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Aims

This manual has been developed by the EORTC Quality of Life Group (QLG), with the aim of providing
guidance on the use of the EORTC Item Library. These guidelines should be referred to by anyone
who has agreed to the Item Library’s terms of use for the creation of item lists. This is a developing
document and will be updated on a regular basis.

Glossary

AE: Adverse event

CAT: Computerized adaptive testing

CTT: Classical test theory

eCOA: Electronic clinical outcome assessment

EORTC: European Organisation for Research and Treatment of Cancer

EORTC Item Library: Interactive online platform displaying EORTC QLG measures and enabling the
creation of customized item lists

ePRO: Electronic patient-reported outcome administration (administered via e.g. a computer or
tablet)

HRQOL: Health-related quality of life

IRT: Item response theory

Item: Question from any EORTC measure

Item List: Customized selection of items

Module: EORTC questionnaire

PMDC: Project and Module Development Committee
PRO: Patient-reported outcome

QLD: Quality of Life Department

QLG: Quality of Life Group

QLQ: Quality of life questionnaire

QLQ-C30: EORTC Core Quality of Life Questionnaire
QLQ-F17: EORTC Core Function Questionnaire
QOL: Quality of life

Standalone questionnaire: EORTC questionnaire which can be administered on its own (i.e., not in
conjunction with the QLQ-C30)



Background & Rationale

The historical approach to questionnaire development has helped to ensure high validity, reliability,
and cross-cultural meaningfulness of the European Organisation for Research and Treatment of
Cancer (EORTC) Quality of Life Group (QLG) questionnaires. However, the lengthy process of
validation, wherein questionnaires can take several years to finalize, is less adapted to some forms
of contemporary therapeutic intervention or rare cancers, whose symptoms and side effects might
not always be captured by existing questionnaires (1-3). In light of rapidly evolving treatment
modalities and the need to ensure high content validity, the new strategy recently put forward by
the EORTC QLG proposes increased flexibility in the form of custom-made ad hoc item lists that can
be used to supplement the core QLQ-C30 and, when relevant, a module (see Figure 1). Users have
the ability to choose from the wide range of items in the Item Library (4) when creating item lists, in
order to better capture symptoms, functional status, and events that are relevant to the research

guestions under investigation.

Figure 1. Updated EORTC QLG Measurement Strategy
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The Item Library currently contains over 1,000 questions, referred to as ‘items’, which have been
systematically developed, tested, validated, and translated since 1993. Since their original
development, many items have undergone modifications to reflect important cultural and linguistic
changes. These items are derived from the full portfolio of validated EORTC QLG instruments,
including the QLQ-C30, modules, standalone questionnaires, and computerized adaptive testing
(CAT) item banks. These measures have been developed and validated cross-culturally following the
EORTC Module Development Guidelines (5) and published extensively in peer-reviewed studies.
Some items have been used in several questionnaires, to capture different underlying issues. The

portfolio of EORTC QLQ questionnaires is widely used in oncology to measure patient-reported



Quality of Life (QOL) across a variety of domains and cancer sites (6—10). Together, the items cover
multiple symptomatic and functional domains, including physical symptoms (e.g., nausea), social
functioning (e.g., socializing with friends), cognitive functioning (e.g., memory and concentration),
emotional functioning, physical functioning, sexual functioning, activities of daily living (ADL),
communication, and satisfaction with provision of care (11). Although the Item Library provides
registered users with considerable flexibility, the QLG has compiled general guidelines to help guide
usage in order to promote good practice and scientific rigour. Over time, as more data are collected
on the use and implementation of the Item Library, this document will evolve to reflect new
evidence and findings. Existing guidelines on the design and use of PROs, provided by the
Consolidated Standards of Reporting Trials (CONSORT) PRO Extension (12), Unites States Food and
Drug Administration (FDA) (13,14), European Medicines Agency (EMA) (15), and Standard Protocol
Iltems: Recommendations for Interventional Trials (SPIRIT)-PRO Extension (16) were consulted in

order to extract relevant recommendations.

