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	Paper Section/Topic 
	Item No.
	Descriptor
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	· 
	Pg #

	TITLE and ABSTRACT
	
	

	Title and Abstract
	1
	· Information on how units were allocated to interventions
	Yes. Title states: 'Results of a single-arm intervention study with comparison to historical controls'. Abstract Methods: single-arm intervention study; all enrolled participants received the intervention.
	1

	
	
	· Structured abstract recommended
	Yes. Abstract structured as Background, Methods, Results, Conclusion, Trial registration.
	2

	
	
	· Information on target population or study sample
	Yes. Abstract Background and Methods: frail older adults acutely hospitalised; 141 recruited; comparative analysis of 118 meeting FORTRESS criteria (age ≥ 75, MMSE ≥ 24) vs 110 historical controls.
	1-2

	INTRODUCTION
	
	

	Background 
	2
	· Scientific background and explanation of rationale
	Yes. Background: frailty burden in hospitalised older adults, limited intensive rehabilitation, FORTRESS rationale and audit of evidence-practice gaps in usual care.
	3-4

	
	
	· Theories used in designing behavioral interventions
	Not applicable in the formal sense: no named behavioural or social science theory was used. Intervention development was based on the prior FORTRESS trial and a clinical audit of usual care.
	3-4

	METHODS 
	
	

	Participants
	3
	· Eligibility criteria for participants, including criteria at different levels in recruitment/sampling plan (e.g., cities, clinics, subjects)
	Yes. Methods - Recruitment: community-dwelling adults aged >=70, acute medical illness, FRAIL scale ≥ 3, MMSE ≥ 22, expected survival ≥ 12 months (Illness Severity Rating), sufficient English; exclusions: palliative care, not community-dwelling, new stroke. Broader than FORTRESS (age ≥ 75, MMSE ≥ 24); comparative analysis restricted to participants meeting FORTRESS criteria.
	7-8

	
	
	· Method of recruitment (e.g., referral, self-selection), including the sampling method if a systematic sampling plan was implemented
	Yes. Methods; Recruitment: identified via review of electronic medical records; in-person screening on the wards by a study nurse; opt-out consent process approved by the ethics committee; screening outcomes and reasons for non-enrolment recorded in REDCap.
	7-8

	
	
	· Recruitment setting
	Yes. Three acute hospital wards (2D, 3D, 4D) at Hornsby Ku-ring-gai Hospital, Sydney, Australia.
	7

	
	
	· Settings and locations where the data were collected
	Yes. Assessments during the index admission, at home visits and by telephone with the exercise physiologist, and from electronic medical records.
	8-10, 13-14

	Interventions
	4
	· Details of the interventions intended for each study condition and how and when they were actually administered, specifically including:
	Yes. Methods; The FORTRESS intervention and The FORTRESS Plus intervention sections.
	8-11

	
	
	· Content: what was given?
	Yes. FORTRESS Plus: comprehensive geriatric assessment, pharmacy review with deprescribing recommendations, dietetic intervention where indicated, individualised Frailty Management Plan, up to seven weekly supervised home-based exercise visits adapted from the Otago Exercise Programme.
	10

	
	
	· Delivery method: how was the content given?
	Yes. In-hospital delivery by the study team; post-discharge supervised home visits by an exercise physiologist; motivational interviewing to establish participant-nominated SMART goals.
	11-12

	
	
	· Unit of delivery: how were subjects grouped during delivery? 
	Yes. Individual participants (one-on-one home visits).
	10

	
	
	· Deliverer: who delivered the intervention? 
	Yes. Exercise physiologist delivered the post-discharge exercise programme; study Pharmacist conducted medication reconciliation and review. Study Geriatrician delivered the comprehensive geriatric assessment in the hospital. Ward Dietician provided assessment during the index hospital admission. 
	9-10

	
	
	· Setting: where was the intervention delivered? 
	Yes. Hospital (index admission) and participants' homes after discharge.
	9-10

	
	
	· Exposure quantity and duration: how many sessions or episodes or events were intended to be delivered? How long were they intended to last? 
	Yes. Up to seven weekly supervised home visits of approximately 30-60 minutes; median 7 attended (IQR 5-7); 54 of 84 completed all seven sessions.
	10, 23

	
	
	· Time span: how long was it intended to take to deliver the intervention to each unit? 
	Yes. Visits commenced within one week of discharge where possible and continued weekly for up to seven weeks.
	10

	
	
