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Background ;
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The science of research-on-research has highlighted important gaps in the t@ S Mt Ly

research enterprise, notably the many studies that are poorly designed,
executed and not replicable, amounting to research waste. About 50% of
research waste in clinical research comes from poorly designed studies.’
Close to 21% of clinical trialists consider study design to be the biggest

challenge they face.? To date, there are no electronic tools that streamline the . Click here to login
trial design process, allow for collaboration among multiple researchers, or t l t or request new account
support capacity building in trial design. We sought to develop such a tool. rl a ree

Methods interactive trial design
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Using an iterative design process based on current literature on trial design,
and user feedback from students and investigators, we built an algorithm-
based, electronic, randomized trial design tool. A preliminary set of key : . :

features for trial design such as a clear research question, a knowledge gap, Flgure 1: Logln page

equipoise and a hypothesis were set and built upon. Feedback for inadequate

design choices and tips on how to optimise trial design were included. We MCMaSter | DEPARIVENT 0F e M Consulting _

also included access to additional resources including reporting guidelines, e VW | an @5 @
recommended checklists, choice of outcomes, statistical analysis plans and o .
extensive resources on a wide variety of randomized trial designs. ﬁ S—

Tips

Select your primary interest(s).

Design

[ Effectiveness (Does this intervention work under usual conditions?)
SAP o O Feasibility Your primary interest is equity.
Equity Equity-relevant trials address inequities in individuals or a population that experience ill-
[ Cost-effectiveness o health due to social disadvantage based on place of residence, religion, occupation,
Trial resources Q|| Dscaling up . gender, race, education, socio-economic status or social capital (this is not an exhaustive
ist, but a good place to start). Equity- relevant trials may include only those experiencing
inequities or a mixed group. Equity-relevant trials may include interventions to reduce

[ Determining if the intervention works for one patient

The electronic tool (TrialTree) is now freely available and promotes design Ccomrme oo
consistency, allows for co-design of trials by researchers in different parts of

the world, and can generate standardized analytical plans. It includes direct o e e e e e e e e

feedback, trial design tips, and a downloadable report. The tool complies with

current guidance for trial design and incorporates various consensus-basea e e

tools for enhancing trial design (e.g., PRagmatic Explanatory Continuum S e S e e S e

Indicator Summary [PRECIS-2], Template for Intervention Description and

These items below are based on the PROGRESS-Plus framewiork.

Replication [TIDieR], Standard Protocol Items: Recommendations for B ————

Intervention Trials [SPIRIT], Core Outcome Measures in Effectiveness Trials . _ : : :
[COMET], and TrialForge). It can be used by both learners and seasoned Flgure 2: Sample active session showmg modules on

researchers interested in optimizing the design of their randomized trials. the left, user selections and feedback on the right

Modules

= Basics: use this module to enter basic information about your trial
= Design: use this module to declare the main interest of you trial
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. . . . . . Basics © | | Select topics from the list below to see selected articles. } Feedback Tips
lick he titl iew th icl A
= PICO: use this module to describe your participants, intervention, - e e oyt ceport -
" = [Blsias in trisis SELECTED TRIAL RESOURCES
comparison, and outcome Dcomposte oucomes e
) SAP oo ~ . Bias in randomized trials:
| Surrogate endpoints
. . . . (J Analysis of trials 1. Pzaty BN, Prentice EL. Minimizing Bias in Randomized Trials: The Importance
= TIDIER: use this module to provide further details about your trial O omnteriority il
(JFactorial designs Viera Al, Bangdiwala SI.

2. Eliminating bias in randomized controlled trials: importance of allocation

= SAP: use this module to create a tabular statistical analysis plan S

Fam Med. 2007 Feh:3%9(2):132-7.

[ Recruitment _ . i .
3. Hrdbjartsson & Emanuelsson F, Skou Thomsen AS, Hilden J, Brarson 5. Bias

= Full SAP: use this module to create a complete statistical analysis plan ST o nonblnd s
D DsMEB ¥ 5tL'diE5‘_ - e e e et
= SPIRIT: use this module to complete the SPIRIT checklist S  rimesA. Slinding i randomsea i g who ot whet. Lot
] . . . O stepped wedge trials 2002;359:696-700.
= Trial resources: select trial resources from a comprehensive list R

O Pilat and feasiblity trials

. : 1. Jull ), Whitehead M, Petticrew M, Kristjansson E, Gough D. Petkovic J, Volmink
Equity-relevant trials

) Weijer C, Taljaard M, Edwards 5, Mbuaghaw L, Cookson R, McGowan J,

CJEquipaise Lyddiatt & Boyer ¥, Cuervo LG, Armstrong B, White H, Yoganathan M, Pantoja
- M Hvootheses T, Shea B, Pottie K, Morheim ©, Baird 5, Robberstad B, Sommerfelt H, Asada 'y,

Conclusion
o - When is a randomised controlled trial health equity relevant? Development

UI-of-1 trials and validation of a conceptual framework.
. . . . . . . . () Statistical analysis plans BMJ Open 2017, 7(9).

TrialTree is an innovative electronic tool that will enhance trial design and Opatientreported ovcomes

CJBlinding smith B, Wells G, Tugwell P:

- Considerations and guidance in designing equity-relevant clinical trials. -

capacity building, especially in parts of the world where methodology
resources are limited. It can be accessed here: hitps://bit.ly/3ovDY \WI
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Scan the QR code to access TrialTree LOGICNETS
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