General Guidelines & Recommendations

It is crucial that the ad hoc output created through use of the Item Library be referred to as an ‘item
list’. Customized lists of items cannot be considered fully validated static questionnaires since they
will not have undergone the psychometric testing required of EORTC QLG questionnaires and
instruments (see EORTC Project and Module Development Committee (PMDC) Module Development
Guidelines (5)). Indeed, item lists should generally be considered ad hoc lists aimed at
supplementing the EORTC QLQ-C30 and, when relevant, other EORTC modules. Although users may
choose to undertake such psychometric analyses on their own, this work should be clearly
distinguished from that which is carried out by the QLG (see Psychometrics section below). Modified
guestionnaires, such as those that have been shortened (through removal of items), should be
distinguished from fully validated measures as item lists, and their use should be approached with

careful consideration.

Although users may wish to remove specific items from fully validated questionnaires and modules,
the EORTC QLG recommends that this method be approached with considerable caution. Users
should only remove items and sections of validated questionnaires if there is ample evidence to
suggest that they are not relevant and/or may be overly burdensome to patients. Such a modified
measure must also be referred to as an item list, to distinguish it from a fully validated static
measure. Users choosing to take this approach are advised that recommended interpretation of
resulting scales and data will no longer be fully applicable and may need to be changed from that in

existing published EORTC guidelines. As such, modifications should only be undertaken if the



advantages outweigh the risks. Due to the underlying validated multidimensional scoring structure,
the EORTC QLG advises against removing parts of a scale. In general, items should be added or
removed in conjunction with the other items that make up the underlying domain scale, unless there

is a strong rationale to omit only certain items.

Given its extensive use and validated multidimensional model of health-related quality of life
(HRQOL), the EORTC QLG advises against modifying the Core Quality of Life Questionnaire (QLQ-
C30), unless there is strong evidence to support such an action. Modifications of other validated
guestionnaires (e.g., modules and standalone questionnaires) should also be approached with
caution and follow the rationale presented above. In all cases, the resulting measures must be
referred to as item lists. Similarly, if a user wishes to add items to an existing validated questionnaire
or module, this must also be carried out within the context of an item list, such that the additional
items remain clearly differentiated from the questionnaire/module. In such a case, the item list may
be used to measure relevant clinical domains and symptoms that are not included (in whole or

partially) in the original questionnaires.

Implementing item lists from the Item Library

ltem Selection
Item selection must be driven by theoretical and empirical evidence. Users are encouraged to

conduct thorough reviews of the literature in order to identify possible symptoms (e.g., toxicities
and adverse events [AEs]) and QOL issues (e.g., functional impairment, etc.) which are relevant to
the research questions under investigation. Where available, preclinical data may also be used to
inform this decision. In an effort to promote content validity, users are encouraged to carry out
qualitative debriefing interviews with patients and healthcare professionals, to help identify items
which may be most relevant. In cases where items are not covered by existing questionnaires (i.e.,

the QLQ-C30 and modules), the selected items can be used to construct an item list (see Figure 2).



Figure 2. Implementing item lists from the Item Library
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Clinical Trial Use
During early-phase non-randomized trials, when less is known about the treatment under

investigation, item lists may represent a more preliminary collection of anticipated AEs and
symptoms, based on existing empirical (e.g., preclinical) and theoretical data (17). As a study
progresses, item selection may be more refined as new symptoms and AEs are identified. During
later-phase randomized trials, when more is known about the treatment in question, as well as
possible associated AEs and symptomatic toxicities, the issues and symptoms selected for item lists
will likely be more focused. It is important to include the same items in all treatment arms,
regardless of expectations, in order to minimize the potential for bias, avoid underreporting of AEs
and symptoms, and ensure comparability across arms. It should be noted, though, that use of a
highly customized item list, in contrast to a fully validated static questionnaire, may complicate
comparability across studies, given that there may be fewer overlapping outcomes for comparison.

As such, measurement of core outcomes (e.g., using the QLQ-C30) is recommended, where relevant.

