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Notice of Special Interest:
Common Data Elements for Autoimmune Disease Research

Concept Clearance: New
Title: Building Consensus for Autoimmune Disease-Related Common Data Elements

Objective/Purpose: To highlight interest in receiving applications to stimulate
development of NIH-endorsed common data elements applicable to autoimmune
diseases through convening members of the scientific, clinical, patient, and advocate
community to inform discussions

Funds Available and Anticipated Number of Awards: Subject to availability of funds
and Institute, Center and Office collaboration

Award Project Period: 1 year

Committee Action: Vote for approval of the concept of Building Consensus for
Autoimmune Disease-Related Common Data Elements

immune Di
rch on Women’s Health
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AUTOIMMUNE DISEASES

* Autoimmune diseases affect 7-8% of population
e Approximately 23.5 million Americans affected by autoimmune diseases
* Nearly 80% of people with autoimmune diseases are women

* Four times more women than men are affected by autoimmune diseases

Exact prevalence of autoimmune disease in the US is unknown
due to lack of longitudinal data repositories
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Autoimmune hepatitis
Autoimmune pancreatitis
Celiac disease

Agammaglobulinemia Cold agglutinin disease Crohn’s disease
Amyloidosis Essential mixed cryoglobulinemia Dermatitis herpetiformis Autoimmune retinopathy
Autoimmune angioedema Paroxysmal nocturnal hemoglobinuria Eosinophilic esophagitis Autoimmune uveitis
Autoimmune hemolytic anemia Pernicious anemia Primary biliary cholangitis Pars planitis Alopecia
Autoimmune neutropenia POEMS syndrome Primary sclerosing cholangitis Scleritis Autoimmune urticaria
Autoimmune thrombocytopenic purpura Pure red cell aplasia Ulcerative colitis Sympathetic ophthalmia Bullous pemphigoid
Castleman disease Tolosa-Hunt syndrome Cicatricial pemphigoid

Hidradenitis suppurativa
Lichen planus
Lichen sclerosus

Adult Still's disease
Myocarditis

Chromic recurrent multifocal osteomyelistis Gastro- PLEVA L
Postmyocardial infarction syndrome (Dressler’s Hematolog intestinal Ocular/ gemdpmgus
syndrome) y Eye v’yt(’)l' erma gangrenosum
Giant cell myocarditis Dermatologic .
Kawasaki disease Systemic and Mucosa
PANDAS Inflammatory

Rheumatic fever conditions

Autoimmune oophoritis
Autoimmune orchitis
Herpes gestationis
Progesterone dermatitis
Endometriosis

Gynecologic
and Fertility

Ankylosing spondylitis
Juvenile idiopathic arthritis
Palindromic rheumatism
Psoriasis

Psoriatic arthritis

Reactive arthritis
Rheumatoid arthritis

Rheumatoid
Arthritis/
Seronegatives

Autoimmune Disease
Research Portfolio

Autoimmune inner ear disease
Cogan’s disease
Meniere’s disease

Antiphospholipid syndrome Auditory/Ear
Congenital heart block

CREST syndrome (Limited
scleroderma)

Dermatomyositis

Discoid lupus

Eosinophilic fasciitis

Evans syndrome

Inclusion body myositis
Juvenile myositis

Mixed connective tissue disease
Myositis/Polymyositis

Neonatal lupus

Progressive hemifacial atrophy
Raynaud’s phenomenon
Scleroderma

Sjogren’s disease

Systemic Lupus Erythematosus

Lupus/
Scleroderma/
Myositis

Addison’s disease

Graves’ disease

Hashimoto’s thyroiditis
Polyglandular syndromes types I, II, Il
Thyroid eye disease

Type 1 diabetes

Vasculitis

Complex
Comorbid
Conditions

Neurologic/
Myelin-

related
Renal Pulmonary

Autoimmune vasculitis
Behcet’s disease
Churg-Strauss syndrome
Giant cell arteritis

Granulomatosis with polyangiitis

Optic neuritis Anti-MOG
Paraneoplastic cerebellar degeneration Autoimmune encephalitis

(EC At atan aclorosin i dbease Autoimmune dyautonomia Brachial neuritis (Parsonage-Turner syndrome) Balé disease
g hrmcita po%yangiitis Chronic Lyme disease Glomerulonephritis Erythema nodosum Perivenou‘s encephalomyelitis Chronic inflammatory demyelinating
Polyarteritis nodosa Fibromyalgia Goodpasture’s syndrome Fibrosing alveolitis Stiff person syndrome polyneuropathy
Polymyalgia rheumatica Interstitial cystitis Henoch-Schonlein purpura Pulmonary Alveolar Proteinosis Transverse myelitis Colrnpl(ex regional pain syndrome
Ralinal (vehan Ao Narcolepsy IgA nephropathy Sarcoidosis Guillain-Barre syndrome
3 apsmg‘po Y o‘n nt!s Linear IgA disease Lambert-Eaton syndrome
Retroperitoneal fibrosis

Multifocal motor neuropathy
Multiple sclerosis
Myasthenia gravis
Neuromyelitis optica

Susac’s syndrome
Takayasu’s arteritis
Vogt-Koyanagi-Harada disease




NIH Endorsed Common Data Elements

A Common Data Element (CDE) is a standardized, precisely defined question, paired with a set
of allowable responses, used systematically across different sites, studies, or clinical trials to
ensure consistent data collection.

