


 

 

 

  

  

  
  
  

  

  

  

  

  

  
  
  
  
  

  
  
  
  
  
  

  
  
  

  
  
  



  
  

  
  
  
  

  
  
  
  

  
  

  
  

  
  
  
  
  
  

  
  
  
  

  
  
  

  
  

  
  
  
  
  
  
  
  



  

  

  

  

  

 
 

 
 

 
 







Body weight Dose Regimen 1 Dose Regimen 2 Dose Regimen 3 

Group A: ≥ 30 kg and ≤ 60 kg 2 mg/kg q2w 3 mg/kg q2w 2 mg/kg qw 

Group B: < 30 kg and ≥ 10 kg 2.5 mg/kg q2w 4 mg/kg q2w 2.5 mg/kg qw 







≥10 kg for all 3 portions























 

a 
a

a Standard AESI applies to all Sanofi studies 



a

b 

c 
c

a All SMQs are narrow search 
b These events will be further reviewed to identify cases of GI perforations 
c Standard AESI applies to all Sanofi studies 



















Kit dispensation without IVRS/IWRS transaction 

Erroneous kit dispensation 

Kit not available 

Inclusion by error 

Patient included twice 

Patient switched to another site 























































CRITERIA for POTENTIALLY CLINICALLY SIGNIFICANT ABNORMALITIES 
For Studies in Children 

Parameter Age range PCSA Comments 

ECG parameters Ref. : Rijnbeek P.R. et al., 
Eur Heart J 2001; Davignon 
A. et al., Ped Cardiol 
1979/1980; Semizel E.et al., 
Cardiol Young 2008; Mulberg 
AE et al. Pediatric Drug 
Development Concepts and 
applications. John Wiley & 
sons, Inc. 2009 

HR Birth/0 to 27 days old 
(Neonates) 

90 bpm and decrease from baseline 20 bpm 
190 bpm and increase from baseline 20 bpm 

 

28 days/1 month to 23 
months old (Infants) 

80 bpm and decrease from baseline 20 bpm 
175 bpm and increase from baseline 20 bpm 

24 months/2 years to <6 
years old (Children) 

75 bpm and decrease from baseline 20 bpm 
140 bpm and increase from baseline 20 bpm 

6 to <12 years old (Children) 50 bpm and decrease from baseline 20 bpm 
120 bpm and increase from baseline 20 bpm 

12 to 16/18 years old 
(Adolescents) 

50 bpm and decrease from baseline 20 bpm  
120 bpm and increase from baseline 20 bpm  

PR Birth/0 to 27 days old 
(Neonates) 120 ms  
28 days/1 month to 23 
months old (Infants) 140 ms 

24 months/2 years to <6 
years old (Children) 160 ms 

6 to <12 years old (Children) 170 ms 
12 to 16/18 years old 
(Adolescents) 180 ms 

QRS Birth/0 to 27 days old 
(Neonates) 85 ms  
28 days/1 month to 23 
months old (Infants) 85 ms 

2 to <6 years old (Children) 95 ms 
6 to <12 years old (Children) 100 ms 
12 to 16/18 years old 
(Adolescents) 110 ms 



CRITERIA for POTENTIALLY CLINICALLY SIGNIFICANT ABNORMALITIES 
For Studies in Children 

Parameter Age range PCSA Comments 
QTc  Birth/0 to <12 years old  

(Neonates, Infants, Children) 
 
 
 
 
 
 
 

Absolute values (ms)  
Borderline: 431-450 ms  
Prolonged*: >450 ms  
Additional: ≥500 ms 
 
AND 
 
Increase from baseline  
Borderline: Increase from baseline 30-60 ms 
Prolonged*: Increase from baseline >60 ms 

To be applied to QTcF 
 
*QTc prolonged and 

QTc>60 ms are the PCSA 
to be identified in individual 
subjects/patients listings. 

