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Abstract

Objectives: To describe and analyze the user experience of a late-phase prototype of Tool for Addressing Conflicts of Interest in Trials
(TACIT). The tool was developed primarily for guiding systematic reviewers in collecting, processing, and interpreting information on con-
flicts of interest in included randomized trials.

Study Design and Setting: A prototype tool was piloted in two settings: 1) We contacted potential participants through our network, so-
cial media, and snowball sampling. Twenty-two experienced Cochrane reviewers were invited to a virtual training module applying the tool on
apreselected set of trials, and feedback was collected both during a 60-minute group session and in individual semi-structured interviews of 25-
55 minutes; 2) We contacted corresponding authors of systematic review protocols from 2022. Authors of 115 protocols were invited to apply
the tool on trials included in their own reviews, and feedback was collected using an online questionnaire. Recordings from the group session
and interviews were transcribed and imported to Nvivo 12. Feedback was analyzed using thematic cross-case analysis. Questionnaire data were
analyzed quantitatively. Based on our experience, we developed a short guide for planning of study appraisal tool piloting.

Results: Eleven experienced Cochrane reviewers and 14 systematic review teams provided feedback. Feedback was organized in four
themes: general impressions, tool concepts, content and layout, and practical usage. Users generally had a favorable overall impression of
the tool but suggested enhancing user friendliness and more guidance on how to make judgments based on limited conflicts of interest
information and when it was reasonable to stop searching for additional information. Of 14 systematic review teams, two rated the overall
impression as excellent, 11 as good, one as neutral, and no ratings of poor or very poor. The guide included nine key issues to consider when
planning study appraisal tool piloting.

Conclusion: Users of a prototype tool for addressing conflicts of interest in trials generally had a positive experience, but more guid-
ance allowing ease of use and how to deal with limited information on conflicts of interest was suggested. The feedback guided a subse-
quent tool adjustment, including an Excel-based application, and we provide a short guide for planning piloting of future study appraisal
tools. © 2025 The Authors. Published by Elsevier Inc. This is an open access article under the CC BY license (http://creativecommons.
org/licenses/by/4.0/).

Keywords: Conflicts of interest; Funding; Randomized trial; Study appraisal tool; Pilot; Cochrane review; Systematic review

1. Introduction

Funding: This research was financed through in-house resources and
did not receive any specific grants from funding agencies in the public,
commercial, or not-for-profit sectors.

Conflicts of interest are frequent in clinical trials [1,2]
and may occur, for example, when a trial is funded by a

* Corresponding author. Cochrane Denmark and Centre for Evidence- company manufacturing one of the trial interventions, when
Based Medicine Odense (CEBMO), Department of Clinical Research, trial researchers have financial ties to manufacturers, or
University of Southern Denmark, Campusvej 55, 5230 Odense M, when researchers have strong professional interests [3].
Denmark.

E-mail address: alundh@health.sdu.dk (A. Lundh). Conflicts of interest may impact trial results and
https://doi.org/10.1016/j.jclinepi.2025.112003
0895-4356/© 2025 The Authors. Published by Elsevier Inc. This is an open access article under the CC BY license (http://creativecommons.org/licenses/by/
4.0/).
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Plain Language Summary

ning piloting of future study appraisal tools.

This study describes user experience of a prototype of a tool for addressing conflicts of interest in randomized clin-
ical trials included in systematic reviews. Eleven participants who had published multiple Cochrane Reviews gave feed-
back in interviews after using the tool in a virtual training module. Fourteen additional review teams gave feedback via
a questionnaire after having used the tool in their own systematic reviews. Users generally had a positive experience,
but adaptations to make the tool easier to use were suggested. The feedback guided a subsequent tool adjustment,
including development of an Excel-based application. Based on our experience, we also provide a short guide for plan-

conclusions [4—6], but there is currently limited guidance
on how readers of trial publications should address conflicts
of interest when interpreting trial results, for example, in
the context of a systematic review [7,8].

To address this, we developed the Tool for Addressing
Conflicts of Interests in Trials (TACIT) for use in Cochrane
and other systematic reviews [3]. TACIT provides a frame-
work for collecting, processing, and interpreting conflicts
of interest information to make a reasoned judgment about
whether there is a cause for notable concern about conflicts
of interest [3,8]. In line with the framework proposed by
Whiting et al. [9], we piloted a late phase version of a pro-
totype of the tool on potential users to learn from their ex-
periences and inform the final development of the tool.