Single Items vs. Multi-Item Scales
The choice of single items versus multi-item scales will depend on the symptom or domain under

investigation. While some concepts might be captured by one item only (e.g., the presence of a
specific symptom, like nausea or appetite loss) others may be more nuanced and as such require
more items. Higher-level concepts, such as physical functioning, which involve a number of different
activities, generally require several items and are often captured (as in the case of the QLQ-C30 (18)
Physical Functioning scale) by a multi-item scale. Given the wide scope of activities that constitute

physical functioning (e.g., walking, lifting, carrying out daily activities), one item broadly assessing



this domain would not be sufficient and would be difficult to report on. Instead, several items which
provide concrete examples of different types of physical functioning are more meaningful to
patients and paint a more comprehensive picture of functioning overall. Following this rationale,
when items form part of a scale, addition or removal of items should occur on the scale level,
whenever possible (e.g., if the scale is relevant to the research questions and inclusion is feasible).
For many concepts, this helps to ensure a more detailed assessment while preserving the underlying
structure, which, in turn, facilitates scoring. Users must take special care when using items that are
part of a conditional outcome, as this will influence dependent items (e.g., some items are only
applicable to patients who have undergone specific medical procedures or experienced relevant
symptoms). The specific choice of items must ultimately reflect the research questions under
investigation. For example, if a user is interested in assessing the presence of a symptom, one item
may suffice. However, if symptom severity, impact on functioning, and interference with daily
activities are also intended to be captured, this will likely necessitate at least a few items and

perhaps the use of a multi-item scale, depending on the availability in the Item Library.

Combining Item Lists with Standard Questionnaires
When an item list is used in conjunction with the QLQ-C30 and (when relevant) a module, users

must be careful to ensure that the selected items are not already accounted for in one of the other

guestionnaires being used.

Patient Burden Considerations
Although the specific number of items selected by users for any given item list will vary considerably

as a function of the research questions and context of use, users are advised to avoid duplication of
concepts in an effort to minimize patient burden. Specifically, if a symptom, issue, or type of
functioning is already captured with one questionnaire, it should not generally be included in the
item list, unless there is a specific rationale for its inclusion. Such potential for duplication is
especially relevant in studies in which other instruments and PRO measurement systems are used as
items may quickly accumulate, which could lead to increased burden. Although lengthier measures
(or batteries of measures) may be more burdensome for patients to complete, timing of
administration is also important. For example, patients may be more willing to complete a long
measure (or battery of measures) if administration of such measures does not occur regularly
(19,20); whereas longer measures (or batteries of measures) may be more burdensome for patients

to complete when administration occurs regularly (e.g., weekly).

Perceived burden of questionnaire completion may also vary as a function of several factors and

differ considerably from one individual to another. When patients feel that the concepts being



measured are highly relevant, they may be less burdened by the number of items and length of
measures (21,22). Other factors such as administration mode (e.g., paper vs. electronic), patients’
literacy levels, the presence of sensitive items, and the formatting of the measure have also been
linked to burden (19). Patients’ disease stage and severity, along with the perceived difficulty of

guestionnaire completion, may also be linked to burden.

Whenever possible, users are strongly encouraged to carry out a pilot test to more closely assess

duration of administration and burden for patients. Adopting a robust approach to item selection by
involving both patients and healthcare professionals can also help manage issues of potential burden
by helping to ensure that the items included are relevant and understandable and presented in such

a way that completion of measures is feasible and not overly burdensome.

Selecting Specific Versions of Wording
For items for which there are multiple versions, users are encouraged to opt for the ‘recommended

wording’ version as indicated in the Item Library. These versions represent items for which (after
years of development and evolution) the wording has been deemed the most comprehensible,
grammatically sound, and easily translatable. However, in cases where an item list is comprised of a
simple subset of items from a standard questionnaire, the original wording (as in the standard
guestionnaire) should be retained, to ensure comparability with the standard (source)

questionnaire.

