CaBIG Clinical Trials Management System Survey


Survey for caBIG CTMS working group participants

Current approaches to registration and monitoring of clinical trials

This survey is intended to collect information for use by the caBIG Structured Protocol Representation (SPR) SIG.   The SIG’s focus is the development of a common representation of the information that is required to register, maintain, and report on clinical trials.     This effort is intended to address current inefficiencies associated with tracking and reporting on clinical trials, and eventually to facilitate the sharing of research data among cancer institutes.     Ultimately we expect to develop a clinical trial registry that allows research groups to enter and maintain clinical trials data in a standard format, to allow researchers and patients access to data about clinical trials at a wide range of centers, and to generate required reports electronically.   

General

1. Please estimate the number of clinical trials your institution initiates annually, on average.    

2. Please estimate the number of patients enrolled in clinical trials at your institution.

3. What kind of clinical trials data system does your institution currently use?  (Check all that apply.)

· We have no electronic data system (written log books only)

· Spreadsheet or other non-relational electronic system

· Stand alone relational database (e.g. Access, 4D, Filemaker Pro)

· Commercial product (Name:) ______________________________________

· Multi-tiered database server with dedicated client software

· Multi-tiered database web server

· Other (please specify): ____________________________________________

4. What mode(s) do you currently use for entering data into your clinical trials system(s)?  (Check all that apply.)

· Manual entry of data

· Text scanning and encoding technology

· Manual merging of electronic data files  (e.g. importing Excel files into a database)

· Direct database-to-database interconnectivity 

· Other (Please specify) ______________________________________________

5. Please list the various levels of access (i.e. permissions) that are defined in your system.    For example, some systems distinguish only 3 levels --  system administrator, read only, and read/write – while others make finer distinctions.
Current data representation

If your institution maintains a central repository of clinical trial information, please answer the questions below with respect to that repository.    If there is no central repository, please describe one of more of the systems at your institution with which you’re familiar.

6. How do you uniquely identify each clinical trial/protocol?

7. How do you uniquely identify each patient enrolled in a protocol?

8. Please list the IRB-related data you store for each protocol.

9. If you have a data model or schema for your system, please include that with your survey responses.    

Workflow

10. Typically the lifecycle of a clinical trial includes the steps listed below.  Please indicate with a check mark the point in this sequence where data about a clinical trial is first entered into your system.

· The PI has the idea for a trial.

· The PI authors the protocol.

· The PI’s department/other internal body reviews the protocol.

· The protocol is sent to the IRB.

· The IRB approves the protocol.

· The protocol begins enrolling patients.

· Other (please specify): _________________________________________________________

11. How is data transferred between your IRB and the research groups that propose and run clinical trials?

· Paper documents

· Emailing of documents in electronic form

· A software application developed for this purpose

· Other (please specify): ________________________________________________________

12. Please describe the process of registering a clinical trial at your institution.  By “registering”  we mean recording information about the trial that will be used to track its progress and to generate reports.   For each step, please list the role of the person performing the step and the action performed.    For example, “1) The PI manually enters the trial name, sponsor, and treatment parameters into a spreadsheet, 2)  The Clinical Coordinator types that information into a database interface, along with other basic descriptive data about the trial, 3) The IRB notifies the Trial Approvals Coordinator for the center that the trial is approved, 4) The Approvals Coordinator enters that information through the database interface, etc”

13. In a similar fashion, describe the process for enrolling patients in a clinical trial and updating information about them.   Who performs which activities?  Are they done on paper, electronically, or both?

14. In a similar fashion, describe the process of identifying and changing the status of a clinical trial from active to closed or on hold.   For example, if you were running a treatment trial using a drug and the FDA determined that all trials of that type of drug should be put on hold, what are the steps that would be followed at your institution to identify and change the status of the appropriate trials?

15. To help us anticipate future requirements, please describe any particular challenges your institution has encountered related to entering, storing, and retrieving data about clinical trials.    

16. Please share any particular concerns you have about the type of data that must be represented in a clinical trials registry.   These may come from an experience of not being able to supply requested data from your existing system or you may be able to suggest data items that might not occur to someone without your perspective and experience.   

Thank you for your responses!    Please return them to Linda Schmandt at the University of Pittsburgh Cancer Institute, either via email with a Word attachment to lms@pitt.edu or as a fax to 412-623-2814 (Attn: L. Schmandt)

A summary of survey results will be posted to the CTMS section of the caBIG website.
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