Supplementary information
Table 1: Inclusion and exclusion criteria 
	Inclusion criteria
	Exclusion criteria

	1. Willing to provide voluntary written informed consent.
1. Male or Female subjects between 18 to 65 years of age (both inclusive)
1. Subjects with diagnosis of Axial Ankylosing spondylitis (AS) based on the 1984 modified New York classification criteria, has active AS, as defined by fulfilment of at least 2 of the following 3 conditions at both Screening and Baseline visits:
2. BASDAI score ≥ 4
2. Total back pain on a visual analog scale (VAS; 0-10 cm) ≥ 4
2. Morning stiffness ≥ 1 hour
1. Has inadequate response to or intolerance to one or more non-steroidal anti- inflammatory drugs (NSAIDs) as assessed by the Investigator
1. Willing and able to comply with the protocol.
	The subjects were excluded from the study based on the following criteria:
1. Has total spinal ankylosis (bamboo spine)
2. Has undergone spinal surgery or joint surgery involving joints assessed within 2 months prior to screening
3. Has received intra-articular joint injection(s), spinal or paraspinal corticosteroid injection(s) within 28 days prior to Baseline
4. Has prior exposure to any anti-TNF (tumor necrosis factor) therapy at any time.
5. Subjects with clinically active TB (Note: In case of subjects with latent TB, the treatment for latent TB was initiated before the first dose of the investigational product.)
6. Subjects with underlying conditions that may predispose them to infection
7. Subjects with history or presence of cardiac, renal, neurologic, psychiatric, endocrinologic, metabolic, or hepatic disease which in the opinion of the investigator does not allow participation of the subject in this study
8. Known hypersensitivity to any component of the investigational product and other medications used in this study
9. Subjects with a non-healed fracture
10. Subject’s having the following laboratory results at screening
a. Absolute neutrophil count (ANC) < 1,500/mm3
b. Hemoglobin (Hb) <10 g/dL
c. Platelet count < 100,000/mm3
d. Total bilirubin level > 1.5 times the upper limit of the normal laboratory range (ULN)
e. Aspartate aminotransferase (AST) and alanine transaminase (ALT) >3 x ULN
f. Alkaline phosphatase >3 x ULN
g. Serum Creatinine level > 1.25 x ULN
1. Subjects suffering from acute or chronic infection(s)
1. Subjects with congestive heart failure
1. Positive serology for human immunodeficiency virus (HIV), hepatitis B virus (HBV) and hepatitis C virus (HCV) at screening
1. Subjects of childbearing potential, who are not willing to use adequate contraception during the study period.
1. Female subjects who are pregnant or nursing
1. Has any concurrent disease or condition, which in the opinion of the investigator does not allow participation of the subject in this study
1. Has participated in any other clinical trial and received experimental medications within 4 weeks prior to screening




Most common reason for screen failure was subject not meeting Criteria of Active AS as per 1984 Modified New York Criteria, other inclusion, exclusion criteria was patient with abnormal Lab investigations, patient had bamboo spine, patient with Low Hb, Patient unable to visit every alternate week etc
Table 2: Summary of Medical/Surgical History and Current Illness- Safety Population (N=192)

	
Response,	Medical/
Surgical History, n (%) [1]
	Biosimilar Adalimumab
(N=125)
	iADA  (N=67)
	
Overall (N=192

	Subjects with any medical history (including concurrent illnesses)?
	125 (100.0%)
	67 (100.0%)
	192 (100.0%)

	Blood And Lymphatic System Disorders
	2 (1.6%)
	1 (1.5%)
	3 (1.6%)

	Anaemia
	2 (1.6%)
	0(0.0%)
	2 (1.0%)

	Polycythaemia
	0(0.0%)
	1 (1.5%)
	1 (0.5%)

	Eye Disorders
	1 (0.8%)
	1 (1.5%)
	2 (1.0%)

	Uveitis
	1 (0.8%)
	1 (1.5%)
	2 (1.0%)

	Gastrointestinal Disorders
	1 (0.8%)
	0(0.0%)
	1 (0.5%)