Although users can choose between different versions of wording for some items, beyond this they
cannot modify wording of the Item Library items and other text (e.g., response scales and
instructions). This is to ensure that items remain in their original validated form, and to facilitate
analyses across item lists and other EORTC QLG instruments. Moreover, users cannot use items
originating from another source outside of the Item Library. Users who perceive an error in any text

or translation can report this to the administrators of the Item Library: admin.itemlibrary@eortc.org.

QLQ-F17

The FDA has recommended assessing well-defined functioning scales (e.g., physical and role
function), symptomatic adverse events, overall side effect impact, and disease-related symptoms
relevant to a given trial, while ensuring minimal patient burden (1,3,23). In response to this
communication, the EORTC has taken a pragmatic approach in creating the EORTC QLQ-F17 Core
Function Questionnaire (24). Derived from the QLQ-C30, it contains only the functional scales (i.e.,
physical, role, emotional, cognitive, and social functioning, and global health status/QOL) from the
guestionnaire, without the symptom scales or single items, in their original order and wording. By

offering a shorter alternative to the QLQ-C30, the QLQ-F17 helps to ensure flexible PRO
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measurement by allowing users to assess well-defined functioning scales, along with other modules
and item lists as relevant. Although the QLQ-F17 is comprised of a subset of items from the QLQ-
C30, it should be noted that it is not an ad hoc item list. While it is already available for use, the QLQ-
F17 will eventually undergo equivalence testing, to ensure that its psychometric properties are

equivalent to those of the QLQ-C30.

CAT Items
Users who wish to use items which have only been developed for use in the EORTC’s CAT item banks

(25,26), should liaise with the Quality of Life Department (QLD).

Given that these items have been developed using item response theory (IRT), and not classical test
theory (CTT) as was used to develop the QLG’s static questionnaires, they should generally be scored
following the appropriate IRT algorithms and not the standard scoring instructions. The QLG’s CAT
team can provide further assistance for users wishing to use CAT items in a computerized form as
well as those wishing to construct short forms. Users can read more about the CAT project here:

https://qol.eortc.org/projectqol/eortc-cat/

ltem Ordering
When an item list is formed by removing items from a validated instrument, the order of the

remaining items should generally remain unchanged, to preserve the intended structure as best as
possible. This also helps to ensure that items with the same instructions, conditions (where
relevant), and response and time scales remain grouped together. When items are added to a

validated instrument, a few different options are available.

If an item list is designed to be used in conjunction with a fully validated questionnaire (e.g., the
QLQ-C30), the item list should be formatted as an additional instrument (not inserted into the
format of the QLQ-C30). This helps to preserve the structure of the validated measure and
differentiates the item list in a more ad hoc manner. However, if the validated instrument contains
items that are potentially sensitive in nature (e.g., assessing sexuality and intimacy), it is best to
integrate the items from the item list so that the potentially sensitive items from the validated
instrument remain at the end of the measure, as they might affect patients in such a way that

responses to subsequent items could be influenced (20).

When formatting item lists, new items should be integrated so that similar formats remain grouped
together. As with the standard validated instruments, items with different response and/or time
scales should be clearly distinguished. With regard to item content, efforts should be made to

ensure that similar items are grouped together, provided they meet the aforementioned criteria
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(i.e., matching response and time scales). For example, items assessing symptom presence may be
grouped together (with specific localizations/sites also listed together, when relevant) while those
assessing functional impairment can also be listed together, keeping in mind the other criteria
discussed earlier. As above, potentially sensitive items capturing sexuality and intimacy should
generally be placed at the end of the item list, to ensure that subsequent responses are not

influenced.

Ultimately, given the many different factors which need to be taken into consideration, along with
the specific research questions and needs of any given study, the issue of ordering needs to be
examined on a case-by-case basis. To date, only limited research has looked at possible ordering
effects in EORTC QLG instruments. As such, future work should also be carried out and consulted to

inform such decisions.

Response & Time Scale Selection
The choice of specific response and time scales will also vary as a function of specific research

questions. It is generally recommended that items be administered using the same response and
time scales with which they were originally validated. However, some items (e.g., those used in
multiple questionnaires) may have been tested with more than one possible time and response
scale. Beyond that, there may also be cases in which more flexibility is sought. As such, the following

general guidelines should be taken into consideration.

