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FIBROID Registry Data Access and Publication Policy

I. Overview

CIRREF and SCVIR, in cooperation with DCRI, the data coordinating center, have established the Uterine Artery Embolization (UAE) Fibroid Registry for Outcomes Data (FIBROID). The purpose of the FIBROID Registry is to generate sufficient data to demonstrate the safety and efficacy of UAE for the treatment of fibroids and to asses the procedure’s durability, impact on fertility and quality-of-life.  The registry is open to all SCVIR and CIRSE members performing UAE who have Internet access. Twenty-five high volume practices will serve as core sites, with additional requirements for baseline data. As such, the core sites will assume additional responsibilities and will be required to provide greater resources to support the registry than other sites. 

An objective of the FIBROID Registry is to disseminate the results of the research to the scientific community. These results will include registry outcomes, secondary analyses, and ancillary studies. Priorities in selecting journals/forums for publications submission will be given to peer-reviewed journals as well as presentations and publications of abstracts at national and international scientific meetings.

All individuals who have made substantial intellectual, scientific and practical contributions to the registry and the manuscript should, where possible, be credited as authors; all individuals credited as authors should deserve that designation.  In all cases where journal policies permit, all core site lead investigators (& institutions) who contributed patients to the registry will be acknowledged.  

Access to the registry data is available to contributors to the registry (core and participating sites), non-participant SCVIR members, industry, and federal agencies.  The data access & publications committee will oversee all access to the registry data. 

CIRREF as the sponsoring organization should be acknowledged in all publications and presentations of registry data.  The industry sponsors should also be acknowledged in all publications. 

II. Data Access & Publications Committee

The Data Access and Publications Committee, a sub-committee of the Registry Steering Committee, will review all requests for data acquisition from the registry.  The purpose of this committee is to avoid conflict with and/or duplication of other publications and presentations and to ensure the scientific integrity of the registry data.  The committee will facilitate and monitor publications and presentations to ensure the timely dissemination of registry results. The committee will propose policy guidelines for authorship of publications, update the guidelines as necessary, and assure compliance with the publication policies. The committee will have equal representation from CIRREF and DCRI.

The committee will maintain an up-to-date bibliography and repository of all publications pertaining to the registry.  Lead authors are responsible to provide the CIRREF office with the most recent version of all publications.  

III. Data Access and Publication Rights

There will be varying needs for data access and publication rights, and the needs of each interested party must be accommodated. The following policies for data access and publication rights have been created after consideration of the needs and also the contributions of each interested group. 

A. 
Access by Core and Participating Site Investigators

Every site will have an interest in receiving regular reports regarding the cases submitted and how these cases compare with the overall registry. With this in mind, a report will be provided each contributing site lead investigator as follows:
1. Routine reports to the core sites

This report will summarize all the sites’ cases that meet reporting eligibility criteria with summarized data on all data elements required of core sites and will provide comparative data from the national results. Reports will be distributed semi-annually during the first year of the study and quarterly thereafter. All reports will be distributed electronically. Individual investigator-specific reports will require a special report as outlined below. With each routine report core sites will be provided with one standardized file that includes all of the site’s raw data contributed to the registry.
2. Routine reports to the participating sites

Each participating site lead investigator will receive one report once a year providing aggregate data from the national results. Any participating site that contributes greater than 50 cases in a given year will receive site-specific reports as described under routine reports to core sites. All reports will be distributed electronically. Individual investigator-specific reports will require a special report as outlined below. In addition, each participating site will be provided one standardized file once a year that includes all of the site’s raw data contributed to the registry.
3. Access from sites for off-cycle standard reports
 
Any core or participating site may request a report with the same content as the regular reports at a time other than the regular reporting interval, but a fee will be charged by DCRI at a reasonable rate intended to cover the additional expenses required for report generation.

4. Special Reports1
Any core or participating site may request compilation of their own patients in a different format or content from a standard report, which may include comparative data from the larger data base. Each such request must be submitted in writing and presented to the Data Access and Publications Committee or its designee. If the request is approved, DCRI will provide a quote for the report to the requesting physician and, if agreed upon, the report will be generated at the site investigator’s expense.

5. Use of data from routine or special reports

The data provided within any routine or special report may be used by the site investigators for the following purposes:

· The site investigator(s) has free use of the data for purposes on quality monitoring and improvement including use within the institution’s quality assurance, peer review, or quality improvement programs.

· The data that was generated by the site investigator(s) (site-specific data) may be used in scientific publications and presentations without the consent of the Data Access and Publications Committee. 

