
Consensus statement
https://doi.org/10.1038/s41591-020-1037-7

Guidelines for clinical trial protocols for 
interventions involving artificial 
intelligence: the SPIRIT-AI extension

In the format provided by the 
authors and unedited

Supplementary information

https://doi.org/10.1038/s41591-020-1037-7

















Supplementary Note 
 

The SPIRIT-AI and CONSORT-AI Group gratefully acknowledge the contributions of the 

participants of the Delphi study and for providing feedback through final piloting of the 

checklist. 

 

Delphi study participants: Aaron Y. Lee (Department of Ophthalmology, University of 

Washington, Seattle, WA, USA), Adrian Jonas (The National Institute for Health and Care 

Excellence (NICE), London, UK), Alastair K. Denniston (Academic Unit of Ophthalmology, 

Institute of Inflammation and Ageing, University of Birmingham, Birmingham, UK; University 

Hospitals Birmingham NHS Foundation Trust, Birmingham, UK; Health Data Research UK, 

London, UK; Centre for Patient Reported Outcomes Research, Institute of Applied Health 

Research, University of Birmingham, Birmingham, UK), Andre Esteva (Salesforce Research, 

San Francisco, CA, USA), Andrew Beam (Harvard T.H. Chan School of Public Health, 

Boston, MA, USA), Andrew Goddard (Royal College of Physicians, London, UK), Anna 

Koroleva (Universite Paris-Saclay, Orsay, France and Academic Medical Center, University 

of Amsterdam, Amsterdam, the Netherlands), Annabelle Cumyn (Department of Medicine, 

Université de Sherbrooke, Quebec, Canada), Anuj Pareek (Center for Artificial 

Intelligence in Medicine & Imaging, Stanford University, CA, USA), An-Wen Chan 

(Department of Medicine, Women’s College Research Institute, Women’s College Hospital, 

University of Toronto, Ontario, Canada), Ari Ercole (University of Cambridge, Cambridge, 

UK), Balaraman Ravindran (Indian Institute of Technology Madras, Chennai, India), 

Bu’Hassain Hayee (King’s College Hospital NHS Foundation Trust, London, UK), Camilla 

Fleetcroft (Medicines and Healthcare products Regulatory Agency, London, UK), Cecilia Lee 

(Department of Ophthalmology, University of Washington, Seattle, WA, USA), Charles Onu 

(Mila - the Québec AI Institute, McGill University and Ubenwa Health, Montreal, Canada), 

Christopher Holmes (Alan Turing Institute, London, UK), Christopher Kelly (Google Health, 

London, UK), Christopher Yau (University of Manchester, Manchester, UK; Alan Turing 

Institute, London, UK), Cynthia D. Mulrow (Annals of Internal Medicine, Philadelphia, PA, 

USA), Constantine Gatsoins (Brown University, Providence, RI, USA), Cyrus Espinoza 

(Patient Partner, Birmingham, UK), Daniela Ferrara (Tufts University, Medford, MA, USA), 

David Moher (Centre for Journalology, Clinical Epidemiology Program, Ottawa Hospital 

Research Institute, Ottawa, Canada), David Watson (Green Templeton College, University 

of Oxford, Oxford, UK), David Westhead (School of Molecular and Cellular Biology, 

University of Leeds, Leeds, UK), Deborah Morrison (National Institute for Health and Care 

Excellence (NICE), London, UK), Dominic Danks (Institute of Cancer and Genomic 



Sciences, University of Birmingham, Birmingham, UK and The Alan Turing Institute, London, 

UK), Dun Jack Fu (Moorfields Hospital London NHS Foundation Trust, London, UK ), Elaine 

Manna (Patient Partner, London, UK), Eric Rubin (New England Journal of Medicine, 

Boston, MA, USA), Ewout Steyerberg (Leiden University Medical Centre and Erasmus MC, 

Rotterdam, the Netherlands), Fiona Gilbert (University of Cambridge and Addenbrooke’s 

Hospital, Cambridge, Cambridge, UK), Frank E Harrell Jr, (Department of Biostatistics, 

Vanderbilt University School of Medicine, Nashville, TN, USA), Gary Collins (Centre for 

Statistics in Medicine, University of Oxford, Oxford, UK), Gary Price (Patient Partner, Centre 

for Patient Reported Outcome Research, Institute of Applied Health Research, University of 

Birmingham, Birmingham, UK), Giovanni Montesano (City, University of London - Optometry 

and Visual Sciences, London, UK; NIHR Biomedical Research Centre, Moorfields Eye 

Hospital NHS Foundation Trust and UCL Institute of Ophthalmology, London, UK), Hannah 

