Proposed Collaborative Clinical Trials/Studies with the Center for Human Immunology, Autoimmunity and Inflammation (CHI)
“The mission of the trans-NIH CHI is cooperative research based on advanced technologies in order to efficiently translate enhanced understanding of immune function and pathophysiology to the clinic. The Center is based on cooperative research, technologically driven with the goal of understanding human immunology, and addressing pathophysiologically related human diseases. This initiative is translational, but this overused term is defined here as both directly resulting in improved therapy of immune-medicated diseases and deriving important and often unique biologic information from the study of ill human beings.”

Please visit our website at: http://www.nhlbi.nih.gov/resources/chi/index.htm

The Center for Human Immunology is seeking collaborations for clinical trials/studies in the field of human immunology. Examples of such trials/studies include but are not limited to: interventions to treat immune mediated diseases, interventions to study the pathophysiology of immune mediated diseases, provocative tests to study the normal immune response in healthy volunteers.

What is CHI looking for?
1.  High quality of science
2.  Pilot clinical trial/study involving 10-20 subjects.  NOTE: Larger studies will 

be considered if judged particularly important.
3.  A well-defined plan for the involvement of patients (not just tissue specimens) 

4.  The potential to: result in an increased understanding of an important immune-mediated disease process, lead to a new therapeutic intervention, or gain understanding of the normal immune system.

What does CHI offer?
1. Help in developing the clinical protocol, moving it through the regulatory process, and implementing it.

2. Recruiting patients, providing clinical care and service, and collecting clinical data and clinical samples.

3. Sample processing and analysis for the following: 

a. RNA expression by microarray 

b. Extensive flowcytometry phenotyping of PBMCs

c. Isolation and cryopreservation of PBMCs and serum

What is expected from our collaborator?
1. A clearly formulated and incisive scientific question

2. A pilot study of no more then 20 subjects, or a larger study if particularly important.
3. Clearly defined primary endpoints

4. The ability to perform all other required assays except for the ones stated above 

How will proposals be selected for implementation?
The CHI leadership together with our internal (NIH) advisory committee will select approximately 3-4 protocols/year based on the following criteria:

1. Scientific merit 

2. Feasibility

3. Ability to recruit subjects

4. Priority will be given to proposals that have the greatest potential impact because they can easily be applied/ translated to multiple disease processes.

Proposal for a Collaborative Pilot Clinical Trial/Study with the Center for Human Immunology, Autoimmunity and Inflammation (CHI)
Principal Investigator:

Associate investigators:

Title:

Abstract:

Keywords:

Objectives

Background and rational:

Study design:

Primary endpoints:

Secondary endpoints:

Relevance to other diseases:

Recruitment capability; Please estimate how many subjects/month can be recruited 

Lab assay required:

1. To be performed by CHI

2. To be performed by investigator

Additional lab resources needed:

Clinical resources:

By CHI

By investigator (not mandatory)

