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Study week window Questionnaires/20
M/Labs (for 2-5 

years part) 
/NRS/SF36/Pain in 
other joints target 

day 
 (min, max)~ 

qMRI and 
SF36/Pain in 

other joints and 
Labs (for the 
year-2 part) 
target day  

(min, max)~ 

X-ray, 
sqMRI, ECG 
target day 
(min, max) 

AVISIT
N for 
ADQS 

AVISIT
N for 
MRI 

AVISIT
N for 
XRAY 

Baseline * 1 (-42, 1) 1 (-42, 1) 1 (-42, 1) 1 1 1 
Month 3/Week 12~ 85 (2, 133) 183 

 (2, 224) 
365  

(2, 406) & 
2 3 5 

Month 6/Week 26 * 183 (134, 224) 3 
Month 9/Week 38~ 267 (225, 315) 365 

 (225, 406) 
4 5 

Month 12/Week 52 * 365 (316, 406) 5 
Month 15/Week 64~ 449 (407, 497) 547 

 (407, 588) 
729  

(407, 819) 
6 7 9 

Month 18/Week 78 * 547 (498, 588) 7 
Month 21/Week 90~ 631 (589, 679) 729  

(589, 819) 
8 9 

Month 24/Week 104 729 (680, 819) 9 
Month 30/Week 130 911 (820, 1001) 1093 

 (820, 1183) 
1093  

(820, 1183) 
10 11 11 

Month 36/Week 156 1093 (1002, 1183) 11 
Month 42/Week 182 1275 (1184, 1365) 1457 

 (1184, 1547) 
1457  

(1184, 1547) 
12 13 13 

Month 48/Week 208 1457 (1366, 1547) 13 
Month 54/Week 234 1639 (1548, 1729) 1821 

 (1548, 1849) 
1821  

(1548, 1849) 
14 15 15 

Month 60/Week 260 1821 (1730, 1849) 15 
LOCF1 (up to Month 
24) 

Last post-baseline measurement in DBPC  (2, 819) 20 (for 2 years) 

LOCF2 (Up to Month 
60) 

Last post-baseline measurement in Follow-up period 
(2, 1849) 

50 (for 5 years) 

*treatment cycle; Day 1 is first treatment day. If multiple assessments are available within each study 
week window, the one closest to target day will be used. At Baseline, week 26, 52 and 78 [injections 
visits] pre injection assessments will be considered for the corresponding study week window). & for 
X-ray and this timepoint with injections - only compare to first injection in cycle # 3. don't compare to 
first injection in cycle #2 to determine if used in analysis or not. ~For SF36, lab, height, weight (and 
BMI), and pain in other joint, in the 2-years period, assessments are scheduled as qMRI, so qMRI 
windowing will be used. For the 2-5 years the scheduling is like ADQS, therefore, ADQS windowing will 
be used for these assessments.  



Study week window To be used 
relative to 

injection visit 
independent of 

ADY  

AVISITN for 
injection -

related 
 ADVS 

Cycle 1/Week 0/pre-injection assessment/Baseline  Yes 1 
Cycle 1/Week 1/pre-injection assessment Yes 2 
Cycle 1/Week 2/pre-injection assessment Yes 3 
Cycle 1/Week 3 Yes 4 
      
Cycle 2/Week 0/pre-injection assessment Yes 5 
Cycle 2/Week 1/pre-injection assessment Yes 6 
Cycle 2/Week 2/pre-injection assessment Yes 7 
Cycle 2/Week 3 Yes 8 
      
Cycle 3/Week 0/pre-injection assessment Yes 9 
Cycle 3/Week 1/pre-injection assessment Yes 10 
Cycle 3/Week 2/pre-injection assessment Yes 11 
Cycle 3/Week 3 Yes 12 
      
Cycle 4/Week 0/pre-injection assessment Yes 13 
Cycle 4/Week 1/pre-injection assessment Yes 14 
Cycle 4/Week 2/pre-injection assessment Yes 15 
Cycle 4/Week 3 Yes 16 