	Anal Fissure
	1 (0.8%)
	0(0.0%)
	1 (0.5%)




	
Response,	Medical/
Surgical History, n (%) [1]
	Biosimilar Adalimumab (N=125)
	iADA
 (N=67)
	
Overall (N=192

	General Disorders And Administration Site Conditions
	0(0.0%)
	1 (1.5%)
	1 (0.5%)

	Pyrexia
	0(0.0%)
	1 (1.5%)
	1 (0.5%)

	Hepatobiliary Disorders
	1 (0.8%)
	0(0.0%)
	1 (0.5%)

	Hepatomegaly
	1 (0.8%)
	0(0.0%)
	1 (0.5%)

	Infections And Infestations
	4 (3.2%)
	3 (4.5%)
	7 (3.6%)

	Asymptomatic Covid-19
	0(0.0%)
	1 (1.5%)
	1 (0.5%)

	Covid-19
	1 (0.8%)
	0(0.0%)
	1 (0.5%)

	Latent Tuberculosis
	3 (2.4%)
	1 (1.5%)
	4 (2.1%)

	Leprosy
	0(0.0%)
	1 (1.5%)
	1 (0.5%)

	Injury,	Poisoning	And	Procedural Complications
	1 (0.8%)
	0(0.0%)
	1 (0.5%)

	Limb Injury
	1 (0.8%)
	0(0.0%)
	1 (0.5%)

	Metabolism And Nutrition Disorders
	5 (4.0%)
	5 (7.5%)
	10 (5.2%)

	Diabetes Mellitus
	2 (1.6%)
	4 (6.0%)
	6 (3.1%)

	Obesity
	0(0.0%)
	1 (1.5%)
	1 (0.5%)

	Type 2 Diabetes Mellitus
	3 (2.4%)
	0(0.0%)
	3 (1.6%)

	Musculoskeletal	And	Connective	Tissue Disorders
	125 (100.0%)
	67 (100.0%)
	192 (100.0%)

	Ankylosing Spondylitis
	85 (68.0%)
	40 (59.7%)
	125 (65.1%)

	Arthritis
	1 (0.8%)
	0(0.0%)
	1 (0.5%)

	Axial Spondyloarthritis
	37 (29.6%)
	25 (37.3%)
	62 (32.3%)

	Back Pain
	0(0.0%)
	3 (4.5%)
	3 (1.6%)

	Juvenile Idiopathic Arthritis
	0(0.0%)
	1 (1.5%)
	1 (0.5%)

	Kyphosis
	2 (1.6%)
	0(0.0%)
	2 (1.0%)

	Sacral Pain
	1 (0.8%)
	0(0.0%)
	1 (0.5%)

	Sacroiliitis
	1 (0.8%)
	0(0.0%)
	1 (0.5%)

	Spinal Osteoarthritis
	1 (0.8%)
	0(0.0%)
	1 (0.5%)

	Synovitis
	0(0.0%)
	1 (1.5%)
	1 (0.5%)

	Neoplasms Benign, Malignant And Unspecified (Incl Cy
	0(0.0%)
	1 (1.5%)
	1 (0.5%)

	Meningioma
	0(0.0%)
	1 (1.5%)
	1 (0.5%)

	Nervous System Disorders
	1 (0.8%)
	1 (1.5%)
	2 (1.0%)

	Brain Stem Stroke
	0(0.0%)
	1 (1.5%)
	1 (0.5%)

	Paraesthesia
	1 (0.8%)
	0(0.0%)
	1 (0.5%)

	Renal And Urinary Disorders
	3 (2.4%)
	1 (1.5%)
	4 (2.1%)

	Haematuria
	2 (1.6%)
	0(0.0%)
	2 (1.0%)

	Nephrolithiasis
	1 (0.8%)
	1 (1.5%)
	2 (1.0%)

	Reproductive System And Breast Disorders
	1 (0.8%)
	0(0.0%)
	1 (0.5%)

	Prostatomegaly
	1 (0.8%)
	0(0.0%)
	1 (0.5%)

	Skin And Subcutaneous Tissue Disorders
	1 (0.8%)
	0(0.0%)
	1 (0.5%)