Involvement of potential tool users has been a part of the
development of other study appraisal tools [10—15]. For
example, prototypes of the RoB 2 tool were piloted in
two phases by systematic reviewers and then by various
users after a public prototype was released [10]. Piloting
of study appraisal tools has varied considerably in how
early in the tool development process piloting was done,
the type of users involved, the context and setting, and
how feedback was collected. Piloting is usually only briefly
described in the tool development sections of the core tool
publications [10—15]. We therefore decided to provide a
more detailed description of the methods and results from
piloting a prototype of TACIT and describe potential issues
to consider when planning piloting of study appraisal tools
to serve as a potential blueprint for future study appraisal
tool developers.

The objectives of this study were a) to describe user
experience on i) the overall usefulness of the prototype tool,
including the strengths and limitations of the tool structure
and ii) the usefulness of the accompanying tool guidance
documents; and b) to provide a practical guide for planning
of study appraisal tool piloting.

2. Methods
2.1. Study design

The study is based on a preregistered study protocol (see
https://osf.io/pgx7e and Supplementary Files S1 and S2).
User experience was collected in two settings: 1) interviews

of experienced Cochrane reviewers participating in a virtual
training module and ii) online questionnaire of systematic
reviewers using the prototype tool in their own reviews.

2.2. Tool for addressing conflicts of interest in trials
(TACIT)

TACIT requires users to collect information on trial
funding and trial researchers’ conflicts of interest to make
a judgment of concern about conflicts of interest in a trial.
Users are recommended searching for information beyond
trial publications and disclosure forms, for example, trial
protocols and registry information. The judgment involves
three levels: trial funders, the trial’s primary academic re-
searchers (ie, nonindustry authors), and overall trial level
(Fig 1). Notable concern indicates that funders (including
their employees) or primary academic researchers had both:
(1) important conflicts of interest and (2) important involve-
ment in the trial. To address the problem with missing in-
formation on funding and conflicts of interest, TACIT
also includes an assessment of the quality of information
on which the judgment of concern was based. Assessments
are supported by the use of guidance questions similar to
the signaling questions used in RoB 2 and ROB-ME
[10,11]. The TACIT assessment is guided by the use of a
template for completing the tool assessment termed the
“TACIT Grid” and a detailed guidance document
(Supplementary Files S3) [16].

The prototype tool used in this study was developed by
the TACIT Steering Group (AH, AL, IB, and LAS) together
with the TACIT Working Group (www.tacit.one) in an iter-
ative process and informed by the results of three TACIT
supporting projects [7,17,18].

2.3. Experienced Cochrane reviewers participating in
virtual training module

From November 2022 to February 2023, we recruited re-
searchers who had authored at least three Cochrane reviews
and who were either first or last author of at least one re-
view or perceived by us as an experienced methodologist.

Recruitment included purposive sampling through direct
e-mail exchange, posting in the newsletter of the Cochrane
Bias Methods Group, the TACIT website (www.tacit.one),
social media, and snowball sampling (eg, one participant
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What is new?

Key findings

e A prototype of a Tool for Addressing Conflicts of
Interests in Trials (TACIT) was piloted by experi-
enced Cochrane reviewers and systematic re-
viewers of ongoing reviews.

e User generally had a positive experience, but adap-
tations to make the tool easier to use were
suggested.

What this adds to what was known?

e This study provides a detailed summary of user
feedback when piloting a study appraisal tool in
different contexts and settings, which may be help-
ful to other study appraisal tool developers.

e A short guide for planning piloting of future study
appraisal tools is presented.

What is the implication and what should change

now?

e Piloting of future study appraisal tools should
involve varying types of expected users applying
the tool in different contexts and settings as their
feedback may complement each other.

e Future studies should investigate how different
characteristics, such as type of users, context, and
setting, impact the usefulness of feedback in study
appraisal tool piloting.

e The feedback in this study guided a subsequent
adjustment of TACIT, including an Excel-based
application, and an unpublished version of the tool
was publicly released in September 2025.

recommending another person for participation). We aimed
for at least 10 participants and tried to ensure diversity by
including both researchers and clinicians and participants
from different clinical fields and geographical regions.

All eligible participants who agreed to participate
received a training package by e-mail (Supplementary
Files S4), which was available on Nextcloud (Nextcloud
GmbH). In preparation, participants watched a 30-minute
training video, read training materials, and used the tool
on a preselected trial [19]. On March 8, 2023, we held a
1-hour virtual group feedback session via Zoom (Zoom
Communications Inc.) and moderated by one of the inves-
tigators (EF) and with an introduction by AH (AL also at-
tended). The participants were free to give feedback at any
time. The session was video recorded, and additional

feedback was collected using the Zoom chat function. After
the meeting, participants received two additional trials for
assessment prior to interviews [20,21].

