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HIV-Quality Enhancement Database:
Review of Requests for Data Use
Introduction

Providing legitimate VA investigators with appropriate access to the HIV-Quality Enhancement Database (QED) for analyses of scientific or practical value in advancing HIV care is a major goal of the Quality Enhancement Research Initiative-HIV (QUERI-HIV), as well as the VHA AIDS Service.  The mechanism by which legitimate VA investigators and quality improvement personnel will obtain access to data from the QED will be the Request for Data Use (RDU).  The following text outlines the standard operating procedure for the submission and review of an RDU.

The QED is being developed by the QUERI-HIV Coordinating Center.  It will be constructed from several sources of data, including the Immunology Case Registry (ICR) of the Veterans Health Administration’s AIDS Service (VHA), other Veterans Administration (VA) databases such as inpatient and outpatient records in Austin and the Decision Support System, external datasets such as the National Death Index, and chart reviews and surveys of selected patients and medical providers.  These data will be subjected to various tests for completeness and accuracy, and will be processed into standard derived variables for analysis.

An RDU is a brief application to analyze data drawn from the unexpurgated internal version of the QED (QEDi).  Principal investigators from inside the VA should submit an RDU for all analyses proposing to draw on unexpurgated QEDi data.  The result of an RDU will be:

· Approval, which will result in access to QEDi data by the approved investigators for the approved analysis only, to expire after a reasonable period of time;

· Request for resubmission, which will be accompanied by suggestions for improvement of the RDU; or 

· Denial.

Currently, requests for access to the QED will be accepted only from VA investigators. A public use file is not available at this time, but preparation of public use tapes is contemplated for the future.  At that time, VA investigators with denied RDUs, those not wishing to participate in the RDU process or sign the confidentiality and limited use agreements required for QEDi access, and non-VA investigators may pursue QED analyses using the proposed public use tapes (QEDp).  The public use dataset will differ from the internal QED dataset in a number of ways. For example, it is anticipated that the public use datasets will omit certain sensitive variables, top and bottom code and/or group/categorize others, use random numbers rather than encrypted social security numbers for patient identifiers, and take special care to avoid identification of sites by some form of aggregation.

Development and Submission of an RDU

Before the submission of an RDU, investigators are encouraged to solicit input from the QUERI-HIV leadership and to review QEDi documentation, especially regarding the availability and completeness of variables necessary for the proposed analyses.  The RDU should be in the format provided in Appendix A (attached).  The RDU should not exceed three pages, using standard VA proposal typefaces and 1” margins.  However, it should be complete and clear enough for reviewers to assess the proposed scope of work and data needs.  Proposers should submit their requests to the Coordinating Center of the QUERI-HIV, care of the Program Manager. 

Review of an RDU

Upon receipt of an RDU, the Coordinating Center will forward it immediately to a committee composed of the QUERI-HIV Research Coordinator (or designee representing the Coordinating Center), the Clinical Coordinator (or designee representing the AIDS Service), two other members of the QUERI-HIV Executive Committee, and another VA investigator.  Every effort will be made to have this committee meet and render a decision within two weeks of receiving the request; in any case, the initial decision will be reached within four weeks.  At that time, the reviewers will consider: 1) scientific merit of the proposed analysis; 2) importance of the proposed analysis; 3) qualifications of the investigators; 4) commitment of the investigators to protect the privacy of the patients and medical providers represented on the QED, including agreement to sign and abide by a confidentiality agreement (attached as Appendix B); and 5) overlap with previously approved proposals and with the periodic descriptive analyses that will be jointly produced by the QUERI-HIV and the Center for Quality Management in HIV.  All attempts will be made to have decision-making by consensus.  However, if voting is necessary, three votes, including those of both the Research and Clinical Coordinator or their designees, will be required for approval.
Notification of Review

Approval.  If the RDU is approved in its original form or if the proposer accepts (in writing) all requested modifications, the QUERI-HIV Coordinating Center will notify the proposer that he or she may proceed with the analysis.  The Coordinator will also arrange access to the appropriate QED files, after obtaining confidentiality and limited use agreements and assessing the adequacy of the investigator’s data safeguarding plan.

Copies of the approval letter will be sent to the QUERI-HIV Research and Clinical Coordinators.  All members of the Executive Committee of the QUERI-HIV will be informed of all approved RDUs.  Upon request, the members of the Executive Committee will be provided with copies of the RDU, approval letter, and any materials related to requested modifications. 

Request for resubmission.  Any QUERI-HIV review committee requests for modification of the RDU will be submitted in writing to the proposer.

Disapproval.  If the RDU is not approved, the proposer will be informed of the reason(s) in writing.  Copies of this letter will be sent to the QUERI-HIV Research and Clinical Coordinators.  All members of the QUERI-HIV Executive Committee will be notified of the disapproval and provided copies of all relevant materials upon request.

