The National Data Bank for Rheumatic Disease (NDB)

Background: the revised NDB Protocol. The National Data Bank for Rheumatic Diseases (NDB) is the successor organization for data collected by Dr. Frederick Wolfe at the Wichita Arthritis Center and Dr. Frederick Wolfe in conjunction with the ARAMIS (Arthritis, Rheumatism and Aging Medical Information System, Stanford University). The project detailed below has received approval from the Via Christi Institutional Review Board (formally the St Francis Regional Medical Center Institutional Review Board) beginning in the early 1980s. Because of changes to the protocol over 25 years, the protocol and amendments have become difficult to read and to follow. The purpose of this revised protocol is to restate the purposes and methods of the NDB and to acknowledge the protocol amendments.

Purpose and goals. The NDB (National Data Bank for Rheumatic Diseases) is an international data base resource for the study of rheumatic diseases, including rheumatoid arthritis (RA), systemic lupus erythematosus (SLE), osteoarthritis (OA), fibromyalgia (FS), gout and other rheumatic disorders. The NDB collects data on rheumatic disorders directly from patients who have these illnesses, with data validation from physician and medical records. The goals of the NDB are to advance knowledge about the outcomes, costs, treatments and results of treatments. In addition, the NDB seeks to stimulate data collection and study by individual physicians, and to make available NDB data for medical research to qualified researchers.

Current data bank status. As of July 7, 2016, 46,661 rheumatic disease patients had completed 320,884 detailed (28 page) surveys. The formal start of the NDB, distinguishing it from prior data collection as part of the ARAMIS project, was the second half of 1998.

Enrollment and surveys. The major method for identification of patients with rheumatic diseases is through the patient’s rheumatologist. Twelve Hundred Fifty-Six (1,256) have participated in the NDB data bank. Briefly, patients are invited by their rheumatologists to participate in the NDB while in their rheumatologists’ offices. If they sign a consent to participate, the rheumatologists forward contact information to the NDB. The NDB staff then contacts patients and formally invites them to participate. The 46,661 cited above have signed consents and have participated by completing at least one detailed survey questionnaire. Survey questionnaires are mailed to participants biannually. Participation over the web is also permitted. 

Content of biannual questionnaires. Patients complete questionnaires that include questions regarding disease status and severity, work disability, utilization of services, efficacy, side effects, and toxicity of drugs, comorbidity, characteristics and effects of medical and surgical treatments, direct and indirect costs of treatment, functional and work disability, mental health, patient satisfaction, health related quality of life, and the confounding effects of demographic characteristics. Death data from family and the National Death Index is also obtained.

Access to data and privacy. We share data with the patient’s referring physician, if requested. Because of our public health responsibilities, we share de-identified information with the US Food and Drug Administration (FDA) and with manufacturers for reporting to the FDA as to serious adverse events. We share completely de-identified data with qualified researchers. 

Reporting of research results. We report research results only by peer-reviewed publications and presentation at national and international research meetings. A current list of publications is available upon request.

Summary of Amendments to original protocol as approved by the Via Christi Hospitals Wichita, Inc. Institutional Review Board. 

Amendment 1 - January 1999: Name change and methods of recruitment. In keeping with the “national” emphasis of recruitment and representation in the data bank, the name of this project shall be The National Data Bank For Rheumatic Disease. 

This amendment also describes two recruitment methods for the National Databank for Rheumatic Diseases (NDB).  The first recruitment method asks members of the American College of Rheumatology to participate in the NDB by contacting patients with a diagnosis of rheumatoid arthritis (RA), osteoarthritis (OA) of the knee or hip, and fibromyalgia, and asking if they would be willing to participate in a long-term outcome study. The first recruitment method of this amendment has been revised and approved for 2003 rheumatic disease patients, and includes the addition of Spanish language questionnaires.

The second recruitment method asks members of the ACR to recruit and enroll patients in the data bank as who are starting therapy with leflunomide. This study and method is closed.

Amendment 2 - May 1999. This amendment describes another method of recruitment for The National Data Bank for Rheumatic Disease (NDB). All patients who participated in the study titled, “Rheumatoid Arthritis Functional Outcomes in Clinical Use Study (FOCUS),” will be invited to participate in the NDB.  This study is closed.

Amendment 3 – January 2000 The purpose of this amendment is to describe another method of recruitment for The National Data Bank for Rheumatic Disease (NDB). All patients with osteoarthritis of the hip or knee, rheumatoid arthritis, and fibromyalgia from the clinic practice of Dr. Frederick Wolfe will be invited to participate in the NDB. This study is closed.

Amendment 4 – March 2000. Genetic Factors Associated with Disease Severity and Outcomes of Rheumatoid Arthritis.  The purpose of this amendment is to describe further data to be collected on currently enrolled patients of The National Data Bank for Rheumatic Disease (NDB). All patients with rheumatoid arthritis who have previously completed one or more detailed questionnaires (approximately 10,000) will be invited to participate in this phase of the project.