 12 to 16/18 years old 
(Adolescents) 
 

Borderline: 431-450 ms (Boys); 451-470 ms (Girls) 
Prolonged*: >450 ms (Boys); >470 ms (Girls) 
Additional: ≥500 ms 
 
AND 
 
Increase from baseline  
Borderline: Increase from baseline 30-60 ms 
Prolonged*: Increase from baseline >60 ms  

Vital Signs Ref. : Kidney Disease 
Outcomes Quality Initiatives 
(KDOQI) Guideline 13; 1996; 
The fourth report on the 
diagnosis, evaluation, and 
treatment of high blood 
pressure in children and 
adolescents, Pediatrics 2004; 
Bowman E & Fraser S 
Neonatal Handbook 2012;  
Mulberg AE et al. Pediatric 
Drug Development Concepts 
and applications. John Wiley 
& sons, Inc. 2009; Pediatric 
respiratory rates 
http://www.health.ny.gov/ 

SBP  
 

Birth/0 to 27 days old 
(Neonates) 

60 mmHg and decrease from baseline 20 
mmHg  

85mHg and increase from baseline 20 mmHg 

Based on definition of 
Hypertension as average 
SBP or DBP ≥ 95th percentile 
for gender, age, and height 
on ≥ 3 occasions 

28 days/1 month to 23 
months old (Infants) 

70 mmHg and decrease from baseline 20 
mmHg  

98 mmHg and increase from baseline 20 
mmHg 

24 months/2 years to <6 70 mmHg and decrease from baseline 20 



CRITERIA for POTENTIALLY CLINICALLY SIGNIFICANT ABNORMALITIES 
For Studies in Children 

Parameter Age range PCSA Comments 
years old (Children) mmHg  

101mHg and increase from baseline 20 mmHg 
6 to <12 years old (Children) 80 mmHg and decrease from baseline 20 

mmHg  
108 mmHg and increase from baseline 20 

mmHg 
12 to 16/18 years old 
(Adolescents) 

90 mmHg and decrease from baseline 20 
mmHg  

119mmHg and increase from baseline 20 
mmHg 

DBP 
  
 

Birth/0 to 27 days old 
(Neonates) 

34 mmHg and decrease from baseline 10 
mmHg  

50mHg and increase from baseline 10 mmHg 

 

28 days/1 month to 23 
months old (Infants) 

34 mmHg and decrease from baseline 10 
mmHg  

54mHg and increase from baseline 10 mmHg 
24 months/2 years to <6 
years old (Children) 

34 mmHg and decrease from baseline 10 
mmHg  

59mHg and increase from baseline 10 mmHg  
6 to <12 years old (Children) 48 mmHg and decrease from baseline 10 

mmHg  
72mHg and increase from baseline 10 mmHg  

12 to 16/18 years old 
(Adolescents) 

54 mmHg and decrease from baseline 10 
mmHg  

78mHg and increase from baseline 10 mmHg  
Orthostatic 
hypotensio
n 

All age ranges SBP : St — Su ≤ - 20 mmHg  
DBP : St — Su ≤ - 10 mmHg   

Temperatur
e 

All age ranges Rectal, ear or temporal artery: >100.4 °F/38.0 °C 
Oral or pacifier: >99.5 °F/37.5 °C 
Axillary or skin infrared: >99 °F/37.2 °C 

Ear temperature not accurate 
below 6 months of age 

Respiratory 
rate 

Birth/0 to 27 days old 
(Neonates) 

< 30 per minutes  
> 60 per minutes Based on normal range 

 28 days/1 month to 23 
months old (Infants) 

< 24 per minutes  
> 40 per minutes 

24 months/2 years to <6 
years old (Children) 

< 22 per minutes  
> 34 per minutes 

6 to <12 years old (Children) < 18 per minutes  
> 30 per minutes 

12 to 16/18 years old 
(Adolescents) 

< 12 per minutes  
> 20 per minutes 

Sa02 All age ranges <95 %  
Weight All ranges >5 % weight loss from baseline 

 
Based on identification of 
trends in the child’s growth 
with a series of visits 
WHO Multicentre Reference 



CRITERIA for POTENTIALLY CLINICALLY SIGNIFICANT ABNORMALITIES 
For Studies in Children 