 Multiple CDEs (from one or more Collections) can be curated into Forms. Forms in the NIH
Repository might be original or might recreate the format of real-world data collection
instruments or case report forms.

 NIH has endorsed collections of CDEs that meet established criteria. NIH-endorsed CDEs are
designated with a gold ribbon.

 The purpose of this endorsement is to facilitate data-sharing and harmonize CDE across
datasets, so that data sharing according to the 2023
by making data from different studies more interoperable.

[=]]

https://cde.nlm.nih.gov/home
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https://sharing.nih.gov/data-management-and-sharing-policy/about-data-management-and-sharing-policies/data-management-and-sharing-policy-overview
https://sharing.nih.gov/data-management-and-sharing-policy/about-data-management-and-sharing-policies/data-management-and-sharing-policy-overview
https://cde.nlm.nih.gov/home

Current NIH Endorsed Common Data Elements
for Autoimmune Disease Research

Multiple Sclerosis 56
Myasthenia Gravis 22
Psoriasis 11
Arthritis

Lupus/Scleroderma 4
Type | Diabetes 37
Uveitis 1
Vasculitis 1

Vitiligo 1

https://www.commondataelements.ninds.nih.gov/Multiple%20Sclerosis
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https://www.commondataelements.ninds.nih.gov/Multiple%20Sclerosis

MANY EXISTING REGISTRIES FOR AUTOIMMUNE RESEARCH
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Office of Autoimmune Disease Research

Women bear a disproportionate burden of autoimmune disease
compared to men. Aligned with content from the 2022 NASEM IR
Report, Congress directed NIH to establish the OADR within ORWH.

CML AR

I- . '-:

P.L. 117-328 Consolidated Appropriations Act of 2023 directed OADR-ORWH to:

| o | ON
1. Coordinate development of multi-Institute and Center (IC) strategic research plan AUTOIMMUNE
2. ldentify emerging areas of innovation and research opportunity | DISEASI%'
3. Coordinate and foster collaborative research across ICs
4. Annually evaluate NIH Autoimmune Disease Research (ADR) portfolio
5. Provide resources to support planning, collaboration, and innovation
6. Develop publicly accessible central repository for ADR https://nap.nationalacadem
ies.org/catalog/26554/enha
P.L. 117-328 Consolidated Appropriations Act of 2023 ncing-nih-research-on-

Division H--Departments of Labor, Health and Human Services, and Education, and Related Agencies Appropriations Act, 2023 autoimmune-disease
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https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.appropriations.senate.gov%2Fimo%2Fmedia%2Fdoc%2FDivision%2520H%2520-%2520LHHS%2520Statement%2520FY23.pdf&data=05%7C01%7Ccathlene.webster%40nih.gov%7C1ae284ad71f64a1fa65608db2c5b3891%7C14b77578977342d58507251ca2dc2b06%7C0%7C0%7C638152542521565860%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=Pu2N0a8L2znlz3DJRHdTh5z%2FWS%2BCIvDcBIBdMAGKzqQ%3D&reserved=0
https://nap.nationalacademies.org/catalog/26554/enhancing-nih-research-on-autoimmune-disease

h o s

V4

Office of Autoimmune Disease Research

b/

'
2%

Women bear a disproportionate burden of autoimmune disease
compared to men. Aligned with content from the 2022 NASEM B o
Report, Congress directed NIH to establish the OADR within ORWH.

COMSEMNSUS STUDY REFORT

P.L. 117-328 Consolidated Appropriations Act of 2023 directed OADR-ORWH to:

1. Coordinate development of multi-Institute and Center (IC) strategic research plan

2. ldentify emerging areas of innovation and research opportunity

3. Coordinate and foster collaborative research across ICs

4. Annually evaluate NIH Autoimmune Disease Research (ADR) portfolio !

5. Provide resources to support planning, collaboration, and innovation | \ ‘

6. Develop publicly accessible central repository for ADR https://nap.nationalacadem
ies.org/catalog/26554/enha

P.L. 117-328 Consolidated Appropriations Act of 2023 ncing-nih-research-on-

autoimmune-disease



https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.appropriations.senate.gov%2Fimo%2Fmedia%2Fdoc%2FDivision%2520H%2520-%2520LHHS%2520Statement%2520FY23.pdf&data=05%7C01%7Ccathlene.webster%40nih.gov%7C1ae284ad71f64a1fa65608db2c5b3891%7C14b77578977342d58507251ca2dc2b06%7C0%7C0%7C638152542521565860%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=Pu2N0a8L2znlz3DJRHdTh5z%2FWS%2BCIvDcBIBdMAGKzqQ%3D&reserved=0
https://nap.nationalacademies.org/catalog/26554/enhancing-nih-research-on-autoimmune-disease
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Notice of Special Interest:
Common Data Elements for Autoimmune Disease Research

* Areas of Focus:
High priority topics identified through literature review, internal and external engagement
and portfolio analysis

Collaborative approaches encouraged
*  Multi-IC Partnership: Wide interest across NIH

 Examples of Priority Topics:
Myositis
Hidradenitis Suppurativa
Rheumatoid Arthritis
Sarcoidosis
Scleroderma
Systemic Lupus Erythematosus

Uveitis
Vasculitis
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