Participants then took part in individual semi-structured
interviews via Zoom (also video recorded) in March 2023.
The interviews were carried out by one of the investigators
(EF), a psychologist working as a research assistant, with
training in qualitative research methods. He had no strong
beliefs about the interview topic, and the participants and
the interviewer had no prior knowledge of each other.

The group session was informed by seven predefined
themes, which also made the basis for an interview guide
(Supplementary Files S5 and S6). The interviewer asked
open-ended questions supplemented by specific prompts,
made notes, and tried to allow for an open dialog by
delving into comments not otherwise directly related to
the predefined themes. The first interview worked as a pilot
resulting in minor adjustments of the interview guide.

2.4. Systematic reviewers using prototype tool in
systematic reviews

From November 2022 to March 2023, we recruited sys-
tematic review teams of ongoing systematic reviews of any
type of intervention with at least five eligible randomized
trials (one review only containing three trials and four
observational studies were included due to recruitment
challenges). We contacted corresponding authors of sys-
tematic review protocols published in 2022 in BMJ Open,
Cochrane Database of Systematic Reviews, or Systematic
Reviews by e-mail and contacted additional participants
through snowball sampling.

We aimed to include participants from 15 systematic re-
views (10 Cochrane reviews and five other systematic re-
views) inspired by previous tool pilot studies [11,13]. For
each review, a team of two systematic reviewers who
agreed to participate was given the same training package
as used in the virtual training module and was asked to
do the TACIT assessments of trials in their review by
consensus agreement, preferably the systematic reviewers
involved in trial data extraction or risk of bias assessment.
They were asked to document and reflect on any reasons for
disagreements (eg, lack of clarity in the TACIT grid or
guidance document). The participants could report the re-
sults of the TACIT assessments in their reviews if they
emphasized that it was a tool prototype and could ask
any queries to the principal investigator (EF) by e-mail.

After completing assessments, one of the participants
received a link to an open online questionnaire, SurveyXact
(Rambgll Group A/S), and was asked to complete it on
behalf of both reviewers or together. The questionnaire
was based on the same predefined themes as used in the
group session and interviews and included six categorical
questions using a five-point Likert scale and 21
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Step 1: funders

May be industry (e.g. manufacturer a trial drug) or non-
industry (e.g. governmental funding agency), or both.

Judge concern about confiicts of interest

Judge quality of information on conflicts of interest

Mg

Step 2: primary
academic researchers

First, last or corresponding academic author, or any trial
statistician not employed by the funder or other
commercial entity.

Judge concern about conflicts of interest

Judge quality of information on conflicts of interest

Mg

Step 3: overall trial level

If either or both previous steps are judged to have notable
concern about conflicts of interest, trial is judged as notable
concern, otherwise no notable concern identified.

Judge concern about confiicts of interest

Judge quality of information on conflicts of interest

Figure 1. Outline of TACIT.

open-ended questions (Supplementary File S7). The partic-
ipants were able to change their answers if needed and were
required to answer all questions.

2.5. Analysis and reporting

The recorded group session and interviews were tran-
scribed using Good Tape (Zetland Aps.), and one investi-
gator (EF) manually corrected any transcription errors.
The transcripts were not returned to participants, and the
participants did not provide feedback on the data. Tran-
scripts were imported into Nvivo 12 (Alfasoft Ltd.) and
analyzed by thematic cross-case analysis using systematic
text condensation [22] in four steps: i) reading transcripts
to get an overview of the data; ii) identifying meaning units
and coding them into groups; iii) clarifying different as-
pects of the coded groups (eg, creating themes and sub-
groups and highlighting key quotations); and iv)
describing the overall user feedback on the prototype tool
based on the previous steps. Two investigators (EF, AL)
conducted the first and second steps, and the other steps
were conducted by one investigator (EF). Another investi-
gator (LO), experienced in qualitative research methods,
acted as a consultant during the analysis. The coding tree
is included in Supplementary File S8

Data from the 21 open-ended questions in the question-
naire were quantitatively summarized, and the in-text re-
sponses were copied to a common document and
analyzed qualitatively similarly to the interview data.

The qualitative part of the study was reported in line
with the COREQ (Consolidated Criteria for Reporting
Qualitative Research) checklist [23] (Supplementary File

S9), and reporting of the questionnaire was inspired by
CHERRIES (Checklist for Reporting Results of Internet
E-Surveys) [24].

2.6. Guide for planning of study appraisal tool piloting

Based on developments described in other study
appraisal tool publications (Supplementary File S10), our
experience of piloting TACIT in this study, and through
an iterative process of ongoing discussions and revisions,
we developed a short guide of key issues to consider when
planning piloting of a study appraisal tool.