Parameter Age range PCSA Comments 
Study Group, 2006; Center 
for Disease Control. Growth 
chart 2007 

Clinical Chemistry  Ref Molleston JP et al. JPGN 
2011; Moritz et al., Pediatrics 
1999; Moritz et al., Pediatr 
Nephrol 2005 ; Sedlacek et 
al., Seminars in Dialysis 
2006) Gong G et al. Clinical 
Biochemistry 2009; 
Masilamani et al. Arch Dis 
Children 2012; Mulberg AE 
et al. Pediatric Drug 
Development Concepts and 
applications. John Wiley & 
sons, Inc. 2009 

ALT/SGPT All age ranges >3 ULN 
By distribution analysis: 
>3 ULN 
>5 ULN 
>10 ULN 
>20 ULN 

Based on normal ranges: 6 
to 50 U/L (0-5 days), 5 to 45 
U/L (1-19 years)  

AST/SGOT All age ranges >3 ULN 
By distribution analysis: 
>3 ULN    
>5 ULN   
>10 ULN  
>20 ULN 

Based on normal ranges: 35 
to 140 U/L (0-5 days), 15 to 
55 U/L (1-9 years), 5 to 45 
U/L (10-19 years) 

Alkaline 
Phosphatas
e 

All age ranges ≥1.5 ULN  Based on normal ranges: 
145 to 420 U/L (1-9 years), 
130 to 560 U/L (10-11 years), 
200 to 495 U/L (Boys 12-13 
years), 105 to 420 U/L (Girls 
12-13 years), 130 to 525 U/L 
(Boys 14-15 years), 70 to 
130 U/L (Girls 14-15 years), 
65 to 260 U/L (Boys 16-19 
years), 50 to 130 U/L (Girls 
16-19 years) 

Total 
Bilirubin 

All age ranges ≥1.3 ULN  CF = mg x 1.7 = μmol 

Based on normal ranges: <6 
mg/dL (Term 0-1 day), <8 
mg/dL (Term 1-2 days), <12 
mg/dL (Term 3-5 days), <1 



CRITERIA for POTENTIALLY CLINICALLY SIGNIFICANT ABNORMALITIES 
For Studies in Children 

Parameter Age range PCSA Comments 
mg/dL (Term >5 days) 

Conjugated 
Bilirubin 

All age ranges >35% Total  Bi l i rubin and TBILI≥1.3 ULN  
CF = mg x 1.7 = μmol 

Based on normal range: 0 to 
0.4 mg/dL  

ALT and 
Total 
Bilirubin 

All age ranges  ALT ≥ 3 ULN and Total Bilirubin ≥ 2 ULN 
 

CPK All age ranges ≥3 ULN  
 

Creatinine Birth/0 to <6 years old 
(Neonates, Infants, Children) 

>53 μmol/L or 0.6 mg/dL   
CF = mg x 8.8 = μmol 
Based on normal ranges: 
<0.6 mg/dL (0-1 year), 0.5 
to 1.5 mg/dL (1 to 16/18 
years) 

6 years to <12 years old 
(Children) 

>90 μmol/L or 1.1mg/dL 

12 years to 16/18 years old 
(Adolsecents) 

>132μmol/L or 1.5mg/dL 

Creatinine 
Clearance 

All age ranges 50 % of normal  
<60 ml/min/1.73m2 (After 1 year old) Based on GFR Bedside 

Schwartz Formula 

Based on normal ranges: 20 
to 50 (<8 days), 25 to 80 (8 
days to 1 month), 30 to 90 
(1-6 months), 40 to 115 (6-12 
months), 60 to 190 (12-23 
months), 90 to 165 (2-12 
years), 80-120 (After 12 
years)  

Uric Acid  All age ranges <2.0 mg/dL or 119 μmol/L 
>8.0 mg/dL or 476 μmol/L  CF = mg x 5.95 = μmol 

Based on normal ranges: 2.4 
to 6.4 mg/dL  

Blood Urea 
Nitrogen 
(BUN) 

Birth/0 to 27 days old 
(Neonates) 