6. Restrictions on use of data by site investigators 

Any use of the comparative national data or cumulative data from multiple sites without the specific approval of the Data Access and Publications Committee is not allowed.

Site-specific data with comparison or reference to cumulative data from the national registry cannot be used for advertising or public relations purposes. Use of site-specific data alone is at the discretion of the investigator.

B. Data Access by Industry Sponsors

Industry sponsors will be provided with routine quarterly reports (semi-annually during the first year of the study) about the use of their products and also generic data from the overall registry.

Industry sponsors may request special reports or compilation of their own products and their use in a different format or content from a standard report, which may include comparative data from the larger database. Each such request must be submitted in writing and presented to the Data Access and Publications Committee or its designee. If the request is approved, DCRI will provide a quote for the report to the requesting sponsor and, if agreed upon, the report will be generated at the sponsor’s expense.

Each manufacturer’s data regarding their specific product’s use (e.g., amount of particle and size) will be protected for their use only and any reference in publications will be general in nature.

Industry sponsors may directly request access to the database for scientific investigation or designate independent investigators to pursue research questions subject to the rules, which are outlined below (see request for database access and data use).

Requests by industry sponsors for special reports or access will be reviewed by the Data Access and Publications Committee. When a question arises regarding data requests that might compromise proprietary corporate information, the advice of the Industry Advisory Committee will be sought prior to the final decision granting access.

1. Restrictions on use of data by industry sponsors

Product-specific results may be used for marketing, publications, and other purposes if data is presented unmodified from Registry reports and publications.  Permission must be granted by the Steering Committee if data is modified or put into another context for external dissemination. 

Any use of comparative national data by industry must be approved by the Steering Committee.  Product-specific data with comparison or reference to cumulative data from the national registry cannot be used for advertising or public relations purposes. 

Industry sponsors have permission to use the registry name, FIBROID Registry.  The use of the registry name in reporting industry-specific trends must be approved by the Registry Steering Committee.  The Steering Committee retains the right to deny the use of the registry name.  Industry may not use the sponsor, affiliate or data coordinating center names (i.e., CIRREF, SCVIR, Duke) if the interpretation of the industry sponsor is different from what was provided in analyses.  

Industry sponsors cannot sell the results of the data to another organization.

C. Use of the data by DCRI

DCRI, as an academic research organization, has an interest in pursuing scientific investigation and shall have full access to use of the databases subject to the limitations outlined in the research agreement. These limitations are: 

· All publications will be approved by the Data Access and Publications Committee and abide by any publication policies established by this Committee 

· Patient-specific data shall remain confidential under all circumstances.

· Investigator and site-specific data will remain confidential and shall not be used in any publication, presentation, or other public use without the specific approval of the Registry Steering Committee. 

· Any use of the data must not compete with or interfere with the development, operation, or marketing of the registry databases by the SCVIR or CIRREF, unless approved in writing by the Registry Steering Committee.

· It is anticipated that DCRI will work collaboratively with the Registry Steering Committee (or their designees) in pursuing investigations and preparing publications and presentations of registry data. Where possible, collaboration and co-authorship of publications by investigators from DCRI and SCVIR will be the goal, reflecting the collaborative nature of the overall project.

· Any proposed abstracts or manuscripts resulting from research from registry data will be submitted to the Registry Steering Committee at least 30 days prior to the date of submission for review. Any disagreements about the use of the data will be resolved by a good faith effort by both parties. If the dispute cannot be resolved, SCVIR or CIRREF may withdraw the use of its name or reference to the registry database in the final publication.

· SCVIR, CIRREF, or industry sponsors will not have any editorial control over final publications or presentations prepared by DCRI.  

IV. Requests for Database Access and Data Use

Interested parties may present requests for access to the database for the purposes of scientific investigation. These requests will be reviewed by the Data Access and Publications Committee.  Preference will be given to lead investigators from core sites and those who have contributed data to the registry as well as industry sponsors.

A. Instructions for Data Requests

There are two levels of access for registry data: minor and major.  Minor access is an ad hoc or focused query to determine the merits of an idea, to obtain specific clinical information, or to generate specific data output.  Major access is a broader, more developed information request with anticipated development of a manuscript for publication using the FIBROID Registry as a source of clinical data. All requests for data access should be addressed to CIRREF Research Manager at 10201 Lee Highway, Suite 500, Fairfax, VA 22030 or registry@cirref.org. 