Murfet (Microsoft Research Ltd, Cambridge, UK), Heather Mattie (Harvard T.H. Chan School 

of Public Health, Harvard University, Boston, MA, USA), Henry Hoffman (Ada Health GmbH, 

Berlin, Germany), Hugh Harvey (Hardian Health, London, UK), Ibrahim Habli (Department of 

Computer Science, University of York, York, UK), Immaculate Motsi-Omoijiade (Business 

School, University of Birmingham, Birmingham, UK), Indra Joshi (Artificial Intelligence Unit, 

National Health Service X (NHSX), UK), Issac S. Kohane (Harvard University, Boston, MA, 

USA), Jeremie F. Cohen (Necker Hospital for Sick Children, Université de Paris, CRESS, 

INSERM, Paris, France), Javier Carmona (Nature Research, New York, NY, USA), Jeffrey 

Drazen (New England Journal of Medicine, MA, USA), Jessica Morley (Digital Ethics Lab, 

University of Oxford, Oxford, UK), Joanne Holden (National Institute for Health and Care 

Excellence (NICE), Manchester, UK), Joao Monteiro (Nature Research, New York, NY, 

USA), Joseph R. Ledsam (DeepMind Technologies, London, UK), Karen Yeung 

(Birmingham Law School, University of Birmingham, Birmingham, UK), Karla Diaz Ordaz 

(London School of Hygiene and Tropical Medicine and Alan Turing Institute, London, UK), 

Katherine McAllister (Health and Social Care Data and Analytics, National Institute for Health 

and Care Excellence (NICE), London, UK), Lavinia Ferrante di Ruffano (Institute of Applied 

Health Research,University of Birmingham, Birmingham, UK), Les Irwing (Sydney School of 

Public Health, University of Sydney, Sydney, Australia), Livia Fas (Medical Retina 

Department, Moorfields Eye Hospital NHS Foundation Trust, London, UK and Eye Clinic, 

Cantonal Hospital of Lucerne, Lucerne, Switzerland), Luke Oakden-Rayner (Australian 

Institute for Machine Learning, North Terrace, Adelaide, Australia), Marcus Ong (Spectra 

Analytics, London ,UK), Mark Kelson (The Alan Turing Institute, London, UK and University 

of Exeter, Exeter, UK), Mark Ratnarajah (C2-AI, Cambridge, UK), Martin Landray (Nuffield 

Department of Population Health, University of Oxford, Oxford, UK), Masashi Misawa 

(Digestive Disease Center, Showa University, Northern Yokohama Hospital, Yokohama, 



Japan), Matthew Fenech (Ada Health GmbH, Berlin, Germany), Maurizio Vecchione 

(Intellectual Ventures, Bellevue, WA, USA), Megan Wilson (Google Health, London, UK), 

Melanie J. Calvert (Centre for Patient Reported Outcomes Research, Institute of Applied 

Health Research, University of Birmingham, Birmingham, UK; National Institute of Health 

Research Surgical Reconstruction and Microbiology Centre, University of Birmingham and 

University Hospitals Birmingham NHS Foundation Trust, Birmingham, UK; National Institute 

of Health Research Applied Research Collaborative West Midlands), Michel Vaillant 

(Luxembourg Institute of Health, Luxembourg), Nico Riedel (Berlin Institute of Health, Berlin, 

Germany), Niel Ebenezer (Fight for Sight, London, UK), Omer F Ahmad (Wellcome/EPSRC 

Centre for Interventional & Surgical Sciences, University College London, London, UK), 

Patrick M. Bossuyt (Department of Clinical Epidemiology, Biostatistics and Bioinformatics, 

Amsterdam University Medical Centers, the Netherlands), Pep Pamies (Nature Research, 

London, UK), Philip Hines (European Medicines Agency (EMA), Amsterdam, the 

Netherlands), Po-Hsuan Cameron Chen (Google Health, Palo Alto, CA, USA), Robert Golub 

(Journal of the American Medical Association, The JAMA Network, Chicago, IL, USA), 

Robert Willans (National Institute for Health and Care Excellence (NICE), Manchester, UK), 

Roberto Salgado (Department of Pathology, GZA-ZNA Hospitals, Antwerp, Belgium and 

Division of Research, Peter Mac Callum Cancer Center, Melbourne, Australia), Ruby Bains 

(Gastrointestinal Diseases Department, Medtronic, UK), Rupa Sarkar (Lancet Digital Health, 