Appeals.  If the proposer wishes to appeal a decision, he or she will notify the Program Manager.  The Program Manager will arrange for the original RDU to be reviewed by the QUERI-HIV Executive Committee as a whole at its next meeting.  The directors of the VHA’s AIDS and HSR&D Services, or their designees, will be invited to participate as will the outside investigator who participated in the initial review.  A quorum of Executive Committee, which will be at least five persons to include the Research Coordinator and the Clinical Coordinator, is required to conduct a vote.  The Committee will make all attempts to return a decision within four weeks of the receipt of the appeal, and will process all appeals in less than the six-week maximum.

The proposer will be notified in writing of the final decision.  Copies of this letter will be sent to the QUERI-HIV Research and Clinical Coordinators.  All members of the Executive Committee will be notified of this decision and provided copies of all relevant materials upon request.

Fulfillment of Successful Requests

Construction of Datasets.  The QUERI-HIV Coordinating Center will review the requested variables and reach agreement with the investigator regarding the variables to be released according to a policy of “minimal necessary information.”  Except in extraordinary circumstances, both scrambled SSNs and site identifiers will be replaced by random numbers prior to the release of the data.

Requirement for Confidentiality.  Data will not be released to any investigator who does not sign a confidentiality and use agreement that includes pledges to keep information confidential, avoid attempts at implicit identification, restrict use to the approved project, destroy the data after completion of the project (or when it is clear that the project will not be completed), and to not pass on or otherwise allow access to the data by persons who do not sign an identical agreement.  Additionally, all project personnel (e.g., research assistants, graduate students) who will be using the dataset will be required to sign separate Confidentiality Agreements.

Reporting.  Approved users must provide brief status reports annually as well as notify the QUERI-HIV of project completion (and destruction of the data).

HIV-QUALITY ENHANCEMENT DATABASE:

Request for Data Use Document Format
STUDY TITLE:  Include a descriptive title of the proposed analysis.

PROPOSING INVESTIGATOR(S):  Include name, address, email address, and telephone number of the proposing INVESTIGATOR(S)

STUDY RATIONALE AND HYPOTHESES:  Completely and concisely discuss the analysis rationale, including sufficient background information (e.g., data, references, etc.) to support the scientific merits and importance of the analysis.  Must include a statement of testable hypotheses.

STUDY OBJECTIVE(S) AND PRODUCTS:  Clearly and thoroughly describe all objective(s) of the analysis, and list anticipated products.

STUDY DESIGN:  Clearly and thoroughly explain the study design and analysis methods. Fully describe how the critical research questions will be answered and justify all statistical components of the new work, including power.

RELEVANT PROTOCOLS:  List all protocol(s) that are pertinent to the research question.

DATA MANAGEMENT AND DATA ANALYSIS:  Identify the responsible party for both data management and analysis and identify specific variables required for the analysis.

SPECIFIC DATA REQUEST:  Describe in detail aspects (e.g., years, variables) of the QED that are being requested.

RESOURCES AVAILABLE TO SUPPORT ANALYSIS:  List access to resources (e.g., financial, personnel -- such as experts, clerical staff) that will be required to complete the proposed analysis.

ANTICIPATED SUPPORT NEEDS FROM QUERI-HIV STAFF:  Identify any user support over and above the transfer of data that is expected from QUERI-HIV staff members concerning the nature and use of the database.

SIGNATURE of Proposing Investigator

Date






SIGNATURE of Principal Investigator

Date






APPENDIX B

HIV-Quality enhancement database:

Confidentiality and Limited Data Use Agreement

This Confidentiality Agreement is between the Quality Enhancement Research Initiative-HIV (QUERI-HIV) of the Veterans Health Administration (VHA) and _____________________________ (the “Undersigned”), effective ________________________________ (Month/Day/Year), for the purposes of safeguarding private information and VHA data and restricting use of data to approved purposes only.

RECITALS

A. The QUERI-HIV project is engaged in the ongoing development of a research database, the Quality Enhanced Database (QED). The project includes many thousands of HIV-infected subjects and researchers at a variety of VA and non-VA institutions. 

B. 
Because HIV disease is widely regarded as a stigmatizing condition, it is critically important that the identities of the subjects, institutions, and medical providers (and of individuals providing information about them) be kept completely confidential.

C.
It is the policy of the VHA and QUERI-HIV to safeguard private information and data generated by or provided by QUERI-HIV in connection with its research.

IT IS THEREFORE AGREED:

1. DEFINITIONS

1.1
“Private Information” means any information obtained about a person or institution involved in the HIV-QUERI project or under an express assurance of confidentiality authorized by QUERI-HIV and that might permit identification of such person or institution. Private information includes individual survey responses and survey results, unpublished survey questionnaires, questions and materials, and unpublished tabulations of survey results.