Study week window ADVS target day (min, max) AVISITN for relative visit  ADVS 

Baseline 1 (-42, 1) 1 
Month 3/Week 12 85 (2, 133) 2 
Month 6/Week 26 183 (134, 224) 3 
Month 9/Week 38 267 (225, 315) 4 
Month 12/Week 52  365 (316, 406) 5 
Month 15/Week 64 449 (407, 497) 6 
Month 18/Week 78 547 (498, 588) 7 
Month 21/Week 90 631 (589, 679) 8 
Month 24/Week 104 729 (638, 819) 9 
Month 30/Week 130 911 (820, 1001) 10 
Month 36/Week 156 1093 (1002, 1183) 11 
Month 42/Week 182 1275 (1184, 1365) 12 
Month 48/Week 208 1457 (1366, 1547) 13 
Month 54/Week 234 1639 (1548, 1729) 14 
Month 60/Week 260 1821 (1730, 1849) 15 
LOCF1 (up to Month 24) Last post-baseline measurement  

in DBPC  (2, 819) 20 
LOCF2 (Up to Month 60) Last post-baseline measurement  

in Follow-up period (2, 1849) 50 
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 CMstart 
Year/Month/day 

CMstart 
Year/Month 

CMstart Year CMstart missing 

CMend 
Year/Month/day 

(1) if CMstart 
Year/month/day > 
DoLD 
year/month/day  
=> CM is Post; (2) 
else if CMend 
Year/month/day < 
DoFD 
year/month/day  
=> CM is Previous; 
(3) else CM is 
Concomitant 

(1) if CMstart 
Year/month > 
DoLD year/month  
=> CM is Post; (2) 
else if CMend 
Year/month/day < 
DoFD 
year/month/day  
=> CM is Previous; 
(3) else CM is 
Concomitant 

(1) if CMstart Year 
> DoLD year  => 
CM is Post; (2) 
else if CMend 
Year/month/day 
< DoFD 
year/month/day  
=> CM is Previous; 
(3) else CM is 
Concomitant 

(1) if CMend 
Year/month/day < 
DoFD 
year/month/day  
=> CM is Previous; 
(2) else if CMend 
Year/month/day 
>= DoFD 
year/month/day  
=> CM is 
Concomitant 

CMend Year/Month (1) if CMstart 
Year/month/day > 
DoLD 
year/month/day  
=> CM is Post; (2) 
else if CMend 
Year/month < 
DoFD year/month  
=> CM is Previous; 
(3) else CM is 
Concomitant 

(1) if CMstart 
Year/month > 
DoLD year/month  
=> CM is Post; (2) 
else if CMend 
Year/month < 
DoFD year/month  
=> CM is Previous; 
(3) else CM is 
Concomitant 

(1) if CMstart Year 
> DoLD year  => 
CM is Post; (2) 
else if CMend 
Year/month < 
DoFD year/month  
=> CM is Previous; 
(3) else CM is 
Concomitant 

(1) if CMend 
Year/month < 
DoFD year/month  
=> CM is Previous; 
(2) else if CMend 
Year/month>= 
DoFD year/month  
=> CM is 
Concomitant 

CMend Year (1) if CMstart 
Year/month/day > 
DoLD 
year/month/day  
=> CM is Post; (2) 
else if CMend Year 
< DoFD year => 
CM is Previous; (3) 
else CM is 
Concomitant 

(1) if CMstart 
Year/month > 
DoLD year/month  
=> CM is Post; (2) 
else if CMend 
Year < DoFD year 
=> CM is Previous; 
(3) else CM is 
Concomitant 

(1) if CMstart Year 
> DoLD year  => 
CM is Post; (2) 
else if CMend 
Year < DoFD year 
=> CM is Previous; 
(3) else CM is 
Concomitant 

(1) if CMend Year 
< DoFD year  => 
CM is Previous; 
(2) if CMend 
Year>= DoFD year  
=> CM is 
Concomitant 