	Hand Dermatitis
	1 (0.8%)
	0(0.0%)
	1 (0.5%)

	Surgical And Medical Procedures
	4 (3.2%)
	4 (6.0%)
	8 (4.2%)

	Appendicectomy
	0(0.0%)
	1 (1.5%)
	1 (0.5%)

	Hip Arthroplasty
	4 (3.2%)
	1 (1.5%)
	5 (2.6%)

	Immunisation
	0(0.0%)
	1 (1.5%)
	1 (0.5%)

	Knee Arthroplasty
	0(0.0%)
	1 (1.5%)
	1 (0.5%)

	Vascular Disorders
	4 (3.2%)
	1 (1.5%)
	5 (2.6%)

	Essential Hypertension
	0(0.0%)
	1 (1.5%)
	1 (0.5%)




	
Response,	Medical/
Surgical History, n (%) [1]
	Biosimilar Adalimumab (N=125)
	iADA
(Adalimumab) (N=67)
	
Overall (N=192

	Hypertension
	4 (3.2%)
	0(0.0%)
	4 (2.1%)

	Source Data:Table 14.1.3.1 Listing 16.2.4.2 Note:
[1] Percentages were calculated using respective column header group count as denominator.





Table 3: Summary for Pharmacokinetic Parameters-PK Population(N=30)
	


Visit/Parameter
	

Biosimilar Adalimumab (N=15)
	

iADA
(Adalimumab) (N=15)
	


GMC Ratio (90%CI)
	

p- valu e, [1]

	Cmax(ng/mL)
	
	
	
	

	N
	15
	15
	
	

	Mean
	5389.33
	5673.20
	
	

	SD
	2086.16
	2419.03
	
	

	Median
	4946
	4976
	
	

	Range (Min:Max)
	(2260 : 10780)
	(3416:13176)
	
	

	GMC
	5038.99
	5322.90
	94.67(75.42:118.82)
	0.68

	CV%
	38.7
	42.6
	
	

	
	
	
	
	

	AUC0-t(hr*ng/mL)
	
	
	
	

	N
	15
	15
	
	

	Mean
	1310040.53
	1408991.73
	
	

	SD
	425337.61
	652147.38
	
	

	Median
	1245568
	1245388
	
	

	Range (Min:Max)
	(604040:1962040)
	(786016:3470476)
	
	

	GMC
	1242078.32
	1311426.96
	94.71(75.90 : 118.19)
	0.68

	CV%
	32.5
	46.3
	
	

	
	
	
	
	

	AUC0-inf (hr*ng/mL)
	
	
	
	

	N
	15
	15
	
	

	Mean
	5588288.527
	8183409.306
	
	

	SD
	5921340.246
	12928395.21
	
	

	Median
	3631053.72
	3289377.67
	
	

	Range (Min:Max)
	(2193440.2:22775677.71
)
	(1795909.99:48283755.15
)
	
	

	GMC
	4250308.82
	4432650.04
	95.89(53.20 : 172.82)
	0.9

	CV%
	106
	158
	
	

	
	
	
	
	

	Tmax(hr)
	
	
	
	

	N
	15
	15
	
	

	Mean
	131.2
	144
	
	

	SD
	99.728
	66.659
	
	

	Median
	96
	168
	
	




	Range (Min:Max)
	(24:336)
	(72:336)
	
	

	GMC
	101.21
	131.79
	76.79(52.36: 112.63)
	0.25

	CV%
	76
	46.3
	
	

	
	
	
	
	

	HL_Lambda_z(hr)
	
	
	
	

	N
	15
	15
	
	

	Mean
	1117.158
	913.304
	
	

	SD
	2079.402
	1223.653
	
	

	Median
	333.98
	407.86
	
	

	Range (Min:Max)
	(206.75:7318.19)
	(209.68:4010.99)
	
	

	GMC
	546.77
	533.95
	102.4(52.11: 201.21)
	0.95

	CV%
	186.1
	134
	
	

	
	
	
	
	

	[1] p-value was calculated to test the difference in log transformed values of PK parameters between treatment arm using ANOVA.
	