When users require a precise response for dependent items, a dichotomous scale (e.g., ‘yes’ vs. ‘'no’)
may be most appropriate. When more nuance is required, which is generally the case, an ordinal
scale may be used (typically, responses range from 1-4). In general, it is recommended that users
employ the response scale associated with a specific item, since this represents the format in which
the item will have been tested and validated. However, depending on the specific research
question(s) and context, there may be a rationale for using an alternative time or response scale,
and such flexibility is possible using the Item Library. For time scales, it is generally also
recommended that users select the time scale (from the list of validated Item Library options) with
which the item was originally validated. In most cases, this will capture events and symptoms
occurring within the last week (i.e., a 1-week time scale). This is based on evidence which suggests
that longer recall periods (e.g., of 2, 3, and 4 weeks) are associated with small but increasing rates of
measurement error (27). However, users must consider the symptoms, events, and research
guestions being investigated when making such a decision, since some items (e.g., issues concerning

sexuality) may be best represented and measured by a longer recall period. Study design, context of
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use, and timing of instrument/item list administration may also have an impact on the choice of

specific recall period(s).

Formatting
Once they have been published in the online platform, users may request to download item lists

directly in .csv format, which lends itself especially well to implementation in electronic patient
reported outcome (ePRO) platforms. For users who wish to administer their item lists and other
measures on paper, the QLD formats these creations following the templates used for the standard
measures, incorporating the EORTC logo and formatting and citing the relevant copyright. As
discussed in the Item Ordering section, items with the same time and response scales are grouped
together (as well as the other ordering conventions highlighted). In addition to the automatically
exported .csv files, at least one Word template is provided for individuals using ePRO, to highlight

the relevant graphics, format, layout, and copyright.

Scoring, Analysis & Interpretation
With increasing flexibility comes an increased need to exercise caution and rigour when analyzing

and interpreting item list data. Users have the possibility of combining several different items, and
response and time scales, which adds a considerable level of complexity to scoring and
interpretation of data. The standard approach to scoring should be followed, with items being
scored according to the scale structure they originate from, following the guidelines as stipulated in
the relevant EORTC Scoring Manual(s). These guidelines include instructions that single items and
multi-item scales be scored as such and transformed to a 0-100 scale with appropriate direction. If
multi-item scales are used, they may be summarized and transformed following the procedure
outlined in the relevant scoring manual. However, scales can only be scored as such if they include
all of the intended items. The example below (see Figure 3) highlights an item list (IL19) comprised of
the physical functioning scale from the QLQ-C30. Since this item lists contains all of the items from
the QLQ-C30 physical functioning scale, it can be scored as a multi-item scale, following the

instructions outlined in the relevant scoring manual.

For descriptive purposes, users may consider using the raw, non-transformed scores of single items
and single item scales and presenting these as simple proportions for each of the relevant response
categories. Such an approach may be easier to present and interpret, compared to the use of mean
scores. Indeed, the evidence suggests that there is little difference between analyzing the scale as
continuous or categorical (27). However, such an approach should be regarded as novel, and

distinguished appropriately, given the divergence from the standard scoring instructions.
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Figure 3. Item List Example (Multi-Iltem Scale)

&

EORTCII19

We are interested in some things sbout you and your health. Please answer all of the questions yourself by circling the

oumber that best applies to you Thers are oo “right” or "wrong” answers. The information that you provids will
strictly confidential

remain

Notat A Very

Al Litle aBit Much

1. Do you have any trouble doing stremous activities,
like carrying a heavy shopping bag ora suitcase?

1 3 4
Do you have any trouble taking 2 long walk? 1

1

1

Do you bave any trouble taking 2 shart walk outside of the house?

[ER I

3 4
3 4
3 4

Do you need to stay in bed or  chair during the day?

[V

Do you need help with eating, dressing, washing
yourself or using the toilet? 1 2 3 4

© Copyright 2018 EORTC Quality of Lifs Group. All ighn resarvad.