	· Activities to increase compliance or adherence (e.g., incentives) 
	Yes. Participant-maintained exercise logs and exercise physiologist records; encouragement to exercise between visits and attend community-based programmes; adherence reported in Results (mean 4.9 self-reported sessions/week; 62/84 rated “very adherent” or “quite adherent”).
	10-11, 23

	Objectives
	5
	· Specific objectives and hypotheses
	Yes. Background, final paragraph: whether the FORTRESS Plus intervention was associated with greater improvement in health-related quality of life than the less intensive FORTRESS intervention, and description of changes in physical function, mood, medication burden, social support and readmissions.
	5-6

	Outcomes
	6
	· Clearly defined primary and secondary outcome measures
	Yes. Methods; Outcomes and assessments: primary outcome EQ-5D-5L index; secondary EQ-5D VAS, SPPB, GDS-15, readmissions, social support, Drug Burden Index; schedule in Table 1.
	13-15

	
	
	· Methods used to collect data and any methods used to enhance the quality of measurements
	Yes. Assessments at admission, first home visit, 4 and 12 months; readmissions and prior hospitalisation from electronic medical records; REDCap data capture.
	13-15

	
	
	· Information on validated instruments such as psychometric and biometric properties
	Yes. Validated instruments cited: EQ-5D-5L Australian value set (ref 17), SPPB (ref 18), GDS-15 (ref 16), FRAIL scale (ref 11), SMMSE (ref 12).
	13-14

	Sample size
	7
	· How sample size was determined and, when applicable, explanation of any interim analyses and stopping rules
	Yes. Planned 106 participants meeting FORTRESS criteria; 80% power, two-sided alpha 0.05, standardised difference 0.5; 141 recruited. No interim analyses or stopping rules.
	13

	Assignment method
	8
	· Unit of assignment (the unit being assigned to study condition, e.g., individual, group, community)
	Yes. Individual participants; all enrolled participants received the FORTRESS Plus intervention. Historical controls from the FORTRESS study intervention arm were not assigned within this study.
	6

	
	
	· Method used to assign units to study conditions, including details of any restriction (e.g., blocking, stratification, minimization)
	Not applicable: no assignment to study conditions occurred. Single-arm design; comparison is with historical controls recruited in the earlier FORTRESS study.
	6

	
	
	· Inclusion of aspects employed to help minimize potential bias induced due to non-randomization (e.g., matching)
	Yes. Methods - Study design: same wards and screening procedure as FORTRESS; comparative cohort restricted to original FORTRESS eligibility criteria (age ≥ 75, MMSE ≥ 24); identical outcome instruments and value set; prespecified covariate adjustment (age, sex, baseline FRAIL, baseline MMSE, prior hospitalisation; ward and participant random effects); causal-inference analysis (augmented inverse probability weighting).
	6-7

	Blinding (masking)
	9
	· Whether or not participants, those administering the interventions, and those assessing the outcomes were blinded to study condition assignment; if so, statement regarding how the blinding was accomplished and how it was assessed
	Yes. Methods; Blinding: no blinding. Participants and intervention providers aware of exposure; the exercise physiologist delivered the intervention and conducted follow-up assessments and was not blinded; historical data abstractors were blinded to hypotheses and cohort status.
	12

	Unit of Analysis
	10
	· Description of the smallest unit that is being analysed to assess intervention effects (e.g., individual, group, or community) 
	Yes. Individual participant; repeated observations within participants modelled using participant-level random effects.
	16

	
	
	· If the unit of analysis differs from the unit of assignment, the analytical method used to account for this (e.g., adjusting the standard error estimates by the design effect or using multilevel analysis)
	Not applicable: unit of analysis (individual participant) equals the unit of exposure.
	16

	Statistical methods
	11
	· Statistical methods used to compare study groups for primary methods outcome(s), including complex methods for correlated data
	Yes. Mixed-effects models with fixed effects (time, study group, age, sex, baseline FRAIL, baseline MMSE, prior hospitalisation) and random effects (ward, participant); primary comparison via time-by-study interaction.
	16-17

	
	
	· Statistical methods used for additional analyses, such as subgroup analyses and adjusted analysis
	Yes. Cox proportional hazards, competing-risk models (subdistribution and cause-specific hazards), modified Poisson regression, Kruskal-Wallis tests; within-cohort mixed models.
	17-18

	
	
	· Methods for imputing missing data, if used
	Yes. Missingness-at-random assumption in mixed models; multiple imputation before causal inference analysis; sensitivity analysis assigning EQ-5D-5L index of -1 for participants who died before 12 months.
	17-18

	
	
	· Statistical software or programs used
	Yes. SAS version 9.4 (SAS Institute, Cary, NC, USA).
	16

