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Learning Objectives

1) Introduction to Clinical Trials

2)Trials and Lupus

3)The Future of clinical trials



Definition of a Clinical Trial

A research study in which one or more human 

subjects are prospectively assigned to one or 

more interventions (which may include placebo or 

other control) to evaluate the effects of those 
interventions on health-related biomedical or behavioral 

outcomes.
National Institute of Health 



The Phases of Clinical Trials



The Design of a Clinical Trial

Screening Randomization

Medicine Outcomes

Placebo Outcomes

30-45 days 1-4 years



Part I: 
The Informed consent

1. Research – statement that study involves 
research, its purpose, duration, procedures, 
& identification of experimental procedures

2. Risks - or discomforts, that are reasonably 
foreseeable 

3. Benefits – to subject or others, that are 
reasonably expected

4. Alternative - procedures or treatments 
available, if any

Food & Drug Administration (FDA)

5. Confidentiality - of records identifying 
subject, though may be inspected by 
authorized entities (i.e., FDA, IRB, UCD/UCH, 
Sponsor)

6. Research-Related Injury – available 
treatment & compensation (if study is greater 
than minimal risk)

7. Contact – person for questions regarding the 
study, subject’s rights, or research-related 
injury

8. Voluntary – no penalty or loss of benefits for 
choosing not to participate & may discontinue 
at any time



Part I: 
Screening

Inclusion Criteria (All) Exclusion Criteria (Just one)

• At least 18 years of age.
• Clinical diagnosis of Systemic Lupus 

Erythematosus (SLE) by SLICC criteria.
• Active SLE disease.
• Autoantibody-positive.
• On stable SLE treatment regimen which 

may include corticosteroids (prednisone), 
antimalarial (hydroxychloroquine) and/or 
immunosuppressants (azathioprine, 
methotrexate, mycophenolate, etc.)

• Pregnant or nursing.
• Have received treatment with an investigational 

biological agent in the past year.
• Have severe active lupus kidney disease.
• Have severe active central nervous system 

(CNS) lupus.
• Have active infections 
• Have a history of hypersensitivity reactions to 

contrast agents or biological medicines.



Part I: 
Screening Lupus Activity
• BICLA = BILAG-based Combined Lupus 

Assessment 
• SRI 4 = Systemic Lupus Erythematosus 

Responder Index 4
• CLASI = Cutaneous Lupus Erythematosus 

Disease Area and Severity Index 
• SLEDAI-2K = Systemic Lupus Erythematosus 

Disease Activity Index 2000

• MCS = Mental Component Summary 
• MOS SF = 20-item Medical Outcomes Study 

Short Form 
• SF-36 = 36-item Short Form Health Survey 
• FACIT-F = Functional Assessment of Chronic 

Illness Therapy–Fatigue  

• PGA = Physician Global Assessment Arthritis Care & Research 
Vol. 72, No. S10, October 2020, pp 27–46

• LFA-REAL = Lupus Foundation of America Rapid 
Evaluation of Activity in Lupus

• SFI = SELENA-SLEDAI Flare Index 
• SLAM = Systemic Lupus Activity Measure 
• SLAQ = Systemic’s Lupus Activity Questionnaire 
• SDI = Systemic Lupus International Collaborating 

Clinics/American College of Rheumatology Damage 
Index



Part I: 
The Frist Day



The Design of a Clinical Trial

Screening Randomization

Medicine Outcomes

Placebo Outcomes

30-45 days 1-4 years



The Placebo
The Placebo: a substance that has no 
therapeutic effect, used as a control in testing new 
drugs

The Placebo Effect: a beneficial effect which 
cannot be attributed to the properties of the 
placebo itself, and must therefore be due to the 
patient's belief in that treatment



https://doi.org/10.1016/bs.irn.2018.07.021 

The Placebo Effect
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Randomized Double-Blind Placebo-Controlled Trial

The Gold Standard of Clinical Trials



Part II: 
Medicine/Placebo

Oral

Intravenous

Subcutaneous

Transdermal



Part I: 
Outcomes



Part I: 
Outcomes



Part I: 
Outcomes



Clinical Trials

UPs

• Contribute to the development of 
better treatments

• Extensive clinical evaluation
•
• More frequent regular follow ups

• Better understanding of the disease

DOWNs

• Frequent blood drawing and Visits

• Time consuming

• Anxiety for unknowns



Part III: 
Lupus Clinical Trials

How do I find 
and enroll in one ?

• Ask your Rheumatologist

• Ask your Local or National 
Foundation

• Search on clinicaltrial.gov



Part III: 
Lupus Clinical Trials



Part III: 
Lupus Clinical Trials



Part III: 
Lupus Clinical Trials



Virtual Clinical Trials

Clinicalink.com

The Future of Clinical Trials



The Design of a Clinical Trial

Screening Randomization

Medicine Outcomes

Placebo Outcomes

30-45 days 1-4 years



Final thoughts of Clinical Trials

Save lives and give us better options

Are based on the generosity of patients



The Dream of Every Lupologist
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