London, UK), Samuel Rowley (Medical Research Council (UKRI), London, UK), Sebastian 

Zeki (Department of Gastroenterology, Guy's and St Thomas' NHS Foundation Trust, 

London, UK), Siegfried Wagner (NIHR Biomedical Research Centre at Moorfields Eye 

Hospital and UCL Institute of Ophthalmology, London, UK), Steve Harries (Institutional 

Research Information Service, University College London, London, UK), Tessa Cook 

(Hospital of University of Pennsylvania, Pennsylvania, PA, USA), Trishan Panch (Wellframe, 

Boston, MA, USA), Will Navaie (Health Research Authority (HRA), London, UK), Wim Weber 

(British Medical Journal, London, UK), Xiaoxuan Liu (Academic Unit of Ophthalmology, 

Institute of Inflammation and Ageing, University of Birmingham, Birmingham, UK; University 

Hospitals Birmingham NHS Foundation Trust, Birmingham, UK; Halth Data Research UK, 

London, UK), Yemisi Takwoingi (Institute of Applied Health Research, University of 

Birmingham, Birmingham, UK), Yuichi Mori (Digestive Disease Center, Showa University, 

Northern Yokohama Hospital, Yokohama, Japan), Yun Liu (Google Health, Palo Alto, CA, 

USA). 

 
Pilot study participants: Andrew Marshall (Nature Research, New York, NY, USA), Anna 

Koroleva (Universite Paris-Saclay, Orsay, France and Academic Medical Center, University 

of Amsterdam, Amsterdam, the Netherlands), Annabelle Cumyn (Department of Medicine, 



Université de Sherbrooke, Quebec, Canada), Anna Goldenberg (SickKids Research 

Institute, Toronto, ON, Canada), Anuj Pareek (Center for Artificial Intelligence in Medicine & 

Imaging, Stanford University, CA, USA), Ari Ercole (University of Cambridge, Cambridge, 

UK), Ben Glocker (BioMedIA, Imperial College London, London, UK), Camilla Fleetcroft 

(Medicines and Healthcare products Regulatory Agency, London, UK), David Westhead 

(School of Molecular and Cellular Biology, University of Leeds, Leeds, UK), Eric Topol 

(Scripps Research Translational Institute, La Jolla, CA, USA), Frank E. Harrell Jr, 

(Department of Biostatistics, Vanderbilt University School of Medicine, Nashville, TN, USA), 

Hannah Murfet (Microsoft Research Ltd, Cambridge, UK), Ibarahim Habli (Department of 

Computer Science, University of York, York, UK), Jeremie F. Cohen (Necker Hospital for 

Sick Children, Université de Paris, CRESS, INSERM, Paris, France), Joanne Holden 

(National Institute for Health and Care Excellence (NICE), Manchester, UK), John Fletcher 

(British Medical Journal, London, UK), Joao Monteiro (Nature Research, New York, NY, 

USA), Joseph R. Ledsam (DeepMind Technologies, London, UK), Mark Ratnarajah (C2-AI, 

London, UK), Matthew Fenech (Ada Health GmbH, Berlin, Germany), Michel Vaillant 

(Luxembourg Institute of Health, Luxembourg), Omer F. Ahmad (Wellcome/EPSRC Centre 

for Interventional & Surgical Sciences, University College London, London, UK), Pep Pamies 

(Nature Research, London, UK), Po-Hsuan Cameron Chen (Google Health, Palo Alto, CA, 

USA), Robert Golub (Journal of the American Medical Association, The JAMA Network, 

Chicago, IL, USA), Roberto Salgado (Department of Pathology, GZA-ZNA Hospitals, 

Antwerp, Belgium and Division of Research, Peter Mac Callum Cancer Center, Melbourne, 

Australia), Rupa Sarkar (Lancet Digital Health, London, UK), Siegfried Wagner 

(Ophthalmology, Moorfields Eye Hospital NHS Foundation Trust, London, UK), Suchi Saria 

(Johns Hopkins University, Baltimore, MD, USA), Tessa Cook (Hospital of University of 

Pennsylvania, Pennsylvania, PA, USA), Thomas Debray (University Medical Center Utrecht, 

Utrecht, the Netherlands), Tyler Berzin (Beth Israel Deaconess Medical Center and Harvard 

Medical School, Boston, MA, USA), Wanda Layman (Nature Research, New York, NY, 

USA), Wim Weber (British Medical Journal, London, UK), Yun Liu (Google Health, Palo Alto, 

CA, USA). 
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