3. Results

We contacted 22 experienced Cochrane reviewers of
which 11 participated (nine in the group session and 11
in interviews) (Fig 2). We contacted corresponding authors
of 115 ongoing systematic reviews of which 14 (12%) re-
view teams participated and responded to the online
questionnaire.

The characteristics of users are reported in Table 1. The
users were mainly from Europe or North America (nine of
11 experience Cochrane reviewers and 15 of 27 systematic
review team members). The most common characteristics
for the 14 systematic reviews used in our study were Co-
chrane reviews (n = 11), related to mental health or neuro-
science (n = 6), and included drug interventions (n = 6),
and the reviews included a median of 19 trials (interquartile
range: 16—27) (Table 2).



E. Faltinsen et al. / Journal of Clinical Epidemiology 188 (2025) 112003 5

Experienced Cochrane reviewers

Systematic reviewers

)
Contacted authors (n=22) Contacted review teams (n=115)
Identified via: Identified via:
e Cochrane Bias Methods Group's Newsletter: 6 e Cochrane Bias Methods Group's Newsletter: 1
= e Direct contact with Cochrane editor: 12 e Direct contact with Cochrane editor: 2
= e Previous interest in piloting TACIT: 2 e Previous interest in piloting TACIT: 4
o e Posting on TACIT website: 1
,},’ e Recommended by other participant: 1 Direct contact to corresponding author of
systematic review protocols published in:
e Cochrane Database of Systematic Reviews: 75
o Systematic Reviews: 23
— e BMJ Open: 10
Excluded (n=97)
Excluded (n=10) e No response to e-mail: 84
o No response to follow up e-mail: 7 e Too high workload: 6
» o Not available on planned date: 2 * Review in too late stage for piloting: 2
e Not interested in participating: 1 e No trials included in review: 2
* Review on hold: 2
o Not interested in participating: 1
A4 A 4
Agreed to participate (n=12) Agreed to participate (n=18)
Dropped out (n=1) Dropped out (n=4)
s »  Did not feel person could o Workload too high: 1 <
3 contribute: 1 o No response to follow up e-mails: 3
E
A \ 4
Included in total (n=11) Included in total (n=14)
* Attended group session and interview: 9 o Applied TACIT on included trials and answered
e Only attended interview: 2 questionnaire: 14 review teams
-

Figure 2. Flow diagram of inclusion of participants in the two stages of piloting.

3.1. Group session and interviews of experienced
Cochrane reviewers participating in virtual training
module

The interviews lasted a median of 29 minutes (range
25—55 minutes). Table 3 describes the feedback (with illus-
trative quotes) from the group session and interviews.

Based on seven predefined themes, meaning units were
merged into four final themes: general impressions, tool
concepts, content and layout, and practical usage (Fig 3).

3.1.1. Theme 1: general impressions

One user described a favorable impression of the tool: I
thought it was a very well-constructed tool” (participant 2
in group session), and another user highlighted the need to

maintain balance between methodological rigor and user
friendliness: ““... so there are two ways of looking at these
tools that are being developed, I think. One is to have like a
gold standard that people can actually learn from and
another is having a tool that people can actually use in daily
life” (interviewee 2).

3.1.2. Theme 2: tool concepts

Three users addressed the challenges of dealing with
missing conflicts of interest information in trial publica-
tions and redundancy of assessments. One said: “Some-
times there’s not very much information in the paper
about conflicts [among academic researchers], especially
with the oldest studies. So then, you’d be looking around
and it’s sort of like, I already know I’m going to judge this
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Table 1. Characteristics of users

Table 2. Characteristics of systematic reviews

Experienced Systematic
Cochrane reviewers reviewers
N=11 N =277
Category n n
Primary affiliation
Public hospital 3 8
University 5 18
Other public institution 2 1
Nonprofit organization 1 0
Continent of primary affiliation
Africa 1 0
Asia 0 4
Europe 8 11
North America 1
Oceania 1
South America 0 6
Primary position
Clinician 0 7
Director 1 2
Editor 1 2
Professor 2 3
Assistant professor 1 1
Researcher” 6 8
Grad student® 0 4

Editorial role in Cochrane
review group

Co-ordinating editor
Editor

Median Median
Category (IQR) (IQR)

14 (6-20) 0 (0—1)
6 (2—10) 0 (0—0)
13 (6-22) 1(0to4)
2(1-4)  0(0-2)

Cochrane review authorships
Cochrane reviews as first or last author
Other systematic review authorships®

Other systematic reviews as first or last
author?