Patients will receive an informational letter explaining the purpose of this study. Patients will receive a package containing materials for drawing and mailing blood samples, instructions for same, and a detailed consent form. Patients will go to their rheumatologist’s office at that time they are having blood drawn for other purposes and request blood to be drawn for this study. Patient blood samples will be sent by the drawing facility directly to North Shore University Hospital for DNA testing. Patients will mail consent form back to The National Data Bank for Rheumatic Disease.

Patient participation is strictly voluntary and no compensation will be given to patients for their participation.  The physician’s office or laboratory will simply draw the blood and no testing will be done.  One-third to one-half of invited participants are expected to respond (3300 – 5000). This study is closed.

Amendment 5 – March  2000. Outcomes in Rheumatoid Arthritis-The RA Radiograph Data Bank. The purpose of this amendment is to describe further data to be collected on currently enrolled patients of The National Data Bank for Rheumatic Disease (NDB).

All patients with rheumatoid arthritis who have previously completed one or more detailed questionnaires (approximately 10,000) will be invited to participate in this phase of the project. Patients will receive an informational letter explaining the purpose of this study. Patients will receive instructions for obtaining a bilateral hand/wrist radiograph from their personal physician, a return envelope, and a detailed consent form. The patient will go to the rheumatologist’s office and request that a radiograph be mailed to the NDB. In not available and if clinically indicated a radiograph may be taken with the consent of the patient and patient’s rheumatologist. Offices will send the radiograph along with the signed consent form to the National Data Bank offices where the film will be digitalized and the original returned to the physician’s office.

Patient participation is strictly voluntary and no compensation will be given to the patient for their participation.  The physician’s office will perform the procedure.  One-fourth to one-third of invited participants are expected to respond (2500 – 3300). This study is closed.

Amendment 6 – September 2000. The purpose of this amendment is to describe another method of recruitment for The National Data Bank for Rheumatic Disease (NDB). 5000 members of the American College of Rheumatology will be invited to enroll patients in the data bank who are starting on the new anti-TNF drug Infliximab will be invited by his/her physician to participate in the data bank. This study is closed.

Amendment 7 – March 2001. The purpose of this amendment is to describe another method of recruitment for The National Data Bank for Rheumatic Disease (NDB). 5000 members of the American College of Rheumatology will be invited to enroll patients in the data bank who started on the new anti-TNF drug Infliximab, or who previously started the drug and are still taking it. This study is closed.

Amendment 8 – August 2001.  The purpose of this amendment is to describe another method of recruitment for The National Data Bank for Rheumatic Disease (NDB). All patients who participate in the study titled, “The REPORT Project – Using Heath Status Questionnaires in Clinical Care”, will be invited to participate in the NDB. 

Amendment 9 – July 2002. The purpose of this amendment is to describe another method of recruitment for The National Data Bank for Rheumatic Disease (NDB). All patients who participate in the study titled, “The CHORD Fellowship Program”, will be invited to participate in the NDB.  This study has been revised and approved to include patient recruitment from the 2004-2005 CHORD fellows. 

Amendment 10 – December 2004.  The purpose of this amendment is to describe another method of recruitment for The National Data Bank for Rheumatic Disease (NDB). Patients, outside of the United States, with osteoarthritis of the hip or knee, rheumatoid arthritis, fibromyalgia or any rheumatic disease will be invited to participate in the NDB via the Internet.

All forms, which are exactly the same as the paper questionnaires and consent forms that have been approved by the IRB, are available via the Internet in the following languages:  US English, International English, Spanish and French.

Amendment 11 – December 2004.  The purpose of this amendment is to describe another method of recruitment for The National Data Bank for Rheumatic Disease (NDB). Each patient who completed a Phase 4 Study of the anti-TNF drug Humira (adalimumab), conducted by Abbott Laboratories, will be offered the opportunity to participate in National Data Bank for Rheumatic Disease (NDB) longitudinal research.

Amendment 12 – January 2005.  The purpose of this amendment is to describe another method of recruitment for The National Data Bank for Rheumatic Disease (NDB). All patients with lupus who participate in Lupus Studies through the Oklahoma Medical Research Foundation will be invited by the Oklahoma Medical Research Foundation to participate in the National Data Bank for Rheumatic Disease (NDB).

Amendment 13 – November 2005.  The purpose of this amendment is to describe another method of recruitment for The National Data Bank for Rheumatic Disease (NDB). 2500 members of the American College of Rheumatology will be invited to enroll patients in the data bank.  Any patient with SLE will be invited by his/her physician to participate in the data bank.

Amendment 14 – September 2006.  The purpose of this amendment is to describe another method of recruitment for The National Data Bank for Rheumatic Disease (NDB). Up to 5,000 members of the American College of Rheumatology will be invited to enroll RA patients in the data bank.  Each RA patient starting on the new anti-TNF drug Abatacept and RA patients who are adding or switching DMARDs or Biologics other than Abatacept, will be invited by his/her physician to participate in the data bank.

