Soft Tissue Urologic Renal u C O m e
" ' " Cancer Cancer Cancer Cancer NSCLC Neck Cancer Cancer Tumor Sarcoma Cancer Cancer
adoptlo.n before an.d after the rglease of the US FDA's 2021 guidance on o s x X . x ~ X x x x
measuring PROmMs in oncology trials. EQ-5D-3L X X X X Percentage of Clinical Trials
EQ-5D-5L X X X X X X 25%
EQ-5D-5L VAS X o
PRO Database Structure FACT-G X 2370
14% 14%

XXX

PRO Inhouse Database o PGIC X
= , MPN-SAF TSS

AdvSM-SAF X

10%

i RSCL Activity Level Scale
Drug data: Drug name (brand and generic), indication, WPAI

disease category, and sub-category, year of launch NCSLC-SAQ X 5%

Trial information for :  |[mFsaAF X X X
. ' WOMAC PVNS-GCTTS X X
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X | X
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- ; MDASI X X O
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P . ! —— 1 . -
products released | name, phase, outcomes, trial results EORTC QLQ-BR23 X

- , EORTC QLQ-BR45 X 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024 2025
between 2015-2024 EORTC QLQ-H&N35 X X ® Primary endpoint  ® Secondary endpoint

(~500 products) ] PROms used, type, domains, scales, scoring, and EORTC QLQ-OES18 X

- associated outcomes EORTC QLQ-OV28

a EORTC QLQ-CX24

; EORTC QLQ-HCC18 X
. . ; EORTC QLQ-PR25 X -

The database also captures PRO information on E-PRO/wearables. EORTC QLQ.LCA3 X CO n C I u S | O n

' TTD in EORTC QLQ-C30 X

MCL-Specific Symptoms (EORTC Item Library) X

FACTS X > = * In the past decade, breast, lung, and hematological cancers have seen the

References FACT-C X highest number of trials with PRO use.
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