IQR, interquartile range.

@ Fourteen review teams undertook TACIT assessments (13 teams
with a pair of reviewers and one with a single reviewer) resulting in 27
assessors in total.

b Category includes mid-career researchers, like postdoctoral re-
searchers, senior researchers, and other research associates.

¢ Category includes master’s and PhD students.

9 Data retrieved by searching for name of participant in PubMed
and using the filters ‘‘Systematic Review’” and ‘““Meta-analysis’ and
searching for records up to end of 2022. Review protocols, Cochrane
reviews, and other types of reviews or research were excluded from the
count.

as a notable concern because of the funder anyway ... so
what’s the point?”’ (interviewee 10).

3.1.3. Theme 3: content and layout
One user commented on the amount of data collection
sheets: “I was also wondering whether the appendices

N=14
Category n
Type of review
Cochrane review 11
Other systematic review 2
Part of guideline development 1
Subject area®
Cancer 2
Circulation and breathing 2
Mental health and neuroscience 6
Musculoskeletal, oral, skin, and sensory 3
Public health and health systems 1
Type of intervention in review
Behavior and education 3
Drug 6
Device 1
Nutrition and supplements 1
Screening 1
Surgery 1
Mixed” 1
Publication platform of review protocol
Journal publication 13
Unpublished review protocol
Review included observational studies® 3
Category Median (IQR)
Trials included in review 19 (16-27)

IQR, Interquartile range.

@ Based on Cochrane's previous eight Review Networks that were
closed in 2021 [https://community.cochrane.org/organizational-info/
resources/resources-groups/crg-networks-portall.

b Two or more types of interventions (eg, drug and nondrug
interventions).

¢ All reviews included at least five randomized trials except for one
review, which included three trials and four observational studies.

tables, so where you record the separate information about
funding and author conflict of interest, whether those are
really necessary. I thought, are they not a little bit redun-
dant because some of the aspects actually return in the
actual TACIT grid?” (participant 2 in group session).
Another participant described how changing tool format
and platform could improve usefulness: ‘I think having this
as an online tool is, I think this is contemporary thing,
like filling out sheets like that is not the way to do it nowa-
days. And it would be really good to have some kind
of mouse-over ... explanations on the terminology...”
(interviewee 4).

3.1.4. Theme 4: practical usage
One participant described usefulness as: “I also thought
it was fairly straightforward to apply.” (participant 6 in


https://community.cochrane.org/organizational-info/resources/resources-groups/crg-networks-portal
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Table 3. Feedback from users in group session and interviews, ordered by themes and subgroups

Themes and subgroups

Quotes

1. General impressions
Overall impressions

Complexity and reviewer burden

2. Tool concepts
Nonfinancial interests

Notable concern

Missing information

Funders and academic researchers

How assessments inform review
analysis

3. Content and layout
Data collection sheets

TACIT Grid
Instructional video

Tool format and platform

4. Practical usage
Applying tool to trials

Making judgments and assumptions

“I thought it was a very well-constructed tool"" (participant 2 in group session)

‘... so there are two ways of looking at these tools that are being developed, | think. One is to have like a
gold standard that people can actually learn from. And another is having a tool that people can actually
use in daily life”" (interviewee 2)

“I think it's the consumers [users of the tool]. It's the people who we are trying to impact when we are
reading these papers. Actually, | think it's what lands with them. You know, have a more people-
centered approach rather than a scientist-centered approach’” (interviewee 11)

“The concept of academic conflicts of interest is going to be extremely difficult, isn’t it, to try to capture
and to judge. But that doesn’t mean it doesn’t exist” (interviewee 5)

“Actually, | think notable concern is more like natural language [than risk of bias]. So, | think people
would understand — it's a notable concern. It's a very business term. You know, when you, when you
talk about in accounting, a going concern” (interviewee 11)

“Instead of having sufficiency of information® as a separate variable, what if we just have you know
unclear concerns about conflict of interest, you know if you have those two versions, how would users
react to it?"" (interviewee 2)

“Sometimes there’s not very much information in the paper about conflicts [among academic
researchers], especially with the oldest studies. So then, you’d be looking around and it's sort of like, |
already know I'm going to judge this as a notable concern because of the funder anyway ... so what’s
the point?”’ (interviewee 10)

“We know there’s enough information out there in the world now that if it's not reported, I'm concerned.
So, there you go, it's notable concern ... Let’'s default to the most conservative efficient pathway’’
(interviewee 11)

“It didn’t make too much sense to me to concentrate on the academic authors only. Because if the senior
author is industry employed, the influence is probably so strong that it overrules all other authorships”
(interviewee 4)