CMend missing (1) if CMstart 
Year/month/day > 
DoLD 
year/month/day  
=> CM is Post; (2) 
else if CMstart 
Year/month/day < 
=DoLD 

(1) if CMstart 
Year/month > 
DoLD year/month  
=> CM is Post; (2) 
else if CMstart 
Year/month < 
=DoLD 
year/month  => 

(1) if CMstart Year 
> DoLD year  => 
CM is Post; (2) 
else if CMstart 
Year < =DoLD year  
=> CM is 
Concomitant 

Concomitant 



 CMstart 
Year/Month/day 

CMstart 
Year/Month 

CMstart Year CMstart missing 

year/month/day  
=> CM is 
Concomitant 

CM is 
Concomitant 

  AEstart 
Year/Month/day 

AEstart 
Year/Month 

AEstart Year AEstart missing 

AEend 
Year/Month/day* 

(1) if AEstart 
Year/month/day > 
DoLD 
year/month/day 
+30 => AE is Post; 
(2) else if AEend 
Year/month/day < 
DoFD year/month/ 
day  => AE is Prior; 
(3) else AE is TEAE 

(1) if AEstart 
Year/month > 
DoLD year/ 
month +1   => AE 
is Post; (2) else if 
AEend 
Year/month/day 
< DoFD 
year/month/day  
=> AE is Prior; (3) 
else AE is TEAE 

(1) if AEstart 
Year > DoLD 
year  => AE is 
Post; (2) else if 
AEend 
Year/month/day 
< DoFD 
year/month/day  
=> AE is Prior; 
(3) else AE is 
TEAE 

(1) if AEend 
Year/month/day < 
DoFD year/month/day  
=> AE is Prior; (2) else 
if AEend 
Year/month/day >= 
DoFD year/month/day  
=> AE is TEAE 

AEend 
Year/Month 

(1) if AEstart 
Year/month/day > 
DoLD 
year/month/day 
+30 => AE is Post; 
(2) else if AEend 
Year/month < DoFD 
year/month  => AE 
is Prior; (3) else AE is 
TEAE 

(1) if AEstart 
Year/month > 
DoLD year/ 
month +1  => AE 
is Post; (2) else if 
AEend 
Year/month < 
DoFD 
year/month  => 
AE is Prior; (3) 
else AE is TEAE 

(1) if AEstart 
Year > DoLD 
year  => AE is 
Post; (2) else if 
AEend 
Year/month < 
DoFD 
year/month  => 
AE is Prior; (3) 
else AE is TEAE 

(1) if AEend 
Year/month < DoFD 
year/month  => AE is 
Prior; (2) else if AEend 
Year/month>= DoFD 
year/month  => AE is 
TEAE 



  AEstart 
Year/Month/day 

AEstart 
Year/Month 

AEstart Year AEstart missing 

AEend Year (1) if AEstart 
Year/month/day > 
DoLD 
year/month/day 
+30 => AE is Post; 
(2) else if AEend 
Year < DoFD year => 
AE is Prior; (3) else 
AE is TEAE 

(1) if AEstart 
Year/month > 
DoLD year/ 
month +1 => AE 
is Post; (2) else if 
AEend Year < 
DoFD year => AE 
is Prior; (3) else 
AE is TEAE 

(1) if AEstart 
Year > DoLD 
year  => AE is 
Post; (2) else if 
AEend Year < 
DoFD year => AE 
is Prior; (3) else 
AE is TEAE 

(1) if AEend Year < 
DoFD year  => AE is 
Prior; (2) if AEend 
Year>= DoFD year  => 
AE is TEAE 

AEend missing (1) if AEstart 
Year/month/day > 
DoLD 
year/month/day  
+30 => AE is Post; 
(2) else AE is TEAE 

(1) if AEstart 
Year/month > 
DoLD year/ 
month +1 => AE 
is Post; (2) else 
AE is TEAE 

(1) if AEstart 
Year > DoLD 
year  => AE is 
Post; (2) else AE 
is TEAE 

TEAE 
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