Project Overview

Researcher and clinician members of the American College of Chest Physicians (ACCP) have developed the ACCP Quality Improvement Registry, Evaluation, and Education (AQuIRE), which currently consists of two registries: Bronchoscopy Interventional Registry and Bronchoscopy Diagnostic Registry. The main goal of the registries is to collect standardized multicenter data on various bronchoscopic interventional and diagnostic procedures.  

The registry was initially developed and used by bronchoscopy experts at four centers (Armin Ernst, MD, FCCP, Beth Israel Deaconess Medical Center, Boston, MA; David Ost, MD, FCCP, New York University Hospital, New York, NY; Michael Simoff, MD, FCCP, Henry Ford Hospital, Detroit, MI; and Felix Herth, MD, FCCP, Thoraxklinik, Heidelberg, Germany). Data were collected for 2 years from each of the centers.1
In 2008, the decision was made to develop the registry into a Web-based platform in collaboration with the ACCP. The ACCP formed a workgroup consisting of the initial developers (Drs. Ernst, Ost, and Simoff), as well as quality improvement experts (James O’Brien, MD, FCCP, The Ohio State University, Columbus, OH; and Jo Ann Brooks, DNSc, RN, FCCP, Clarian Health, Indianapolis, IN). The data elements were broadened to encompass element pertinent to quality improvement. All workgroup members agreed on the data elements collected.  
The Bronchoscopy Interventional Registry collects the following information (Appendix A): (1) general patient and procedure information (deindentified); (2) indications for interventional procedures (malignant or nonmalignant diseases); and (3) quality of life indicators (Appendix B)/comorbidities/mortality/medication use/lifestyle assessment at preprocedure, periprocedure, or 30 days post-procedure. The Bronchoscopy Diagnostic Registry collects information (Appendix C) for bronchoscopic procedures such as bronchoalveolar lavage (BAL), transbronchial biopsy, cytology brushing, wash, and transbronchial needle aspiration (TBNA). Indications for procedure, periprocedural morbidity information (eg, bleeding, pneumothorax, and airway injury), and diagnostic outcomes are collected. These registries can grow as needed, as new techniques are developed and new questions are raised. Overtime, the registries will be enhanced to include longer-term efficacy and outcomes data.  
In February 2009, the registry was launched with 10 centers (Appendix D). The centers represent community-based hospitals, academic centers, and private practice, in the United States and abroad. 
The specific goal of this project is to establish a resource for pulmonary physicians to identify practice standards and benchmarks for bronchoscopy, and subsequently assess their performance on an ongoing basis.  

The AQuIRE Bronchoscopy Module is the only national registry collecting data on various bronchoscopic interventional and diagnostic procedures. This provides a unique opportunity for clinicians to enhance their practice through the application of relevant data reports and peer comparisons. 
Data Collection and Use

In order to protect the personal health information of the patient data, AQuIRE generates a random unique patient ID number for each patient. Once this number is assigned to a patient, this number will never be changed or reassigned to a different patient. If the patient returns for follow-up, he or she will be associated with this same unique patient identifier. 
Each participating site is required to maintain a logbook, in Excel (Appendix E), and store it on a secure server at their local site. This logbook is modifiable to the participants needs but is meant to associate the patient to the unique AQuIRE patient ID number assigned. 
Personal health information from which the patient might be identified is not collected in the AQuIRE Registry. 
The project is open-ended. Currently, there is no restriction of the number of physicians to be enrolled in the project or the number of procedures for which data will be collected. The potential risks to the patient include only those related to the bronchoscopy procedure.  

Patients and participating physicians will not receive any compensation for contributing data to AQuIRE. Patient and procedure data are accessible from patient health records, physician, lab, and radiology reports, and the patients themselves. Patients may be recontacted at a later date for follow-up information, however this is strictly voluntary.

The participating physician and key project personnel, including registry coordinators and data technicians, will have access to the stored, deidentified data.

Samples or data shared with other investigators will contain no information identifying the patients or physicians. 
Decisions about use of the data will be made by the ACCP AQuIRE Oversight Group which consists of Michael Baumann, MD, MD, FCCP (University of Mississippi Medical Center, Jackson, MS); David Ost, MD, MPH (MD Anderson Cancer Center, Houston, TX); Kevin Kovitz, MD, MBA (Chicago Chest Center, Elk Grove Village, IL); Donna Knapp, MBA (Pulmonary Medicine Associates, Reno, NV); and Joyce Bruno Reitzner, MBA, MIPH (ACCP, Northbrook, IL), as well as other members involved with the project over time.
This group has regular meetings and will review and approve all database analysis proposals prior to being performed. Opportunities for collaboration with outside groups, including industrial and government collaborators that will provide grant support, will also be reviewed and decided upon by this group. 
The ACCP AQuIRE Oversight Group will review requests to use AQuIRE data. Such data requests will be reviewed for their merit and must justify the need for the requested data. Investigators wishing to use the samples and data will be required to show evidence of institutional review board (IRB) approval or a waiver for the research study proposal for IRB review. 

Participating physicians and institutions can qualify for authorship positions and recognition in manuscripts if they have entered cases eligible for inclusion in the study that do not introduce biases to the analysis. 

Data Storage and Security

All AQuIRE support systems are managed and hosted on servers owned by CECity that reside in dedicated server rooms within the CECity offices. These server rooms are secured, and all data is backed up nightly. All data is backed up using an automated robotic tape management system, and archived copies of tapes are stored at an off-site secure storage facility. CECity also maintains a disaster recovery plan for handling multiple failure scenarios. 

The physical security of the data center provides multiple layers of physical and technological security. Physical security includes security guards employed 24 hours a day, 7 days a week, and 365 days a year, as well as closed-circuit TV cameras both outside and inside the data center. There is a key proximity door access security system with Mantrap and Liebert Site-Scan Systems that sound an alarm when any external door is opened. All cabinets and rack spaces lock. The facility is monitored via closed-circuit digital camera coverage with 24-hour recording and 60-day digital video storage. The facility is equipped with a centralized security station and security personnel employed 24 hours a day, 7 days a week, and 365 days a year by the data center.

The network security of all CECity servers sits behind enterprise-class, redundant, load-balanced, Check Point firewalls. External server access is restricted to a limited number of developers and IT personnel located within the CECity office network through the use of firewall rules, operating system security, and application level security. Only required ports and services are exposed to the external Internet.

A 128-bit certificate encrypts all application passwords and data transferred via the system. Encrypted cookies are used to store session state variables that identify a unique user session. There is never user-identifiable information stored in the cookies.
Potential Benefits of Participation
There are no direct benefits to the patient other than contribution to generalized knowledge and care of patients undergoing bronchoscopy. 

Physicians participating in AQuIRE receive the following benefits:

· Generation of real-time data reports compared with peers within the same institutions and all participating physicians

· Opportunities for publication

· Contribution to the development of care standards 

· Ability to monitor indicators and benchmark against peers in real time
· Ability to engage in a performance improvement project for other professional requirements such as Maintenance of Certification and ongoing professional practice evaluation.
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