
Multiple organs and systems 

Eligibility/stratification tests:

ANA, anti-dsDNA antibody, anti-Smith antibody, 
antiphospholipid antibody, anti-RNP antibody, anti-SS-A antibody, 
anti-SS-B antibody, C3, C4, CH50, Coombs, etc.

RF, anti-CCP antibody, HLA-B27, hsCRP, HBV, HCV, HIV, TB, etc.

PD tests:
SLEDAI-2K-related: C3, C4, CH50, anti-dsDNA antibody, and UPCR

BILAG-2004-related: anticardiolipin antibody, lupus anticoagulant, 
haptoglobin, and Coombs

Other immune markers: IgG, IgA, IgM, IgE, peripheral blood B-cell subsets, etc.

Inflammatory factors and cytokines: IL-6, IFN-γ, etc.

Other biomarkers: based on MOA of the drugs

Systemic lupus erythematosus (SLE)

Eligibility/stratification tests:

CSF oligoclonal bands, peripheral blood B lymphocytes, HBV, HCV, HIV, TB, etc.

PD tests:

Lymphocytes: total lymphocyte count in peripheral blood, CD19/CD20 positive 
B lymphocyte count

Immunoglobulins: IgG, IgA, and IgM quantitation

Other biomarkers: PD markers (based on MOA of the drugs)

Multiple sclerosis

Eligibility/stratification tests:

Disease activity: hsCRP

Exploratory markers: serum levels of IL-17A, IL-17F, IL-23, etc. 

(based on MOA of the drugs)

PD tests:

Rheumatoid arthritis (RA)/Spondyloarthritis (SpA)

Rheumatic disease

Neuromuscular disorders

Comprehensive central lab tests for IMIDs clinical trials

Eligibility/stratification tests:

Total serum IgE, allergen-specific IgE, peripheral blood eosinophil count, HBV, HCV, HIV, TB, etc.

Exploratory PD markers:

Total serum IgE, allergen-specific IgE, peripheral blood eosinophil count, TARC/CCL17, hsCRP, 

LDH, IL-31, etc.

Atopic dermatitis

Eligibility tests:

HBV, HCV, HIV, TB, etc.

PD tests:

Disease activity: hsCRP

Exploratory markers: detection of skin biopsy tissue markers (FCM/mIHC/qPCR/NGS, etc.); 
serum levels of IL-17A, IL-17F, IL-22, etc.,(based on MOA of the drugs)

Psoriasis

Eligibility tests:

HBV, HCV, HIV, TB, fecal culture, fecal Clostridium difficile test

PD tests:

Histological efficacy endpoints: endoscopic histology and evaluation

Efficacy-related markers: hsCRP, fecal calprotectin, HCT (calculated by CDAI)

Other biomarkers: T/B/NK lymphocyte subsets, C3, C4, cytokines, etc., (based on MOA of the drugs)

Ulcerative colitis (UC)/Crohn's disease (CD)

Eligibility tests:

Peripheral blood eosinophil count, HBV, HCV, HIV, TB, etc.

PD tests:

Asthma

Inflammatory skin disorders

Inflammatory bowel disease

Inflammatory respiratory tract disease

Immunoglobulins: IgE, IgG, IgA, and IgM quantitation

Other biomarkers: peripheral blood eosinophil count, T/B/NK lymphocyte subsets, PD markers 
(based on MOA of the drugs)
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