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INTRODUCTION OBJECTIVE METHOD o

. Improving the standardisation and A core Component of the = | Drafting of initial plain
transparency of patient-reported outcome SISAQOL-IMI initiative was Review of existing 1 language checklists
(PRO) analysis in cancer trials is essential to guidance and support aligned with key PRO

_ the development of plain : -
support patient-centred treatment, care and P P tools for patient ~design, analysis,

language checklists to S int i
i - e '. involvement in clinical A interpretation, and
shared decision-making. enhance patient involvement trials’ 2. = reporting domains.

Cancer clinical trials involve multiple in the design of clinical trial
stakeholders who use varying methods to protocols as well as to

collect and analyse PRO data. This variation support patient advocates and
can make it difficult for decision makers to healthcare professionals in

easily and fairly compare the results of providing feedback on clinical a
cancer trials. trial HRQoL results.

The SISAQOL-IMI (Setting International The main aims were to: Consultation/reviews with

Standards in Analysing Patient-Reported Incorporate complex SISAQOL | IMI g[is()/gnggtLi()lRﬂ 1;rom 146 multi-stakeholder working
Outcomes and Quality of Life Endpoints — P mple = ) e [ groups including patients,

. . o . recommendations into a recommendations s
Innovative Medicines Initiative) aimed to clinicians, researchers,

tablish consen dance for the desian plain language version identifying mo§t relevant regulators, HTA and
establiSn consensus guidance 10 e aesign, recommendations for Industry representatives.

analysis, presentation, and interpretation of - Design a supportive patients and healthcare

health-related quality of life (HRQoL) data in checklist with references professionals.
oncology. and feedback/ notes tab

RES U LTS Three plain language checklists were developed to support patients and healthcare professionals when reviewing cancer clinical trial
protocols and cancer clinical trial results. Stakeholders valued consistent language, contextual interpretation, and visual aids.

Review of cancer clinical trial protocols Review of scientific and plain language visualisations

This checklist encompasses key domains including general points on PRO-related These 2 checklists were developed to support the review of scientific
rationale, objectives, and endpoints (4 items); evaluation of validity (2 items), and visualisations (e.g. in publications) (11 items), and plain language visualisations

PRO time points (2 items); PRO score interpretation thresholds (2 items); and (e.g. in plain language summaries) (6 items). Key items cover the reporting of
strategies for handling intercurrent events (6 items). missing data and handling of intercurrent events within visualisations and are

supported with examples of best-practice graphs.

Checklist items for plain figures Yes No NA | Notes/Comments | Relevant references

6 Is information included on the PRO score interpretation threshold in the ] ] ] SISAQOL-IMI recommendations
figure (e.g., the level of change that is meaningful to patients)? (VizSci8_GEN)

Strategy for handling intercurrent

Description of a relevant PRO

General points score interpretation threshold i:ﬁhts, irncludingdrop out for 3 Colour COded SeCtionS
. focusing on different areas

Items for consideration Terms to search for in the protocol YES NO N/A Notes/Comments Relevant references

Questions to think about Doesthe protocol explain howthe PRO. | O Questionnaire SISAQOL M Terms that may be

will be measured? recommendations

when reviewing the O Measure ——— relevant to find the

protocol/ questions to %‘a"aﬁ” ) i information in the
O Assessment SR

aSk the researCherS assessing the variable of interest O Variable ofinterest EstFrame4_SAT,

A validated questionnaire < EstFrame3_SAT, p I’OtO CO I
a bO Ut should be pre-specified as well O Time point EstFrame5_SAT,
as collection time points. EstFrame6_SAT,

Pop3_SAT,
AnalMain9_SAT,

Example PROvar2_RCT) CheCkbOX Opt'OﬂS tO
. d_ t h ‘th ems for considerations for scientific figures YES No N/A Notes/Comments Relevant references
The dlfference in mean pam I n ICa e W e e r s information on score interpretation thresholds included in the visualisations? SISAQOL-IMI

D o pd own Of scores between Groups A and Bat . e e
— q UeStIOHS We re i (VizSci8_GEN)

examples/explanations Faantheported Olicome —— — -

< 5 add ressed and Space PRO s.core interpretation thresholds fare important t.o interpret the clinical

T measure (P ROM) [inclusion of meaningfulness of data from the patient’s perspective. Researchers should

fo r e a C h q u eStl O n Specific questionnaire], indicate both the source/reference of the applied PRO score interpretation
tO a d d n Ote S threshold used, as well as the specific threshold applied.

Is the chosen PRO in line with the PRO O Estimand i SISAQOL-IMI e Red ma rke r

recommendations

(EstFramel_GEN, o pOI ntl n g to th e
Explanation ) O Variable of interest Popl1_RCT, TN rel evant se CtIOn
ion-lev Pop2_RCT, men 1| "R
If the objective is to determine BRI el EstFrame3_SAT, Refe rence tO re I eva nt i - Of th e g ra p h .

whether a medication decreases EstFrame4_SAT,

pain two days after treatment EstFrame5_SAT, S I SAQ O L' I M I

begins (compared to baseline), EstFrame6_SAT, .

the PRO should be a patient- Pop3_SAT, recom mendatlonS

reported pain score collected two AnalMain9_SAT,
days after the start of treatment. PROvar2_RCT)

Glossary terms The checklists include 35 plain language definitions as a hover feature to provide a better overview/understanding of the items.
Translations The checklists will be translated into 8 languages: French, German, Spanish, Japanese, Polish, Mandarin, Hindu, Italian.
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meaningful and consistent interpretation of cancer PRO findings. Integrating these tools within the

broader implementation of the SISAQOL-IMI recommendations will ultimately support patient-centric

decision-making in oncology. Contact sisaqolimi@eortc.org

www.sisaqgol-imi.org
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