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FIDELITY trial

5-year follow-up assessments  
- blinded results

1

Outline

• General considerations

• Descriptive data at baseline

• Descriptive data and inferential results for primary 
objective #1

• Descriptive data and inferential results for primary 
objective #2

• Descriptive data and inferential results for other 
outcomes
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General principles for blinded results presentation

The current results are for 3- to 5-year follow-up. The results 

from 1- and 2-year follow-ups, including baseline data, are 

already published and known. These data will be repeated 

when appropriate without blinding. However, the  (3-, 4- and) 
5-year outcomes will be presented in blinded manner and also 

not linked to any baseline, 1- or 2-year data to prevent 

unblinding. This is why the detailed results (with estimated 

regression coefficients for all parameters) are not shown, as 

this would lead to unblinding. The arms in the blinded results 
are named “Group A” and “Group B”.
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Data sources

All the analyses are based on data/variables as listed in 
the document:
FIDELITY_5y_data_overview_20190619.docx
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Analysis plan

Analyses are based on analysis plan:

SAP-FIDELITY 5-yr_200619_ME_AT.doc
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Interpretation of the inferential 
results

The same arm (denoted as “Group A”) is used as reference 

group in all analyses. Interpretation of the results should be 

made in light of values included in the respective 95% CIs. For 

example, I suggest that a conclusion of “no difference” is 
made only when a 95% CI excludes any clinically relevant 

difference. If a 95% CI includes both small irrelevant 

differences and large, potentially clinically important 

differences, then the results may be inconclusive.
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Descriptive data, baseline
Table 1A. Characteristics at baseline (already known from previous publications): 

Characteristic APM Sham 

Age (years), mean(SD) 52 (7.2) 52.1 (6.9) 

Sex, n(%) 47 (60) 42 (60) 

KL grade 1*, baseline, n(%) 40 (50) 35 (50) 

Tampere, n(%) 41 (54) 39 (56) 

Helsinki, n(%) 6 (8) 3 (4) 

Turku, n(%) 9 (12) 8 (11) 

Jyväskylä, n(%) 6 (8) 8 (11) 

Kuopio, n(%) 14 (18) 12 (17) 

Weight (kg), mean(SD) 83.2 (14.6) 80.7 (14) 

Height (m), mean(SD) 172.6 (9.3) 173.1 (8.4) 

BMI, mean(SD) 27.9 (4) 26.9 (4) 

WOMET, mean(SD) 52.8 (18.1) 56.4 (17.3) 

Lysholm score, mean(SD) 60.1 (14.6) 60.2 (14.7) 

Pain after exercise, mean(SD) 6.1 (2) 5.8 (2) 

*according to original reading used for randomization purposes  
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OARSI sum score

• Joint space narrowing, medial: 0-3

• Osteophytes, femur, medial: 0-3

• Osteophytes, tibia, medial: 0-3

• Joint space narrowing, lateral: 0-3

• Osteophytes, femur, lateral: 0-3

• Osteophytes, tibia, lateral: 0-3

• Sum score: 0-18
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Descriptive data, baseline

Table 1B. Characteristics at baseline. KL grade (according to new readings) and OARSI sum score. 

 Group A Group B 

KL grade, (%)   

0 43 46 

1 30 20 

2 23 33 

3 3 1 

OARSI sum score, mean (SD) 1.3 (1.5) 1.1 (1.2) 
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Follow-up data, overview

Table 2. Missing data. 

Follow-up 

timepoints 

Number of non-missing values 

 WOMET Lysholm Pain after 

exercise 

K-L grades OARSI 

grades 

Clinical OA according to ACR 

criteria 

Baseline 146 146 146 145 145 Not applicable 

6 months 146 145 146    

12 months 146 145 146    

24 months 144 143 144    

36 months 141 138 140    

48 months 143 143 143    

60 months 142 141 142 141 141 137 
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Follow-up data, primary objectives 
#1

Table 3. Descriptive data on the study outcomes, PROM. 