““How do you envisage the review authors, other than doing a sensitivity analysis, really operationalizing
what they find if they end up with notable concerns?” (interviewee 5)

‘| was also wondering whether the appendices tables, so where you record the separate information about
funding and author conflict of interest, whether those are really necessary. | thought, are they not a
little bit redundant because some of the aspects actually return in the actual TACIT grid?” (participant
2 in group session)

‘| wondered whether the TACIT Grid could be made into a single page as a flow diagram’’ (interviewee 5)
| thought the video was so clear that there wasn't really any need to refer to the other guidance

documents. Once I'd watched the video, | was like, oh, | understand what I'm doing”’ (participant 3 in
group session)

I think having this as an online tool is, | think this is contemporary thing, like filling out sheets like ie not
the way to do it nowadays. And it would be really good to have some kind of mouse-over ... explanations
on the terminology..."” (interviewee 4)

“| also thought it was fairly straightforward to apply’ (participant 6 in group session)

“| suppose it just kind of highlights the inherent challenge, right, that we are going to have to make some
judgments ... at some point you're having to make some sort of probability assessment, right. That's
just reality, | guess’ (interviewee 3)

Footnote: [x] refers to our clarification of what the interviewee meant.
? In the current unpublished version of TACIT, the domain “‘sufficiency of information’ has been changed to ‘“‘quality of information’'.

group session). Another participant described the level of
subjectivity in assessments: ““I suppose it just kind of high-
lights the inherent challenge, right, that we are going to
have to make some judgments ... at some point you’re hav-
ing to make some sort of probability assessment, right.
That’s just reality, I guess™ (interviewee 3).

3.2. Questionnaire of systematic reviewers after using
prototype tool in systematic reviews

For all six categorical questions, at least 10 out of 14 re-
view teams rated the tool as either good or excellent (Fig
4). The approach for judging sufficiency of information



Applying tool to trials

Making judgements
and assumptions

Searching in
information sources

Number of assessors
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- . Complexity and
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Figure 3. Thematic map of feedback from users in group session, interviews, and questionnaire.

Table 4. Feedback from users in questionnaire, ordered by themes and subgroups

Themes and subgroups

Quotes

1. General impressions

Overall impressions

2. Tool concepts
Missing information

Notable concern

Sufficiency of information®

3. Content and layout
TACIT Grid

Guidance document and

instructional video

Tool format and platform

4. Practical usage

Searching in information sources

Number of assessors

“The tool offers a level of granularity in the evaluation of potential conflicts of interest is very useful”
(review team 4)

“[TACIT should] have a set of criteria for what info should reasonably be presented in a journal based on
the era that it was published’’ (review team 2)

“‘We develop guidelines, and our lead authors need to be free from any conflicts of interest: it is more and
more difficult to find authors, unless they are really very young. | wonder if with the systematic
application of the tool, we eventually will find that all the papers or the majority of the papers have a
noticeable concern’ (review team 4)

“Binary classification of judging sufficiency of information was good”’ (review team 1)

““| would suggest adding a friendly flowchart or scheme to get through the evaluation (assuming users
have read the well-detailed guidance)’ (review team 14)

“You should consider specific cases within the guidance, such as the assessment of prepublished or no
published (yet posted in a registry) results; that would be very helpful for SR authors’ (review team 14)

“The video could have gone more in depth in what qualifies as ‘lack of information’. The guidance
document, however, did clarify that in a satisfactory manner’ (review team 9)

“Use an online portal to make assessments or develop an Excel spreadsheet like RoB 2" (review team 2)

“Although it is mentioned throughout the guidance, it is not clear enough when to stop consulting other
sources of information when searching for important conflicts of interest of academic authors’ (review
team 14)

“Unlike RoB and GRADE [Grading of Recommendations Assessment, Development, and Evaluation]
assessments, the opportunity for significant transcription error is far less. As a result | am not sure |
would recommend duplicate (silo) working” (review team 2)

“‘One rater might not be enough to judge the complexity of each conflicts of interest-situation (a lot to
keep in mind, could happen that information is overlooked), thus strong recommendation to use double
ratings’ (review team 8)

Footnote: [x] refers to our clarification of what the interviewee meant.
@ In the current unpublished version of TACIT, the domain ‘‘sufficiency of information’ has been changed to ‘‘quality of information”.
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Figure 4. Ratings of TACIT in questionnaire by 14 teams of systematic reviews.

was rated very poor by one review team and the visual
layout poor by two review teams (in the current unpub-
lished version of TACIT the domain “‘sufficiency of infor-
mation” has been changed to “quality of information™).