≥4.3 mmol/L or 12 mg/dl 
CF = g x 16.66 = mmol 

Based on normal ranges: 3 
to 12 mg/dL (NN; 5 to 18 
mg/dL (other classes of age) 

28 days/1 month to 16/18 
years old (Infants, Children, 
Adolescents) 

≥6.4 mmol/L or 18 mg/dl 

Chloride All age ranges ≤80 mmol/L or 80 mEq/L 
≥115 mmol/L or 115 mEq/L CF = 1 

Based on normal range: 98 
to 106 

Sodium All age ranges ≤129 mmol/L or 129 mEq/L 
≥150 mmol/L or 150 mEq/L CF = 1 



CRITERIA for POTENTIALLY CLINICALLY SIGNIFICANT ABNORMALITIES 
For Studies in Children 

Parameter Age range PCSA Comments 

Based on normal range : 134 
to 146 

Potassium Birth/0 to 27 days old 
(Neonates) 

≤3.0 mmol/L or 3.0 mEq/L 
≥7.0 mmol/L or 7.0 mEq/L 

CF = 1 
Based on normal ranges: 3.0 
to 7.0 (NN); 3.5 to 6.0 
(Infants); 3.5 to 5.0 (>Infants) 

28 days/1 month to 23 
months old (Infants) 

≤3.5 mmol/L or 3.5 mEq/L 
≥6.0 mmol/L or 6.0 mEq/L 

24 months/2 years to 16/18 
years old (Children, 
Adolescents) 

≤3.5 mmol/L or 3.5 mEq/L 
≥5.5 mmol/L or 5.5 mEq/L 

Bicarbonat
e 

All age ranges ≤16 mmol/L or 16 mEq/L 
≥30 mmol/L or 30 mEq/L CF = 1 

Based on normal range: 18 
to 26 

Calcium 
total 

All age ranges ≤2.0 mmol/L or 8.0 mg/dL 
≥2.9 mmol/L or 11.6 mg/dL CF = mg x 0.025 = mmol 

Based on normal range: 8.4 
to 10.9 mg/dL 

Calcium 
ionized 

All age ranges ≤1.0 mmol/L or 4.0 mg/dL 
≥1.4 mmol/L or 5.6 mg/dL CF = mg x 0.025 = mmol 

Based on normal range: 4.0 
to 5.1 mg/dL 

Total 
Cholesterol 

All age ranges  >6.20 mmol/L or 240 mg/dL 
CF = g x 2.58 = mmol 

Based on normal ranges: 45 
to 182 mg/dL (1-3 years), 
109 to 189 mg/dL (4-6 
years), 126 to 191 mg/dL 
(Boys 6-9 years), 122 to 209 
mg/dL (Girls 6-9 years), 130 
to 204 mg/dL (Boys 10-14 
years), 124-217 mg/dL (Girls 
10-14 years), 114 to 198 
mg/dL (Boys 15-19 years), 
125 to 212 mg/dL (Girls 14-
19 years) 

Triglyceride
s 

All age ranges >4.0 mmol/L or 350 mg/dL 
After >12 hours of fast) 

CF = g x 1.14 = mmol 

Based on normal ranges: 30 
to 86 mg/dL (Boys 0-5 
years), 32 to 99 mg/dL (Girls 
0-5 years), 31-108 mg/dL 
(Boys 6-11 years), 35 to 114 



CRITERIA for POTENTIALLY CLINICALLY SIGNIFICANT ABNORMALITIES 
For Studies in Children 

Parameter Age range PCSA Comments 
mg/dL (Girls 6-11 years), 36 
to 138 mg/dL (Boys 12-15 
years), 43 to 138 mg/dL 
(Girls 12-15 years), 40 to 163 
mg/dL (Boys 16-19 years), 
40-128 mg/dL (Girls 16-19 
years) 

Lipasemia All age ranges >2 ULN Based on normal ranges: 3 
to32 U/L (1-18 years) 

Amylasemi
a 

All age ranges >2 ULN Based on normal ranges: 10 
to 30 U/L (NN), 10 to 45 U/L 
(1-18 years) 