	RESULTS 
	
	

	Participant flow
	12

	· Flow of participants through each stage of the study: enrollment, assignment, allocation and intervention exposure, follow-up, analysis (a diagram is strongly recommended)
	Yes. Figure 1: 57 did not receive the intervention (withdrawn 27, discharged to residential aged care 15, unable to contact 7, deceased 8); 84 received the intervention; 4 discontinued mid-intervention.
	19-21

	
	
	· Enrollment: the numbers of participants screened for eligibility, found to be eligible or not eligible, declined to be enrolled, and enrolled in the study
	Yes. Figure 1: 826 screened; 685 excluded with reasons listed; 141 enrolled under opt-out consent.
	19-21

	
	
	· Assignment: the numbers of participants assigned to a study condition
	Not applicable: no assignment; all 141 enrolled participants were allocated to the FORTRESS Plus intervention.
	19-21

	
	
	· Allocation and intervention exposure: the number of participants assigned to each study condition and the number of participants who received each intervention
	Yes. Figure 1: of 141 enrolled, 57 did not receive the intervention (withdrawn before commencement 27, discharged to residential aged care 15, unable to contact after discharge 7, deceased 8); 84 received the intervention; 4 discontinued mid-intervention (moved into residential aged care 3, withdrew after 3 visits 1).
	19-21

	
	
	· Follow-up: the number of participants who completed the follow-up or did not complete the follow-up (i.e., lost to follow-up), by study condition
	Yes. Figure 1 and Results: 79 completed 4-month and 60 completed 12-month assessments (full cohort); follow-up data available for 64 and 48 comparative-study participants.
	19-21

	
	
	· Analysis: the number of participants included in or excluded from the main analysis, by study condition
	Yes. Results: comparative analyses n=118 vs 110; within-cohort analyses n=141; follow-up denominators stated for each time point.
	19-21, 24-32

	
	
	· Description of protocol deviations from study as planned, along with reasons
	Yes. Figure 1 records participants who did not receive or complete the planned intervention (57 not commenced; 4 discontinued); 23 participants recruited under broader eligibility criteria were analysed within-cohort only, not in the comparative analysis, as reported in Methods; Sample size and Results.
	12-13, 19-21

	Recruitment
	13
	· Dates defining the periods of recruitment and follow-up
	Yes. FORTRESS Plus: October 2023 to July 2024. FORTRESS historical cohort: September 2021 to December 2022. Follow-up at 4 and 12 months; readmissions to 365 days after the index admission.
	7-8, 13, 15

	Baseline data
	14
	· Baseline demographic and clinical characteristics of participants in each study condition
	Yes. Table 2: age, sex, MMSE, FRAIL score, ward, prior hospitalisation, baseline EQ-5D-5L index and VAS for all FORTRESS Plus (n=141), comparative cohort (n=118) and historical controls (n=110).
	21-22

	
	
	· Baseline characteristics for each study condition relevant to specific disease prevention research
	Not reported: disease-specific baseline characteristics beyond those in Table 2 (age, sex, MMSE, FRAIL score, ward, prior hospitalisation, baseline EQ-5D-5L index and VAS) were not collected or reported.
	21-22

	
	
	· Baseline comparisons of those lost to follow-up and those retained, overall and by study condition
	Not reported: baseline characteristics were not compared between participants lost to follow-up and those retained.
	-

	
	
	· Comparison between study population at baseline and target population of interest
	Not reported: the recruited sample was not compared with the broader target population of frail hospitalised older adults.
	-

	Baseline equivalence
	15
	· Data on study group equivalence at baseline and statistical methods used to control for baseline differences
	Yes. Results: cohorts broadly comparable in age, sex and cognition; FORTRESS Plus had a somewhat milder frailty profile and more prior hospitalisation (Table 2). All comparative models prespecified adjustment for these covariates; the causal-inference analysis balanced the same covariates plus baseline EQ-5D-5L index and ward.
	20, 16-17

	Numbers analyzed
	16
	· Number of participants (denominator) included in each analysis for each study condition, particularly when the denominators change for different outcomes; statement of the results in absolute numbers when feasible
	Yes. Methods; Statistical analysis and Results: comparative analyses 118 FORTRESS Plus vs 110 controls; within-cohort analyses 141; follow-up denominators for each time point reported.
	16, 19-21

	
	
	· Indication of whether the analysis strategy was “intention to treat” or, if not, description of how non-compliers were treated in the analyses
	Yes. Methods; Statistical analysis: all analyses followed the intention-to-treat principle.
	16

