Lupus, Autoimmunity, Inflammation and Immune Health Center of Excellence (LACE)

1. Lupus, Autoimmunity, Inflammation and Immune Health Center of Excellence
(LACE). The development of a Lupus and Autoimmune Disease Center has long been
proposed at Upstate. LACE would be based on strong basic and clinical research
programs that have been continuously supported by the National Institutes of Health for
25 years. The research, clinical and educational programs will be widely advertised and
posted on research pages and the clinical practice sites. LACE will be an attraction to
students, scientists, physicians, patients, and potential donors.

2. Population Base and Community Outreach. Autoimmune diseases affect at least
7.6%-9.4% of the population (8) which represent a leading causes of morbidity and
mortality, especially in women of child-bearing age in the United States (9). Upstate has
become a major referral center for systemic autoimmune diseases, such as lupus,
rheumatoid arthritis, vasculitides, spondylarthritides, inflammatory bowel disease,
nephritis, and neurological diseases, such as multiple sclerosis (10,11). Patients with
these conditions require integrated care and the contribution of primary care physicians
and specialists. Diagnosis is often delayed and inappropriate monitoring leads to
suboptimal outcomes. Upstate has a cohort of over eight hundred patients with systemic
lupus erythematosus (SLE). Due to delayed or incorrect diagnosis as well as inadequate
treatment, mortality is still approaching 10% over 5 years, mainly among young women.
LACE would be instrumental in reaching out to the greater Central and Upstate New
York Community of up to 2 million inhabitants. The Center would provide web-based
information resources and live educational sessions and facilitate access to health care
providers at Upstate.

3. Health Disparities. Autoimmune diseases preferentially affect women of child-bearing
age (8,9). In the most severe form of systemic autoimmunity, SLE, a higher prevalence
among African-Americans is well documented (12). The incidence and prevalence of
SLE is up to 4 times higher in African-Americans compared with Caucasians (13). Due
to the excessive disease burden of the African-American population, it is critical to
understand and document within-group disease characteristics. This facilitates targeted
consideration for early diagnosis, screening of family members, which could lead to
better treatment outcomes. Increased understanding will increase minority participation
in research, which has been suboptimal. The prevalence and disease burden of
rheumatoid arthritis and insulin-dependent diabetes are increased among Native
Americans in Central New York. Characterization and documentation of such diagnoses,
disease burden, and assessment of outcome will be of primary importance.

4. Urgency. There have been persistent and increasingly ominous difficulties of
infrastructural support. Ongoing NIH-supported programs have lost access to key
metabolomic mass spectroscopy and imaging instrumentation. Such difficulties have
hampered accomplishment of proposed studies and competitive renewal of grants. Flow
flow cytometry capabilities have not been updated in 15 years. Since 2015, we have
received three new NIH grants, two RO1 and one R34, for basic and translational studies
in lupus. In particular, the R34 grant is aimed to develop a multicenter trial for treatment
of SLE though a UO1 Center Grant funding mechanism. This is a biomarker-driven study
which requires core facilities that can monitor projected outcomes. We have secured
letters of collaboration from 20 academic medical centers. Existence of the proposed
Center seems essential to secure funding for the actual trial. The technical core facilities
would support studies in other diseases with autoimmune and inflammatory
pathogenesis. The proposed Biobank will be available for all centers at Upstate.
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5. Unmet Needs. The current laboratory uses tools and instruments that are over 20 years
old on average. The start-up will support two staff members for 3 years. One of the staff
members would be study coordinator/data manager/program developer. This person will
help develop study protocols and serve as liaison to the IRB. A second staff member
would be a registered nurse/laboratory technician with experience in bio-banking. Funds
will also be used to cover the cost of database development and information
management. Beyond clinical trial participation, the staff would develop programs for
continuity of care, compliance with medications and follow-up visits, coordination of care
with other subspecialist, and develop patient databases for biomarker-linked assessment
of outcomes. After the intra-structure has been established and protocols have been
approved by the IRB, services will be advertised in gradually expanding circles. It will be
important to monitor that advertisement cab be matched with services.

6. Budget. To start up the center, an initial investment of $1,000,000 is sought. This would
provide funding for equipment and two staff members for 3 years. If possible, this
account should remain open after three years to allow replenishment of funds with
income from clinical trials or personal donations. | envision that one of the staff members
would be study coordinator/data manager/ program developer. This person will help
develop study protocols and serve as liaison to the IRB. A second person would be a
registered nurse/laboratory technician with experience in bio-banking. Funds will also be
used to contract with information technology/bioinformatics for development of
databases and biobanks. Along with faculty members, the staff would develop programs
for continuity of care, compliance with medications and follow-up visits, coordination of
care with other subspecialist, develop patient database and update our infrastructure for
bio-banking. After the intra-structure has been established and protocols have been
approved by the IRB, our services will be advertised in gradually expanding circles. It will
be important for us to monitor that we can match advertisement with services. In 3-5
years, operations of the center should be covered by new grants, such as our pending
multicenter clinical trials aimed at blocked inflammation via the mechanistic target of
rapamycin pathway with N-acetylcysteine (NAC) and rapamycin. These topics have
been recently reviewed (1,2) (3).The center would serves as a resource for new faculty,
fellows, and residents to develop pilot projects and help with initial IRB approval. The
Center could be extended to other areas of rheumatology and human immunology, as
new faculty can be hired and aligned with unmet needs. In summary, LACE should be a
magnet for all patients seeking rheumatology and immunological care in Central and
Upstate New York
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