Glucose All age ranges Hypoglycaemia <2.7 mmol/L or 50 mg/dL 
Hyperglycaemia >7 mmol/L or 120 mg/dL (fasted 
after >12 hours of fast); >10.0 mmol/L or 180 
mg/dL (unfasted) 

CF = g x 5.55 = mmol 

Based on normal ranges: 50 
to 90 mg/dL (NN), 60 to 100 
mg/dL (Child) 

CRP All age ranges >2 ULN or 
>10 mg/L (if ULN not provided) Based on normal ranges: <6 

mg/L 

Hematology Common Terminology 
Criteria for Adverse Events 
v3.0 (CTCAE), 2006 ; 
Division of Microbiology and 
Infectious Diseases Pediatric 
Toxicity Tables, 2007 ; 
Division of AIDS Table for 
Grading the Severity of Adult 
and Pediatric Adverse 
Events, 2004; Mulberg AE et 
al. Pediatric Drug 
Development Concepts and 
applications. John Wiley & 
sons, Inc. 2009; Family 
Practice Notebook, LLC, 
2012; Tietz NW et al. Clinical 
Guide to Laboratory Testing, 
3rd edition 1995 

WBC Birth/0 to 27 days old 
(Neonates) 

<4.0 GIGA/L or 4,000 /mm3 
>25.0 GIGA/L or 25,000 /mm3 To be used if no differential 

count available 

Based on normal ranges: 
9,000 to 30,000 /mm3 (birth), 
9,400 to 38,000 /mm3 (0-1 

28 days/1 month to 23 
months old (Infants) 

<4.0 GIGA/L or 4,000 /mm3 
>20.0 GIGA/L or 20,000 /mm3 

24 months/2 years to <6 
years old (Children) 

<3.0 GIGA/L or 3,000 /mm3 
>16.0 GIGA/L or 16,000 /mm3 

6 to <12 years old (Children) <5.0 GIGA/L or 5,000 /mm3 



CRITERIA for POTENTIALLY CLINICALLY SIGNIFICANT ABNORMALITIES 
For Studies in Children 

Parameter Age range PCSA Comments 
>17.0 GIGA/L or 17,000 /mm3 day), 5,000 to 21,000 /mm3 

(1 day-1 month), 6,000 to 
17,500 /mm3 (1 month-2 
years), 5,000 to 17,000 /mm3 
(2-6 years), 4,500 to 15,500 
/mm3 (6-11 years), 4,500 to 
13,500 /mm3 (11-18 years) 

12 to 16/18 years old 
(Adolescents) 

<4,5 GIGA/L or 5,000 /mm3 
>13.5 GIGA/L or 17,000 /mm3 

Lymphocyt
es (ALC) 

Birth/0 to 27 days old 
(Neonates) 

<1.2 GIGA/L or 1,200 /mm3 
>17.0 GIGA/L or 17,000 /mm3 Based on normal ranges: 

2,000 to 11,500 /mm3 (0-1 
days), 2,000 to 17,000 /mm3 
(2 days-1 month), 3,000 to 
13,500 /mm3 (1 month-2 
years), 1,500 to 9,500 /mm3 
(2-6 years), 1,500 to 8,000 
/mm3 (6-10 years), 1,200 to 
5,200 /mm3 (10-18 years) 

28 days/1 month to 23 
months old (Infants) 

<2.0 GIGA/L or 2,000 /mm3 
>13.5 GIGA/L or 13,500 /mm3 

24 months/2 years to <6 
years old (Children) 

<1.0 GIGA/L or 1,000 /mm3 
>9.5 GIGA/L or 9,500 /mm3 

6 to <12 years old (Children) <1.0 GIGA/L or 1,000 /mm3 
>8.0 GIGA/L or 8,000 /mm3 

12 to 16/18 years old 
(Adolescents) 

<0.6 GIGA/L or 600 /mm3 
>6.0 GIGA/L or 6,000 /mm3 

Absolute 
Neutrophil 
Count 
(ANC) 

Birth/0 to 27 days old 
(Neonates) 

