ANZCTR basic results reporting template

1. Participant flow

Provide an appropriate participant flow diagram.
In accordance with the CONSORT statement?, include for each group:

* the number of individuals assessed for eligibility (if collected)

* the number of participants allocated;

* the number of participants that received the intended treatment/intervention;
* the number of participants analysed for the primary outcome;

* the number of losses/exclusions after assignment, together with reasons

For randomised controlled trials, it is recommended to use the CONSORT Flow Diagram - provided
below and also available at http://www.consort-statement.org/consort-statement/flow-diagram.
The diagram can be amended for other trial designs.
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2. Baseline characteristics

Provide a table of baseline demographic and clinical characteristics (including important pre-
intervention prognostic factors) for each study group.

An example is provided below.

Table I. Baseline demographic characteristics of participants in the study groups

Total sample Control Group P
RF Group (n=42)
(N=84) (n=42) Value *
Mean age (years) 50 (13.42) 48 (15.60) 52 (10.33) .068
Height (cm) 166 (10.40) 166 (11.28) 166 (9.56) 755
Weight (kg) 78.2 (14.99) 77.7 (14.18) 78.7 (15.91)  .766
Body Mass Index 28.3 (4.98) 28.3 (5.26) 28.2 (4.74) 924

Data are reported as mean (SD). PPAS, Personal Psychological Apprehension Scale; * Between-

groups statistical significance (one factor ANOVA)
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3. Outcome measures

Provide results for the primary outcome (minimum requirement), and preferably all other outcomes
listed in the registered trial record.

The below guidelines are adapted from the CONSORT statement™ and Interpreting and reporting
clinical trials: A guide to the CONSORT statement and the principles of randomised controlled trials’.

For each outcome:

1. Provide a summary of the outcome in each group.
Examples include:
a. For binary outcomes: the number of participants with or without the event and the
denominators
b. For continuous outcomes: the mean, standard deviation, median, interquartile
range
2. Provide direction and size of effect, i.e. contrast between the groups.
Examples include:
a. For binary outcomes: risk ratio/relative risk, odds ratio, risk difference
b. For survival time data: hazard ratio, difference in median survival time
c. For continuous outcomes: difference in means or medians
3. Provide measure of variability for all outcomes to indicate the precision of the effect
estimate.
E.g. 95% Confidence intervals are commonly used
4. In addition, P values for determining statistical significance may also be provided.

Results of any other analyses performed (e.g. subgroup analyses, adjusted analyses) can also be
reported in this section.

We recommend presenting outcome information in tables and/or figures.

Some example tables are provided on the following page.
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Table 2. Baseline, post-intervention and mean score changes of knee pain and lower extremity

function.
Baseline Post-Intervention Within-group Between-groups
mean changes mean changes
LEFS
Control 51 (15.51) 52 (15.84) 1[3/0] 21[15/28]
RF 58 (20.29) 74 (14.77) 16 [19/ 13] **
KUJALA
Control 51 (14.98) 53 (13.49) 1[3/0] 21[15/27]
RF 55 (21.26) 74 (13.77) 19 [23/ 14] **
DN4
Control 3.5(1.75) 3.5 (1.83) 01[0.1/0.2] 33[3.9/271
RF 4 (1.93) 0.2 (0.52) 3.8 [4.4/3.2] **
VAS
Control 61 (15.2) 59 (16.1) 2[1/5] 53[59/46]
RF 55 (21.3) 6 (12.8) 48 [55 / 41] **
FLEXION
Control 112 (13.17) 113 (12.58) 0.6 [2.3/1.2] 20[15/25]
RF 115 (11.79) 133 (7.86) 18 [21/ 16] **
EXTENSION




ANZCTR basic results reporting template

Control 0.6 (1.63) 0.7 (2.08) 0.1[0.1/0.3] 0.6 [0.1/1.2]

RF 0.9 (2.27) 0.1 (0.77) 0.8[0.1/1.5]*

Data are reported as mean (SD) or [95% confidence level].
* Indicates statistically significant within-group differences (p<0.05)
** Indicates statistically significant within-group differences (p<0.001)

Indicates statistically significant between-groups differences (p<0.001)

4. Adverse events/harms

No adverse effect was observed along the study

Useful links

CONSORT website: http://www.consort-statement.org/

EQUATOR Network website: http://www.equator-network.org/
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