1.2
“Quality Enhancement Database (QED) Data” means any data or results, communicated to the Undersigned in a computer file, on paper, during conversation or in any other form, which are disseminated by the QUERI-HIV project, are labeled as a QUERI-HIV dataset, or are the products of QUERI-HIV data collection, except previously published information that is in the public domain.

1.3
“QED Researcher” means any researcher (including researcher staff or associates) who receives QED data.

1.4
“QED Research Staff or Associate” means any paid or unpaid staff of any researcher such as a computer programmer, graduate assistant, research assistant, secretary, or clerical assistant who, is working with the QED data obtained through the researcher, with or without express permission of the researcher.

2.
RESPONSIBILITIES

The Undersigned agrees to carry out the following responsibilities:

2.1 To use private information and QED data for research and statistical purposes only, and only for the purposes described in an approved Request for Data Use Document; 

2.2
To not publish any results that permit the identification of any individual respondent or provider and to publish statistical summaries instead;

2.3 To use physical and systems security sufficient to protect the safety, security and confidentiality of private information and QED data;

2.4 To immediately notify, prior to any disclosure, the Research and Clinical Coordinators of the QUERI-HIV and the Director of the AIDS Service, VHA if subpoenaed, or if the Undersigned has reason to believe that he or she may be called upon to make a disclosure of private information or QED data to any court or government agency; and

2.5 To cooperate in all lawful efforts to protect private information or QED data if so requested by the QUERI-HIV Research or Clinical Coordinator or by the Director of the AIDS Service, VHA.

3.        PROHIBITIONS

The Undersigned agrees not to:

3.1 Transfer private information to other person or entity for any other purpose, including audit, teaching, student research, or any other research or publication;

3.2 Transfer QED data to any other person or entity for any other purpose, including audit, teaching, student research, or any other research or publication without the written permission of the QUERI-HIV Research and Clinical Coordinators;

3.3 Attempt to identify any individual person or provider included in a QED dataset; or

3.4 Attempt to link private information or QED data with any other data obtained from any other source of information, including information obtained from private communications from any source except as approved in writing by the QUERI-HIV Research and Clinical Coordinators;

3.5 Engage in any discussion or communication of private information or QED data or datasets with anyone who has not signed a similar Confidentiality Agreement, except as approved by the QUERI-HIV Research and Clinical Coordinators; this prohibition includes discussion of private information or QED data or results with reporters, government officials (except VHA staff involved in the QUERI-HIV initiative), or Congressional testimony; or

3.6
Distribute copies of the QED data in any form to any other organization or person other than one who has signed a similar Confidentiality Agreement, or to any agency (governmental or other), corporation, or other entity, except to the extent that such disclosure is (a) expressly consented to by the QUERI-HIV Research and Clinical Coordinators or (b) explicitly required by the Undersigned’s QUERI-HIV duties.
4.
EXPIRATION

4.1 Unless this Confidentiality Agreement is replaced, the Undersigned’s privilege to use QED datasets expires after two years from the date of this Confidentiality Agreement, regardless of the expiration date of the separate approval to conduct a research project using QED data. Permission to use the QED data in any way after expiration must be obtained in writing from the QUERI-HIV Research and Clinical Coordinators.

4.2. Upon expiration, the Undersigned shall return to QUERI-HIV all copies of the QED data received or any versions of it created by the Undersigned or the Undersigned’s staff, or, at the option of the QUERI-HIV Research and Clinical Coordinators, destroy it and certify in writing that it has been destroyed.

4.3. The definitions, responsibilities, prohibitions, and administration and enforcement provisions in this Confidentiality Agreement continue to apply after termination of the QUERI-HIV project to which the information relates and after termination of the Undersigned’s involvement with the Project. Any questions or problems that arise after termination of the Project should be referred to the Director of the AIDS Service, VHA.

5. ADMINISTRATION AND ENFORCEMENT

5.1 Remedies for breach of this Agreement include, but are not limited to specific performance and injunction and report of such breaches to VHA, at the discretion of the QUERI-HIV Research and Clinical Coordinators and the Director of the AIDS Service, VHA.

5.2 This Agreement and any issue arising under or concerning it or the Undersigned’s performance thereunder shall be governed by federal law.

5.3 In the event that a claim is made against VHA in any civil or criminal court or other venue, the Undersigned agrees to cooperate in lawful efforts to defend against this claim.

QUERI-HIV

By
Samuel A. Bozzette, M.D., Ph.D.

Title
Research Coordinator, QUERI-HIV

Signature

Date






UNDERSIGNED

Print Name


Signature

Date


Title/

Institution


City

State

Zip


Telephone
 (             )
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