Time point WOMET, mean (SD) Lysholm score, mean (SD) Pain after exercise, mean (SD) 

Baseline 54.5 (17,8) 60.2 (14.6) 6.0 (2.0) 

2 months 73.1 (21.1) 76.6 (16.3) 3.6 (2.5) 

6 months 80.4 (20.7) 82.7 (15.0) 2.8 (2.4) 

12 months 80.4 (20.8) 82.8 (14.6) 2.8 (2.5) 

24 months 83.8 (18.3) 84.7 (14.3) 2.3 (2.5) 

36 months 83.3 (18.9) 84.3 (14.5) 2.1 (2.3) 

48 months 84.1 (18.3) 84.5 (15.2) 2.2 (2.4) 

60 months 84.6 (18.7) 84.8 (15.8) 2.1 (2.5) 
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Follow-up data, primary objectives 
#1

Table 4. Descriptive data on the study outcomes, 3 to 5 years, per group. 

 WOMET, mean (SD) Lysholm score, mean (SD) Pain after exercise, mean (SD) 

 Group A Group B Group A Group B Group A Group B 

Time point       

36 months 83.9 (17.7) 82.7 (20.2) 84.5 (15.4) 84.1 (13.6) 1.8 (2.2) 2.3 (2.4) 

48 months 83.2 (19.8) 85.0 (16.9) 83.0 (17.1) 85.9 (13.3) 2.4 (2.5) 2,0 (2.2) 

60 months 84.5 (18.5) 84.6 (19) 83.8 (17.2) 85.7 (14.5) 2.0 (2.5) 2.2 (2.4) 
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Analysis results, primary objective #1

13

Analysis results, primary objective #1

14

Analysis results, primary objective #1
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Analysis results, primary objective #1

Table 6. Results from statistical analyses – primary objective 1. 

Outcome The difference between the groups (95%CI) at 5 years 

WOMET 1.7 (-4.3, 7.7) 

Lysholm knee score 2.1 (-2.6, 6.8) 

Knee pain after exercise .04 (-0.72, 0.81) 
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Follow-up data, primary objective #2

Table 5. Summary of radiographic outcomes at 5 years (number of knee replacements presented only 

for all cohort to prevent potential unblinding):  

 All Group A Group B 

Outcome N % % % 

Progression in KL grades (at least 1 grade) 87 62 67 57 

Progression in KL grades (at least 0.5 grade) 109 77 81 75 

Clinical knee OA according to ACR criteria 11 8 8 9 

Number of knee replacements or osteotomies  4 3   

 Mean (SD) Mean (SD) Mean (SD) 

OARSI sum score* 3.2 (3.0) 4.0 (3.3) 2.8 (2.4) 

*Three persons had knee replacement during follow-up, their radiological scores at 5 years were set 

to KL grade 4 and OARSI sum score 12. One person had osteotomy, this person’s radiological 

scores at 5 years were set to KL grade 3 and OARSI sum score 9. 
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Follow-up data, primary objective #2

Figure 1. Overview of the difference in OARSI scores between 5 years and baseline, histogram. 
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Analysis results, primary objective #2

The results for binary outcomes are presented as risk 

differences, i.e. the difference between the groups in 
the proportion of persons with a given outcome at 5 

years. For example, a difference of 0.1 means that the 

proportion of persons with an outcome in one group is 

10% larger than in the other group (for example 30% 
and 20%, or 60% and 50%, respectively). 

19

Analysis results, primary objective #2

Table 7. Results from statistical analyses – primary objective 2. 

Outcome The risk difference between the groups 

(95%CI) at 5 years  

Radiographic progression of OA, 1 grade -0.1 (-0.26, 0.05) 

Radiographic progression of OA, 0.5 grade -0.07 (-0.20, 0.07) 

Knee OA according to ACR criteria 0.01 (-0.08, 0.09) 

KR or osteotomy Only descriptive due to few events, see above 

for summary for the whole study sample 

Outcome The difference in score between the groups 

(95%CI) at 5 years 

Sum of OARSI grades  -1.0 (-1.8, -0.3) 
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