The participants reported varying levels of time to do the
assessments, from 15 to 60 minutes per trial, depending on
factors like the need to retrieve additional information from
other sources and that the time decreased after gaining
experience with the tool.

Table 4 describes the in-text responses (with illustrative
quotes) from the open-ended questions in the questionnaire.
The same four final themes in the group session and inter-
views were used (Fig 3).

3.2.1. Theme 1: general impressions

One team described the usefulness of the tool: “The tool
offers a level of granularity in the evaluation of
potential conflicts of interest that is very useful” (review
team 4).

3.2.2. Theme 2: tool concepts

One team described the challenges of missing informa-
tion in older trials and whether this should be considered
in the assessment: “[TACIT should] have a set of criteria
for what info should reasonably be presented in a journal
based on the era that it was published” (review team 2).
The addressing of missing information by the sufficiency
of information domain in TACIT was described by another
team as: “Binary classification of judging sufficiency of in-
formation was good” (review team 1).

3.2.3. Theme 3: content and layout

One review team recommended utilizing a flow chart for
the TACIT Grid: “I would suggest adding a friendly flow-
chart or scheme to get through the evaluation (assuming
users have read the well-detailed guidance) ” (review team
14). Another team favored a different format than a Word-
based grid and datasheets: “Use an online portal to make

assessments or develop an Excel spreadsheet like RoB 2
(review team 2).

3.2.4. Theme 4: practical usage

Two review teams disagreed as to whether the assess-
ments should be done in duplicate or by a single assessor.
One team responded: “Unlike RoB and GRADE Grading
of Recommendations Assessment, Development, and Eval-
uation] assessments, the opportunity for significant tran-
scription error is far less. As a result I am not sure
I would recommend duplicate (silo) working” (review team
2). The other team responded: “One rater might not be
enough to judge the complexity of each conflict of
interest-situation (a lot to keep in mind could happen that
information is overlooked), thus strong recommendation
to use double ratings™ (review team 8).

3.3. Guide for planning of study appraisal tool piloting

The short guide describes key issues to consider when
planning study appraisal tool piloting and the pros and cons
of different strategies (Table 5).

4. Discussion

Users of a prototype of TACIT generally had a favorable
impression of how the tool was structured but stressed the
need for improving ease of use and more guidance on
how to deal with limited conflicts of interest information.
They also highlighted ways to make assessments more
time-efficient by simplifying the tool structure, bypassing
steps, and using a more user-friendly tool platform. Based
on our experience, we provide guidance for key issues to
consider in future piloting of study appraisal tools.

4.1. Strengths and challenges

This study combined two methods for collecting feed-
back on using a prototype of TACIT. We included users
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Table 5. Key issues to consider when planning study appraisal tool piloting

Issue Examples

Pros and cons of different strategies

When to Earlier vs later in development process

Earlier piloting helps identifying problems early on, but users may be overwhelmed

pilot by the number of problems if tool is in too rough a format and then overlook
important problems.

Rounds of
piloting

Single or more

Several rounds of piloting can identify problems in different phases of the
development process, but it is more time-consuming and may delay

development.

Number of Few (1-5), mid (around 10), or many (20+)

The more users, the broader the representation and the higher chance of identifying

users key problems. However, many users are more time-consuming, and we suggest
only a few users for piloting in earlier phases of the development.

Types of Novice systematic reviewers, experienced
users systematic reviewers, or methodologists

Experienced systematic reviewers and methodologists are better suited for
identifying methodological issues such as inconsistencies in assessment

algorithms or concepts. Novice systematic reviewers are particularly suited for
identifying practical problems, such as poor guidance documents and lack of
user-friendliness, and are more suited in later phases of the development.

Context Fixed or user-tailored set of studies

Using a fixed set of studies, eg, as part of a workshop, helps to quantify how

common tool problems are but may overlook problems in types of studies beyond
the sample. Users piloting tool on studies included in their “own’ systematic
review ensures broader piloting, but it may be more difficult to assess if tool
problems are generic or topic-related. Using a user-tailored approach is more
time-consuming, has higher risk of dropouts, and may delay development.

Setting Face to face or remote

Direct involvement with users in workshops allows for more informal feedback but

requires more resources and will also limit the pool of users to the attendees at a
specific event (eg conference). Online webinars or other remote piloting allows
including a broader pool of users and requires fewer resources.

Timespan 1-day workshop or 3-month period

Workshops and similar short events typically only allow piloting tool on a fixed set of

few studies. However, feedback can be easily collected in shorter time and
requires fewer resources.