The following example (Figure 4), comprised of two single-symptom items, would be scored as such

(i.e., single items) following the standard scoring algorithms.

Figure 4. Item List Example (Single Items)

&

EORTCILI1S4

Patients sometimes report that they have the following symptoms or problems. Flease indicate the extent
to which you have expericaced these symptoms or problems during the past week. Please answer by
circling the number that best applies to you.

During the past week: Not A Quite  Very
atall Litle abit much

1. Have you had diarrhea? 1 2 3 4

2 Have you had a rash? 1 2 3 4

© Copyright 2071 EORTC Quality of Lifs Group. Allights resavod.
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If only a subset of items is used from any multi-item scale, these items must be scored as single
items, but it is recommended that any resulting publication/dissemination specifies that the result is
not an official single-item scale but rather an ad-hoc selected item. Since the psychometric properties
would not be established at the single-item scale level for such an item, it is crucial to distinguish any

other scoring/analysis method as ad hoc and not official.

Users should always exercise a high level of caution when interpreting scores from item lists, given
that the single- and multi-item scales have been validated for use in existing source questionnaires
and modules (with specific populations) but not in custom-made item lists, where the addition and
ordering of other items could potentially influence patients’ responses. It is currently not possible to
combine multiple single items into a single score — any user wishing to undertake such analyses may

only do so in a strictly exploratory manner. Single items should therefore be scored as such.

As indicated previously, items developed only for use in CAT item banks should generally be scored
following the appropriate IRT algorithms and not the standard scoring instructions. Users can liaise

with the EORTC QLD for more information.

Although there are currently no official recommendations for the analysis of QLQ-C30 outcomes
specifically, whether pertaining to single items or otherwise, the general recommendation is to first
develop a research hypothesis with clear objectives to be answered. A statistical analysis plan can
then be developed, and, if necessary, tweaked based upon observed data availability and/or
distribution. For outcomes based on single items, the use of statistical methods that assume normal
continuous data is not advised, as they may lead to a loss in power; although, if the sample size is
sufficiently large, the continuous assumption may still provide sufficient approximation (18).
However, for single item scales, ordinal methods are preferable as they are easier to interpret.
Equidistance between the response categories is a commonly made assumption to simplify the
ordinal methods to, for example, a proportional odds model. For more detailed recommendations on
the analysis of PRO data, tailored to the specific context of use and research questions, we
recommend referring to published guidelines from the Setting International Standards in Analyzing

Patient-Reported Outcomes and Quality of Life Endpoints Data (SISAQOL) Consortium (28).

There are currently only published minimal important difference (MID) scores provided for full
instruments and modules. There are presently no guidelines for interpretation of users’ item list
scores. Users may consult published papers that will give some insight into clinical significance of
items and scales, but caution is required when applying such information to item list data. Although
we are not currently able to attribute clinical significance to item list scores, this will be investigated

over time as part of the ongoing research on the Item Library being carried out by the EORTC QLG.
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Psychometrics
In contrast to the QLQ-C30, standalone, and module questionnaires, item lists created using the ltem

Library will not have undergone additional psychometric testing. Although items have already
undergone extensive validation in their instrument(s) of origin, when items are removed from their
source questionnaires and administered in populations in which they have not been tested (e.g., in a
new disease site), the psychometric properties may not be retained. Thus, users wishing to cite the
psychometric properties of item lists will have to do so at their own discretion, and the EORTC QLG
takes no responsibility for the results and interpretation of such forms of testing. Indeed, such testing
and validation should be clearly described as more experimental and be distinguished from that
which is carried out by the QLG. In the absence of strict psychometric testing, we caution users
against attempts to report on reliability and validity given insufficient data/analyses to support such

claims.

In the future, frequently used item lists (e.g., treatment- or symptom-specific lists) may start to be
systematically validated, following QLG guidelines, but these guidelines will need to be developed in

parallel with the PMDC and with the consensus of the QLG.

