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Ms Jennifer Bostock, Mental Health Act Commissioner for CQC  

Objectives 

Study Design 
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Eligibility 

APPENDIX 1

NIHR Journals Library www.journalslibrary.nihr.ac.uk

68



 

Treatment Interventions 
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Strategies for achieving adequate recruitment 

Randomisation 

Hypotheses and Definition of Primary and Secondary Outcomes 
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Outcomes Assessment Schedule 

Data Management Responsibility 
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Representativeness of Study Sample and Patient Throughput 

 

Baseline Comparability of Randomised Groups 

 

Comparison of Losses to Follow-up 

Description of Available Data  
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Description of Compliance with Intervention 

Unblinding of Randomised Treatments 

Reliability 
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Evaluation/Definition of Primary Outcome (where applicable) 
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Statistical Methods Used for Analysis of Primary Outcome  
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Adjustment of P values for Multiple Testing 

Missing Data 

Pre-specified Subgroup Analysis 
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Treatment by Centre Interaction 

Sensitivity Analysis 

Evaluation/Definition of Secondary Outcomes (where applicable) 

•

•

•

 

DOI: 10.3310/hta23380 HEALTH TECHNOLOGY ASSESSMENT 2019 VOL. 23 NO. 38

© Queen’s Printer and Controller of HMSO 2019. This work was produced by Scarborough et al. under the terms of a commissioning contract issued by the Secretary of State for
Health and Social Care. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional
journals provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should
be addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

85



Statistical Methods Used for Analysis of Secondary Outcomes 
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Resource Use and Cost Data 
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Exploratory analyses 

Blinded analysis 

Meta-analyses 
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Glossary of abbreviations  

EQ-5D-3L scoring details  

OHS/ OKS scoring details 

 

APPENDIX 1

NIHR Journals Library www.journalslibrary.nihr.ac.uk

90



1. National Institute for Health and Care Excellence. Guide to the Methods of 
Technology Appraisal: 2013  [Accessed 29 October 2015]. Available from: 
https://http://www.nice.org.uk/article/pmg9/chapter/foreword. 
2. Little RJA, Rubin DB. Statistical analysis with missing data. 2nd ed. Hoboken, New 
Jersey: John Wiley & Sons; 2002. 
3. White IR, Daniel R, Royston P. Avoiding bias due to perfect prediction in multiple 
imputation of incomplete categorical variables. Computational statistics & data analysis. 
2010 Oct 1;54(10):2267-75. PubMed PMID: 24748700. Pubmed Central PMCID: 3990447. 
4. White IR, Royston P, Wood AM. Multiple imputation using chained equations: Issues 
and guidance for practice. Statistics in medicine. 2011 Feb 20;30(4):377-99. PubMed PMID: 
21225900. 
5. White IR, Carpenter J, Horton NJ. Including all individuals is not enough: lessons for 
intention-to-treat analysis. Clinical trials. 2012 Aug;9(4):396-407. PubMed PMID: 
22752633. Pubmed Central PMCID: PMC3428470. Epub 2012/07/04. Eng. 
6. Liublinska V, Rubin DB. Sensitivity analysis for a partially missing binary outcome 
in a two-arm randomized clinical trial. Statistics in medicine. 2014 Oct 30;33(24):4170-85. 
PubMed PMID: 24845086. Pubmed Central PMCID: 4297215. 
7. Ratitch B, O'Kelly M, Tosiello R. Missing data in clinical trials: from clinical 
assumptions to statistical analysis using pattern mixture models. Pharmaceutical statistics. 
2013 Nov-Dec;12(6):337-47. PubMed PMID: 23292975. 
8. Oemar M, Oppe M. EQ-5D-3L User Guide - Basic information on how to use the EQ-
5D-3L instrument, Version 5.0 2013 [cited 2014 01 October]. Available from: 
http://www.euroqol.org/fileadmin/user_upload/Documenten/PDF/Folders_Flyers/EQ-5D-
3L_UserGuide_2013_v5.0_October_2013.pdf. 
9. Murray DW, Fitzpatrick R, Rogers K, Pandit H, Beard DJ, Carr AJ, et al. The use of 
the Oxford hip and knee scores. The Journal of bone and joint surgery British volume. 2007 
Aug;89(8):1010-4. PubMed PMID: 17785736. 

DOI: 10.3310/hta23380 HEALTH TECHNOLOGY ASSESSMENT 2019 VOL. 23 NO. 38

© Queen’s Printer and Controller of HMSO 2019. This work was produced by Scarborough et al. under the terms of a commissioning contract issued by the Secretary of State for
Health and Social Care. This issue may be freely reproduced for the purposes of private research and study and extracts (or indeed, the full report) may be included in professional
journals provided that suitable acknowledgement is made and the reproduction is not associated with any form of advertising. Applications for commercial reproduction should
be addressed to: NIHR Journals Library, National Institute for Health Research, Evaluation, Trials and Studies Coordinating Centre, Alpha House, University of Southampton Science
Park, Southampton SO16 7NS, UK.

91