<4.0 GIGA/L or 4,000 /mm3 (1 day old) 
<1.5 GIGA/L or 1,500 /mm3 (2-7 days old) 
<1.25 GIGA/L or 1,250 /mm3 (>7 day-1 month 
old) 
> 1 ULN 

Based on normal ranges: 
5,000 to 28,000 /mm3 (0-1 
day), 1,000 to 10,000 (1 day-
1 month), 1,000 to 8,500 (1-
12 months), 1,500 to 8,500 
(1 to 6 years), 1,500 to 8,000 
(6 to 10 years), 1;800 to 
8,000 (10 to 18 years)  

28 days/1 month to 23 
months old (Infants) 

<1.0 GIGA/L or 1,000/mm3 (1-3 months) 
<1.2 GIGA/L or 1,200 /mm3 (3-24 months) 
> 1 ULN 

24 months/2 years to <6 
years old (Children) 

<1.2 GIGA/L or 1,200 /mm3 
> 1 ULN 

6 to <12 years old (Children) <1.2 GIGA/L or 1,200 /mm3 
> 1 ULN 

12 to 16/18 years old 
(Adolescents)  

<1.2 GIGA/L or 1,200 /mm3 
> 1 ULN 

Eosinophils All age ranges >0.5 GIGA/L or 500 /mm3  
Or >ULN if ULN >0.5 GIGA/L or 500 /mm3 Based on normal ranges: 0 

to 500 /mm3 (0-1 month), 0 
to 300 /mm3 (1 month-18 
years) 

Hemoglobi
n 

Birth/0 to 27 days old 
(Neonates) 

< 86 mmol/L or 12.0 g/dL or any decrease > 0.31 
mmol/L or 2 g/dL 

CF = g x 1.55 = mmol 
Based on normal ranges: 15 
to 20 g/dL (0-3 days), 12.5 to 
18.5 g/dL (1-2 weeks), 10.0 
to 13.0 g/dL (1-6 months), 
10.5 to 13.0 g/dL (7 months-
2 years), 11.5 to 13.0 g/dL 
(2-5 years), 11.5 to 14.5 (5-8 
years), 12.0 to 15.2 g/dL (13-
18 years)   

28 days/1 month to 23 
months old (Infants) 

< 1.40 mmol/L or 9.0 g/dL or any decrease > 0.31 
mmol/L or 2 g/dL 

24 months/2 years to <16/18 
years old (Children, 
Adolescents) 

< 1.55 mmol/L or10.0 g/dL or any decrease > 
0.31 mmol/L or 2 g/dL 



CRITERIA for POTENTIALLY CLINICALLY SIGNIFICANT ABNORMALITIES 
For Studies in Children 

Parameter Age range PCSA Comments 
Hematocrit Birth/0 to 27 days old 

(Neonates) 
< 0.39 l/l or 40 % 
> 0.61 l/l or 47 % CF = % x 0.01 = l/l 

Based on normal ranges: 45 
to 61 % (0-3 days), 39 to 57 
% (1-2 weeks), 29 to 42 % 
(1-6 months), 33 to 38 % (7 
months-2 years), 34 to 39 % 
(2-5 years), 35 to 42 % (5-8 
years); 36 to 47 % (13-18 
years) 

28 days/1 month to 23 
months old (Infants) 

< 0.29 l/l or 29 % 
> 0.42 l/l or 42 % 

24 months/2 years to <16/18 
years old (Adolescents) 

< 0.32 l/l or 32 % 
> 0.47 l/l or 47 % 

Platelets All age ranges <100 GIGA/L or 100,000 /mm3 
> 700 GIGA/L or 700,000 /mm3 Based on normal ranges: 

250,000 to 450,000 /mm3 
(NN); 300,000 to 700,000 
/mm3 (1-6 months), 250,000 
to 600,00 /mm3 (7 months-2 
years), 250,000 to 550,000 
/mm3 (2-12 years), 150,000 
to 450,000 /mm3 (13-18 
years) 

