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Clinical Trial Results Website

Sponsor
Novartis Pharmaceuticals
Generic Drug Name
Instruction: Do not use trade/commercial names. 
Example: Valsartan


Trial Indication(s)
Instruction: This information is usually found on the clinical study report (CSR) title page. Please record all indications being studied in this protocol.


Protocol Number
CAIN457ADE11C
Protocol Title
A randomized, parallel-group, double-blind, placebo-controlled, multicenter phase 2 trial to investigate the safety and efficacy of secukinumab (AIN457) in patients with giant cell arteritis (TitAIN)
Clinical Trial Phase
Phase 2
Phase of Drug Development
Instruction: Stage of the drug in development.  This is not the trial phase.  For example a Phase I drug-drug interaction trial can be conducted during Phase 3 drug development.
Example:  Phase I, II, III, IV

Study Start/End Dates  
Study Start Date: January 2019 (Actual)
Primary Completion Date: June 2021 (Actual)
Study Completion Date: June 2021 (Actual)
Reason for Termination (If applicable)


Study Design/Methodology
Instruction: This information is found in the CSR synopsis and should, at a minimum, contain the type of study conducted with a description of the treatment periods. Adjust verb tense to past 
tense as necessary.
Definition: Specific information about how the trial was conducted
Example: Multicenter, multinational, randomized, double-blind, parallel-group, efficacy

Centers
Germany(11)

Objectives:
Instruction:  This information can be found in the CSR Synopsis.   Objectives should align with the Outcome Measures.  

Test Product (s), Dose(s), and Mode(s) of Administration
Instruction: This information can be found in the CSR synopsis.
Definition: Name, dose, and route of administration of study drug. Do not include preparation instructions of product.
Example: Oral tablets of xyz 160 mg

Statistical Methods 
Instruction : Do not include the statistical methodology applied to exploratory outcome measures. 
Definition:  Statistical methodology applied to the data. This section should be copied directly from the statistical methods section of the CSR Synopsis. If the stats methodology does not align with the primary and secondary outcome measures (results) than edit the statistical methodology section to ensure alignment with the primary and secondary results.
Example: Unless otherwise specified, all statistical tests were conducted against a 2-sided alternative hypothesis, employing a significance level of 0.05.


Study Population: Key Inclusion/Exclusion Criteria 
Inclusion Criteria:





 Diagnosis of GCA classified according to the following criteria:

  •Age at onset of disease ≥ 50 years.

  •History of ESR ≥ 30 mm/hr or CRP ≥ 10 mg/L.

  •Unequivocal cranial symptoms of GCA (new-onset localized headache, scalp or temporal artery tenderness, ischemia-related vision loss, or otherwise unexplained mouth or jaw pain upon mastication)

AND/OR

symptoms of polymyalgia rheumatica (PMR) defined as shoulder and/or hip girdle pain associated with inflammatory morning stiffness

  •Temporal artery biopsy revealing features of GCA 

AND/OR 

  •evidence of large-vessel vasculitis by angiography or cross-sectional imaging study such as magnetic resonance angiography (MRA), computed tomography angiography (CTA), positron emission tomography-computed tomography (PET CT), or ultrasound



 Patients with new onset GCA or relapsing GCA

(Definition new onset: diagnosis of GCA within 6 weeks of Baseline Visit; Definition relapsing GCA: diagnosis of GCA (in accordance with inclusion criterion no. 4) > 6 weeks before Baseline Visit and in the meantime achieved remission (absence of signs and symptoms attributable to GCA and normalization of ESR (< 30 mm/hr) and CRP (<10.0mg/L) included) including previous treatment with ≥ 25 mg/day prednisolone equivalent for ≥ 2 weeks.)



 Active disease as defined by the presence of signs and symptoms of GCA (cranial or PMR) and elevated ESR ≥ 30 mm/hr, or CRP ≥ 10 mg/L, attributed to active GCA within 6 weeks of Baseline.



Prednisolone dose of 25-60 mg/day at Baseline.





Exclusion Criteria:



Previous exposure to secukinumab or other biologic drug directly targeting Interleukin(IL)-17 or IL-17 receptor.