Collection of Informal oral/written feedback,

Structured feedback through a questionnaire or interviews ensures that

feedback questionnaire, or interviews predetermined topics are explored but may be a barrier for participation and be
more time-consuming.
Use of Public release of tool on website Public release of tool on a website will allow feedback from a broad set of users but
public may be time-consuming and delay tool development.
version

from diverse geographical locations, professional back-
grounds, methodological expertise, reviewer experience,
and positions (eg, clinicians, researchers, and graduate stu-
dents) and using the tool in different contexts and settings
(ie, both on a preselected set of trials in the virtual training
module and on trials included in different systematic re-
views). This allowed a nuanced, in-depth critique to further
refine the tool.

The main challenge is that in both the interviews and
questionnaire, our sampling was based on a purposive se-
lection of participants and snowballing. In the question-
naire, only 12% of the review teams initially approached
participated. This selected group of users may represent
people with special interests in conflicts of interest
research, trial and systematic review methodology, tool
development, and a certain level of experience as system-
atic reviewers. The feedback may therefore not represent
the experience of an average user. Further, the tool was only
used on a small number of trials, which limits the assess-
ment of tool performance beyond this sample. However,
it was not the aim of our study to determine the frequency

of events or issues, and our qualitative approach allowed for
detailed feedback which importantly informed refinement
of the tool. Another challenge in our approach was that
the qualitative analysis required subjective assessments
and selection of which feedback best reflected the data
and which themes were present. Our own involvement in
the development of TACIT may have influenced this pro-
cess, and to minimize such partiality, the principal investi-
gator and main person involved in the analysis have not
been involved in the development of the actual tool.

4.2. Other studies

To our knowledge, this is the first paper that describes in
detail the conduct and user experience of piloting a study
appraisal tool. The development of other study appraisal
tools, such as AMSTAR 2, PROBAST, RoB 2, ROBINS-
I, ROB-ME, and QUADAS-2 [10—15], also involved users
with varying levels of methodological and reviewer experi-
ence and in different contexts and settings, similar to our
study. For example, the development of ROB-ME included
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feedback from both webinar participants and systematic re-
viewers using the tool in reviews [11]. However, the devel-
opment of other tools has mainly relied on written feedback
in the form of questionnaires or comments or verbal feed-
back delivered at workshops or webinars. Our study supple-
mented this with feedback from individual semi-structured
interviews, and while the feedback from interviews related
to the same themes as feedback in our questionnaire, it was
more detailed and specific to tool concepts. Furthermore,
previous reports on other tools have focused mainly on
the structure and content of tools and only briefly described
the actual tool development process, providing little detail
on how piloting was done, how feedback was collected,
and the issues raised in the feedback [10—15]. This report
therefore adds important knowledge to the field of study
appraisal tool development.

4.3. Implications

This study stresses the importance of involving a range
of expected users in tool development as their feedback
may complement each other. The use of individual semi-
structured interviews allows for detailed feedback that is
useful in tool revision. Further, this study provides guid-
ance and outlines some of the key issues to consider when
piloting study appraisal tools and may be used by tool de-
velopers when planning tool development.

While users have generally been involved in the devel-
opment of recent study appraisal tools, there seems to be
little empirical knowledge on how best to involve them in
the process. Future studies should investigate how different
characteristics such as type of users, context, setting, and
how feedback is collected, impact on the usefulness of
feedback, for example, by randomizing expected tool users
to different contexts and methods for collecting feedback,
similar to the approach used in the study of peer review
[25] and reporting guidelines [26,27].

The results of this study together with three other sup-
porting projects form the basis for the development of
TACIT [7,17,18]. Based on the feedback, the tool has been
simplified, includes more guidance for how to deal with
missing information, allows the possibility of bypassing
certain tool steps, and an Excel-based application of the
tool has been developed. The collected feedback and subse-
quent tool revision informed a virtual consensus meeting by
the TACIT Working Group in May 2025. Based on the dis-
cussions at the consensus meeting, the tool was revised and
an unpublished version was released in September 2025 for
a phase of public feedback [16].

5. Conclusion

Feedback from users of a prototype of a tool for address-
ing conflicts of interest in trials was generally positive, both
in interviews of experienced Cochrane reviewers and in a

questionnaire of systematic review teams, but more guid-
ance allowing ease of use and how to deal with limited in-
formation on conflicts of interest was suggested. The
feedback guided a subsequent tool adjustment, including
an Excel-based application. Our study highlights how
involvement of various users, using the tool in different
setting and collecting feedback through different methods,
may complement each other and contribute to tool develop-
ment. Further, based on our experience, we have developed
a short guidance for key issues to consider in piloting of
future study appraisal tools.
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