Electronic administration

Electronic patient-reported outcome (ePRO) administration of item lists should be carried out
following the guidance as stipulated in the EORTC ePRO Guidelines (29) for implementing QOL
instruments in electronic platforms/applications. Users should also liaise with the EORTC QLD to
ensure that the appropriate electronic clinical outcome assessment (eCOA) vendor agreement is in

place, where relevant.

Translations

The Item Library currently contains over 1,000 unique items, some of which are translated in over
100 languages. However, users must verify whether or not selected items are available in the desired
language, since the available translations vary across items. When an item list is comprised of items
from different source questionnaires (i.e., the questionnaires in which the items were originally
developed), some translations may not be available. If an item or items are not available in the
language(s) of your choice, a translation request can be sent to the EORTC QLD Translation Team.
Under no circumstances are users allowed to translate items on their own — this must be done
following the EORTC QLG Translation Procedure (30,31), under the supervision of the EORTC QLG

Translation Team Leader.
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Publications/Referencing

Users may not reproduce the custom-made item list in any publications or elsewhere without prior
written authorization from the EORTC QLG. The specific terms of use are outlined in the relevant user
agreement template. As with the standard questionnaires, specimen versions of the item list may be
shared and made available, even before a user agreement is fully executed. When referencing item

lists created using the Item Library, users must refer to the website: www.eortc.be/itemlibrary/

Users may refer to the EORTC questionnaires (whether core, standalone, or module) from which
specific items originate, but only in such a way that the item list is clearly differentiated from the
validated questionnaires. When an item list is used in conjunction with a validated questionnaire
(e.g., the QLQ-C30 and/or a module), the validated questionnaire must also be cited as per the usual

procedure by referring to the appropriate publication.

Naming

Custom-made item lists and Item Library creations are assigned unique alphanumeric identifiers
following the ILXX format (IL = item list). This convention helps to ensure that each creation is
uniquely identifiable, which in turn helps to facilitate tracking and use. If the same item list is used in
a new study or context, the original name is retained (provided all of the required items and
elements are present). This helps to ensure consistency across studies and within documentation and
may also facilitate future comparative analyses. Although users may refer to the original source
guestionnaire in a description or publication, an item list constructed through removal of items from
a validated questionnaire (i.e., an item list comprised of a subset of items from a questionnaire) must
be clearly differentiated as such, and assigned an item list number. Additional descriptive
information can be added to the ‘Description’ field in the item list view in the Item Library (e.g.,
pertaining to key scales, types of functioning, symptoms, or population) to highlight the content. As
in the example below (Figure 5), an item list assessing lymphoedema symptoms, designed to be
administered in conjunction with the QLQ-C30, can be described as such. Given that such descriptive
classifications will likely be study-specific, the alphanumeric identifier (e.g., IL100) remains the official

name for an item list.
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Figure 5. Item List Example in Item Library Online Platform

IL100 L
GENDER i TYPE LAST MODIFIED
Neutral i Item list Now 2, 2021

I
=}
a
101
)

. Have you had swelling in the genital area?

-

Description

.

. Has the skin felt tight in your genital area? This item list has been designed to be used in conjunction
with the EORTC QLG creening tool to investigate
possible lymphedema

wn

w

. Have you had swelling in your groin?

=

. Have you had sore skin in your groin?

Instructions

0]

. Have you had pain in your groin?

o

. Have you had swelling in one or both legs?

~

. Have you felt heaviness in one or both legs? n W

=]

. Has the skin felt tight in your leg{s}?

Sharing

The item list can only be reproduced for the strict purpose of generating sufficient copies for use in
the intended study. Any other use is subject to prior written authorization from the EORTC QLG.
Under no circumstances may it be distributed to third parties for sale, rental, lease, lending, or any
other services. For specific guidelines regarding usage, sharing, and publishing, please refer to the
user licencing agreement. Users should be aware that once it is published in the Item Library, their
item list becomes visible and available to other registered users. This is to increase transparency and
to foster collaboration across the scientific community. All identifying information (e.g., the name of
the user who created the item list) is removed to protect the identity of all users, in accordance with

EU data protection laws.
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