Patients treated with any cell-depleting therapies including but not limited to anti-CD20 or investigational agents (e.g. anti-CD3, anti-CD4, anti-CD5 or anti-CD19).



Patients who have previously been treated with any biologic agent including but not limited to tocilizumab, sirukumab, abatacept, or tumor necrosis factor alpha (TNFα) inhibitors (infliximab, adalimumab, etanercept, certolizumab, golimumab).



Patients who have previously been treated with tofacitinib or baricitinib.



Patients treated with i.v. immunoglobulins or plasmapheresis within 8 weeks prior to Baseline.



Patients treated with cyclophosphamide, tacrolimus or everolimus within 6 months prior to Baseline.



Patients treated with hydroxychloroquine, cyclosporine A, azathioprine, sulfasalazine or mycophenolate mofetil within 4 weeks of Baseline.



Patients treated with leflunomide within 8 weeks of Baseline unless a cholestyramine washout has been performed in which case the patient must be treated within 4 weeks of Baseline.



Patients treated with an alkylating agent except for cyclophosphamide as mentioned above.



Patients requiring systemic chronic glucocorticoid therapy for any other reason than GCA.



Chronic systemic glucocorticoid therapy over the last 4 years or longer; or inability, in the opinion of the investigator, to withdraw glucocorticoid therapy through protocol-defined taper regimen due to suspected or established adrenal insufficiency.



Patients requiring chronic (i.e. not occasional “prn”) high potency opioid analgesics for pain management.



Active ongoing inflammatory diseases or underlying metabolic, hematologic, renal, hepatic, pulmonary, neurologic, endocrine, cardiac, infectious or gastrointestinal conditions, which in the opinion of the investigator immunosuppressed the patient and/or places the patient at unacceptable risk for participation in an immunomodulatory therapy.



History of renal trauma, glomerulonephritis, or patients with one kidney only, or a serum creatinine level exceeding 1.8 mg/dL (159.12 μmol/L). 



Screening total white blood cell (WBC) count < 3000/μL, or platelets < 100 000/μL or neutrophils < 1500/μL or hemoglobin < 8.3 g/dL (83 g/L).



Major ischemic event, unrelated to GCA, within 12 weeks of screening.



Known infection with human immunodeficiency virus (HIV), hepatitis B or hepatitis C at screening or randomization.



Life vaccinations within 6 weeks prior to Baseline or planned vaccination during study participation until 12 weeks after last study treatment administration.

Participant Flow Table

Baseline Characteristics 

Instruction: This information can usually be found in Section 11 of the CSR. Do not include in-text table numbers, post-text table numbers, or appendix numbers from the CSR. Do not include figures or graphics.  Do not include written descriptions.
Definition:  Outcome Measures tables should match what is in the CSR.  Titles, Tables and Footnotes should be copied/pasted under Primary and Secondary Outcome Measure results. All Primary and Secondary Outcome Measures should be reported. If there is a corresponding Clinicaltrials.gov record, ensure the number and variable of Outcome Measures matches ClinicalTrial.gov.  Formatting may differ. 

Primary Outcome Result(s) 

Secondary Outcome Result(s)


[bookmark: _GoBack]Instruction: This information can usually be found in the CSR 
Definition:  Safety tables for Company Clinical Trial Results template: by system organ class, 
By preferred term and death/SAE/discontinuations 

Safety Results

All-Cause Mortality

Serious Adverse Events by System Organ Class

Other Adverse Events by System Organ Class

Other Relevant Findings
Definition: Important finding not meeting the criteria for efficacy/safety results (ie, notable change in laboratory or drug trough values that posed no safety issue, but is of medical interest).
Example: Mean (SD) parameters of company product 
Conclusion:
Instruction:  This should be copied from the CSR Synopsis.  Please read carefully:
· Ensure that the conclusion refers to only primary and secondary outcome measures
· No exploratory outcome measures
· Spell out all acronyms
· Remove any company specific terminology

Date of Clinical Trial Report
Definition: e-signature date
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