Amendment 15 – January 2007 The purpose of this amendment is to describe another method of recruitment for The National Data Bank for Rheumatic Disease (NDB). All patients from the clinical practice of Arthritis and Rheumatology Clinics of Kansas will be invited to participate in the NDB.

Amendment 16 – June 2009.  The purpose of this amendment is to describe another method of recruitment for The National Data Bank for Rheumatic Disease (NDB). Up to 5,000 members of the American College of Rheumatology will be invited to enroll RA patients in the data bank.  Each RA patient started on the new anti-TNF drug Cimzia and RA patients who are adding or switching nonbiologic DMARDs, will be invited by his/her physician to participate in the data bank.
Amendment 17 – April 2010.  The purpose of this amendment is to describe another method of recruitment for The National Data Bank for Rheumatic Disease (NDB). All patients with rheumatoid arthritis (RA), osteoarthritis (OA) and related arthritis diseases will be invited by the Arthritis Foundation to participate in this study, the aim of which is to enroll in the data bank and to collect biospecimens to foster research and understanding in RA, OA and related arthritis diseases and improve the status of arthritis patients throughout the United States.
Amendment 18 – June 2013.  The purpose of this amendment is to describe further data to be collected on currently enrolled patients of The National Data Bank for Rheumatic Disease (NDB). All participating patients with arthritis who have previously completed one or more questionnaires will be invited to participate in this phase of the project. 

Patients will receive an informational email explaining the purpose of this study and will electronically consent to enroll. The patient will then download the smart phone app and electronically agree to the Ginger.io End User License Agreement and the Privacy Policy.  Patients will be asked a mix of daily and weekly questions and the app will collect passively daily: mobility distance, number of unique calls and SMS text messages, call durations, call count and number of missed calls.

Patient participation is strictly voluntary and no compensation will be given to the patient for their participation.  No Physician participation is needed.  One-fifth to one-third of invited participants are expected to respond (1,570 – 2,600).
Amendment 19 – March 2014.  The purpose of this amendment is to describe further data to be collected on currently enrolled patients and another method of recruitment for The National Data Bank for Rheumatic Disease (NDB). All participating patients with RA who have previously completed one or more questionnaires and first degree relatives (biologic mother, biologic father, sisters, brothers, sons and daughters) will be invited to participate in this phase of the project. 

Patients will receive an informational email explaining the purpose of this study and will electronically consent to enroll.  Patients will then complete information on their first degree relative (FDR) on the secure FDR website and the site will send an invitation email to the FDR. The FDR will then electronically consent to enroll and complete a brief questionnaire online.  Upon NDB’s receipt of the questionnaire and consent form from the FDR, he or she will receive the brief questionnaire via a link emailed at 6-month intervals to capture new diseases closer to when they occur.  FDRs will be contacted by telephone to inform them about the process to have their blood collected via the AIR study (see Amendment 17).

Patient participation is strictly voluntary and no compensation will be given to the patient for their participation.  We will attempt to enroll at least 1,500 patients and FDRs.
Amendment 20 – August 2015.  The purpose of this amendment is to describe another method of recruitment for The National Data Bank for Rheumatic Disease (NDB). The NDB, in collaboration with the University of Alabama at Birmingham (UAB), will be providing support for follow-up on adverse events on recruited patients in the study: “The Safety and Effectiveness of the VaricElla zoster VaccinE (VERVE) in Anti-TNF Users”.  

All patients in the VERVE study will be offered the opportunity to participate in National Data Bank for Rheumatic Disease (NDB) longitudinal research.
Amendment 21 – August 2015.  The purpose of this amendment is to describe another method of recruitment for The National Data Bank for Rheumatic Disease (NDB). All patients with Dupuytren and related arthritis diseases will be invited by the Dupuytren Foundation to participate in this study, the aim of which is to enroll in the data bank to foster research and understanding in Dupuytren and related arthritis diseases and improve the status of Dupuytren patients throughout the United States and the world.
Amendment 22 – June 2016.  The purpose of this amendment is to describe further data to be collected on currently enrolled patients of The National Data Bank for Rheumatic Disease (NDB). All patients with rheumatoid arthritis who have previously completed one or more detailed questionnaires, are currently participating in the questionnaires, and started methotrexate pill treatment within the last year (approximately 300) will be invited to participate in this phase of the project.
Patient will receive an invite email, an informational letter, consent form explaining the purpose of this study, and a return envelope to send the signed consent form to the NDB. Consented Patient will receive the Medication Event Monitory System (MEMS) device and a single-page Event diary to record times for 6 months. Patient will ship back the MEMS device and event diary using provided shipping container at the end of the 6 month period. 
Patient participation is strictly voluntary and compensation of $50.00 will be given to the patient after completion of the study and returning the MEMS device.  One-third of invited participants are expected to respond (100).