	Outcomes and estimation
	17
	· For each primary and secondary outcome, a summary of results for each estimation study condition, and the estimated effect size and a confidence interval to indicate the precision
	Yes. Results and Tables 3-9: adjusted means and between-group differences with 95% CIs for EQ-5D-5L index and VAS (Tables 3, 5); ATE estimates with CIs and p-values (Table 4); hazard ratios, subdistribution and cause-specific hazard ratios, relative risks (Table 7); readmission counts and hospital nights (Table 8); within-cohort EQ-5D, SPPB, GDS-15, DBI and social support results with CIs (Results, Table 9).
	24-32

	
	
	· Inclusion of null and negative findings
	Yes. Null findings reported in full: no significant differences in readmission outcomes (Results, Tables 6-8); non-significant 4-to-12-month changes within FORTRESS Plus (Table 9).
	28-32

	
	
	· Inclusion of results from testing pre-specified causal pathways through which the intervention was intended to operate, if any
	Not applicable: no prespecified causal pathway (mediation) analyses were undertaken; this is stated in the Discussion as within-cohort changes not establishing causal effects.
	38, 41

	Ancillary analyses
	18
	· Summary of other analyses performed, including subgroup or restricted analyses, indicating which are pre-specified or exploratory
	Yes. Causal-inference analysis (augmented inverse probability weighting) prespecified as secondary analysis (Table 4); competing-risk analyses of readmission with death as a competing event (Table 7); sensitivity analysis assigning -1 for deaths (Table 4). No subgroup analyses were undertaken.
	25-26, 29

	Adverse events
	19
	· Summary of all important adverse events or unintended effects in each study condition (including summary measures, effect size estimates, and confidence intervals)
	Yes. Methods; Outcomes and assessments: adverse events, serious adverse events, deaths and withdrawals recorded; deaths recorded separately with timing. Results - Intervention exposure, adherence and safety: 20 deaths (4 during admission, 16 post-discharge), none judged related to the intervention; falls and rehospitalisations documented in visit records; no other serious adverse events.
	15-16, 23

	DISCUSSION 
	
	

	Interpretation
	20
	· Interpretation of the results, taking into account study hypotheses, sources of potential bias, imprecision of measures, multiplicative analyses, and other limitations or weaknesses of the study
	Yes. Discussion, including Strengths and limitations: non-randomised historical-control design, residual confounding, attrition (48/118 with 12-month comparative follow-up), no historical comparators for SPPB, GDS-15 and DBI, missing baseline home-visit assessments, non-blinded outcome assessment, single site, opt-out consent, English requirement.
	35-41

	
	
	· Discussion of results taking into account the mechanism by which the intervention was intended to work (causal pathways) or alternative mechanisms or explanations
	Yes. Discussion: dose and intensity of community-based exercise as the plausible mechanism for improved quality of life, supported by dose-response evidence (refs 19-22); improvement in EQ-5D-5L without reduction in readmissions interpreted against differing determinants of perceived health and hospital use.
	35-36

	
	
	· Discussion of the success of and barriers to implementing the intervention, fidelity of implementation
	Yes. Discussion: intervention exposure and adherence reported (pharmacy review 140/141, CGA 127/141, exercise programme 84/141; median 7 visits; 62/84 very or quite adherent); incomplete uptake and selective participation discussed as limiting interpretation.
	38-39

	
	
	· Discussion of research, programmatic, or policy implications
	Yes. Discussion - Implications: supports further evaluation in a randomised trial with concurrent comparator, blinded outcome assessment, baseline physical-function and mood measures, improved follow-up completeness, and prospective economic evaluation.
	41-42

	Generalizability
	21
	· Generalizability (external validity) of the trial findings, taking into account the study population, the characteristics of the intervention, length of follow-up, incentives, compliance rates, specific sites/settings involved in the study, and other contextual issues
	Yes. Discussion - Strengths and limitations: single hospital, opt-out consent, and sufficient-English requirement may limit generalisability to other settings.
	41

	Overall evidence
	22
	· General interpretation of the results in the context of current evidence and current theory
	Yes. Discussion: findings interpreted against exercise dose-response evidence, EQ-5D MCID literature, transitional care systematic reviews and CGA meta-analysis (refs 19-26); Conclusion supports a randomised trial versus usual post-discharge care.
	36-38, 43


From:  Des Jarlais, D. C., Lyles, C., Crepaz, N., & the Trend Group (2004). Improving the reporting quality of nonrandomized evaluations of behavioral and public health interventions: The TREND statement. American Journal of Public Health, 94, 361-366.  For more information, visit: http://www.cdc.gov/trendstatement/