Urinalysis Patel HP, Pediatr Clin N Am, 
2006 

Ketonuria All age ranges Presence Semi-quantitative methods 
Glycosuria All age ranges Presence Semi-quantitative methods 
Hematuria All age ranges > 1+ Semi-quantitative methods 
Proteinuria All age ranges > 1+ Semi-quantitative methods 



Week Target daya PK ADA 

W0 1 Day≤1 Day≤1 

D3 3 2≤Day<4  

D5 5 4≤Day<7  

D8 8 7≤Day<10  

D12 12 10≤Day<14  

W2 15 14≤Day<22  

W4 29 22≤Day<43  

W8 57 43≤Day<71  

W12 85 71≤Day<127 2≤Day<127 

W24 169 127≤Day<253 127≤Day<253 

W48 337 253≤Day<421 253≤Day<421 

W72 505 421≤Day<589 421≤Day<589 

W96 673 589≤Day<757 589≤Day<757 

W120 840 757≤Day<967 757≤Day<967 

W156 1092 Dayb≥967 Dayb≥967 

EOT+2 n.a. Dayc≥2 n.a. 
Follow-up  n.a. Dayd≥2 Dayd≥2



Week Target daya PK ADA 
a Based on days relative to the reference day (ie, the date of first dose of sarilumab). 
b Excluding the measurements at the end of study follow-up visit (ie, per protocol, 6 weeks after end of treatment visit) and at V88 for PK. 
c Only applicable to patients who d/c the study during the core treatment phase or not going to enter the extension phase - includes only the 

measurement(s) at V88 (ie, per protocol, 2 weeks after end of treatment visit). 
d Includes only the measurement(s) at the end of study follow-up visit V28 (ie, per protocol, 6 weeks after end of treatment visit). 



Week 
Target 
daya

 

 
 

 
 
) lipids 

ANA/Anti-ds 
DNA antibody 

Vital signs 
(Temperature 

[pcJIA], HR, BP) 
Vital signs 
(Weight) 

Vital signs 
(Height) 

W0 1   Day≤1 Day≤1 Day≤1 Day≤1 Day≤1 

D3 3        

D5 5        

D8 8        

D12 12        

W2 15        

W4 29   2≤Day<57  2≤Day<43   

W6 43        

W8 57     43≤Day<71   

W10 71        

W12 85   57≤Day<127 2≤Day<127 71≤Day<99 2≤Day<99 2≤Day<127 

W16 113     99≤Day<127 99≤Day<127  

W20 141     127≤Day<155 127≤Day<155  

W24 169   127≤Day<253 127≤Day<253 155≤Day<196 155≤Day<196 127≤Day<253 

W32 225     196≤Day<253 196≤Day<253  

W40 253     253≤Day<309 253≤Day<309  

W48 337   253≤Day<421 253≤Day<421 309≤Day<379 309≤Day<379 253≤Day<421 

W60 421     379≤Day<463 379≤Day<463  

W72 505   421≤Day<589 421≤Day<589 463≤Day<547 463≤Day<547 421≤Day<589 

W84 589     547≤Day<631 547≤Day<631  

W96 673   589≤Day<757 589≤Day<757 631≤Day<715 631≤Day<715 589≤Day<757 

W108 756     715≤Day<799 715≤Day<799  

W120 840   757≤Day<925 757≤Day<925 799≤Day<883 799≤Day<883 757≤Day<925 

W132 924     883≤Day<966 883≤Day<966  

W144 1008   925≤Day<1051 925≤Day<1051 966≤Day<1051 966≤Day<1051 925≤Day<1051 

W156 1092   Day≥1051 Day≥1051 Dayb≥1051 Dayb≥1051 Day≥1051 
Follow-

up  n.a.   n.a. n.a. Dayc≥2 Dayc≥2 n.a. 

a Based on days relative to the date of first dose of sarilumab. 
b Excluding the measurements at the end of study follow-up visit (ie, per protocol, 6 weeks after end of treatment visit). 
c Includes only the measurement(s) at the end of study follow-up visit V28 (ie, per protocol, 6 weeks after end of treatment visit). 


