1. Minor access

For minor access, the following information needs to be provided:

· PRIVATE
Contact Information (name of Investigator/requester of information, title, organization, address and email)

· SCVIR Member


· FIBROID Registry Site

· Industry Sponsor

· What is the question you are asking?

· What information in the FIBROID Registry do you need/would be helpful to answer this question? (Use FIBROID Registry CRF to highlight fields of interest).
· Does this request require just data extraction and formatting, or more complex data analysis that might include risk adjusted outcome data?

· Describe how you would like the results of this query formatted. (Include a table illustrating how potential results will be displayed).
· What is the number of hours of effort by DCRI personnel you anticipate it will take to extract, format and analyze (if necessary) the data requested?

· How will you use this information? (Publication, presentation, commercial applications, internal research).  Please describe.


2. Major access

For major access, the following information needs to be provided: 

· Project Title

· Principal Investigator/Co-Investigators

· Project Description (not to exceed six (6) pages, including references and tables). This should be in the form of an extended abstract, including purpose, specific aims, background, methods/analysis, source of funding, and dissemination plan (i.e., publication outlets, presentations) and should discuss the following items: 

a. The degree of analytical and statistical support that the investigators anticipate will be necessary from DCRI 

b. The exact nature of the dataset to be developed and used in the analysis 

c. The format of the dataset to be used in the analysis, including medium and software requirements 

d. The resources available for the project at the Investigator’s institution 

e. The requirement for risk-adjusted outcomes analysis 

f. Include a table illustrating how potential results will be displayed

· What is the number of hours of DCRI support that the Investigator anticipates will be necessary to complete the project? 

· What is the time frame for completion of this project? 

· List, in order of priority, the scientific journal(s) to which the completed manuscript might be submitted.

· Will an abstract of these data be prepared for possible presentation at a national meeting? (Please list the meeting and year). 
B. Review Criteria

The requests will be reviewed for scientific merit and potential to contribute to the primary or secondary research goals of the registry project. In addition, the amount of resources necessary to fulfill the request, source of request for data, and intended use of requested information will be taken into consideration. The committee will also seek to avoid duplication of research efforts and/or publications.

C. Review Process 

1. Proposals will undergo a rapid initial review by a minimum of three members of the Data Access and Publication Committee for scientific merit 

2. This initial review and proposal will be forwarded to the entire Steering Committee for final approval or rejection

3. The anticipated time from submission to notification of decision will be approximately one month 

4. The DCRI will provide an estimate of statistical effort required for approved requests 

5. Approved requests will be prioritized 

6. The status of the request and feedback will be supplied to the investigator, including anticipated time-lines for approved request completion 

7. Analysis will be conducted by DCRI according to Committee’s prioritization list. 

V. Publication Guidelines

If the request is granted, the investigator will be expected to produce a manuscript of publishable quality within six months. Manuscripts must be completed and submitted within a reasonable period of time following the writing directive. If, after a period of three months following completion of data analysis, the draft is not substantially complete, the Data Access and Publications Committee reserves the right to make other arrangements to ensure timely publication. If a satisfactory manuscript is not produced within the allotted time frame, the Registry Steering Committee may reassign the manuscript. The Publications Committee may grant an extension when it is deemed necessary. 

Final manuscripts for some analyses may necessitate review by a specific manufacturer/company based on prior written agreements. It will be the responsibility of the Registry Steering Committee to be aware of such arrangements and to comply with them.

Any proposed abstracts or manuscripts resulting from research from registry data will be submitted to the Registry Steering Committee or its designee at least 30 days prior to the date of submission for review. Any disagreements about the use of the data will be resolved by a good faith effort by both parties. If the dispute cannot be resolved, CIRREF may withdraw the use of its name or reference to the registry database in the final publication or presentation.

The primary author should keep the Data Access and Publications Committee appraised of all events following submission (i.e., acceptance). Copies of the reprinted article will be sent to the CIRREF office. Requests for copies of manuscripts will not be considered until the manuscript is in press.

VI. Exceptions and Special Circumstances

These policies are intended to serve as a guide to all interested parties on the routine access and use of registry data. It is recognized that every circumstance that might arise cannot be anticipated. Any requests for consideration of special circumstances or exceptions to the stated policies must be presented to the Access and Publications Committee, which will render judgment. Disputes or appeals resulting from the decisions of the Data Access and Publications Committee will be presented to the Registry Steering Committee, which will have final judgment on data access and use in each case.

� Please note that the registry database will be frozen at certain points throughout the year.  Only at these points (anticipated to be quarterly) will off-cycle and/or special reports be run.  
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