HHS Privacy Impact Assessment (PIA)

Date of this Submission (11/20/2003)

HHS Agency (OpDiv): FDA/OC

Title of System or Information Collection: Demographic Information and Data Repository

Is this System or Information Collection new or is an existing one being modified? New, initial concept phase

Identifying Numbers (Use N/A, where appropriate)

Unique Project Identifier Number: (IT) 009 10-01-10-01 0304-00 110-030

System of Records Number: N/A


OMB Information Collection Approval Number and Expiration Date: N/A

Other Identifying Number(s): N/A

Description

1. Provide an overview of the system or collection and indicate the legislation authorizing this activity.  

The DIDR offers an Agency-wide knowledge management system for product labeling, review templates, study protocols and study data, built upon a foundation of interoperability standards for information submitted to the Agency. The Demographic Information and Data Repository (DIDR) will provide the data required for monitoring, risk-based analysis and reporting of sub-population differences in response.

The DIDR will facilitate access to this much needed information through electronically enhanced business processes, specifically the evaluation of gender and other sub-population differences, and provide management tools for operational quality assurance such as those recommended in the 2001 GAO Report on Women’s Health.  The DIDR will consist of electronic information in a structured and standardized format, and tools to enhance analytic capabilities.  This will support better access to data and information, improve risk-benefit assessments in the FDA and enhance risk management practices for drugs, biologics, foods and devices.  

The DIDR are a set of projects proposed in response to a Congressional mandate to develop a database focused on women’s health activities. The Agency-wide data repository will hold product information, clinical study data/protocols, and review documents as the first elements targeted for inclusion in the repository. This triad of DIDR projects will provide the basis for development of a comprehensive institutional knowledge-based system focused upon enhancing access to and utilization of data that can be used to assess gender and other sub-population differences. This knowledge management system will help improve regulatory decision-making, facilitate quality assurance and enhance risk management of medical products for sub-populations. 

Congressional Mandate FY2002:

“The conferees are concerned that the FDA has paid insufficient attention to gender-based research.  The conferees direct that the agency develop an agency-wide database focused on women's health activities to include demographic data on clinical trials.”

Congressional Mandate FY2003:

The Committee strongly supports FDA's efforts to improve gender-based research, in part by encouraging women's participation in clinical trials and tracking demographic data about such participation. The Committee directs that FDA continue, at a minimum, the fiscal year 2002 level of funding for the Office of Women's Health and report to the Committee the Agency's progress in developing an Agency-wide data set focused on women's health activities before the fiscal year 2004 appropriations hearing.

2. Describe the information the agency will collect and how the agency will use the collected information. Explain how the data collected are the minimum necessary to accomplish the purpose for this effort.

The information will include clinical trial protocols, clinical trial data, Reviewer Templates and Product Labeling. These data are the minimum necessary to track participation of sub-populations in clinical trials and conduct research in women’s health issues. 

3.   Explain why the information is being collected.
4.   Identify with whom the agency will share the collected information.
5.   Describe how the information will be obtained, from whom it will be collected, what the suppliers of information and the subjects will be told about the information collection, and how this message will be conveyed to them (e.g., written notice, electronic notice if a web-based collection, etc.).  Describe any opportunities for consent provided to individuals regarding what information is collected and how the information will be shared.

6. State whether information will be collected from children under age 13 on the Internet and, if so, how parental or guardian approval will be obtained. (Reference: Children’s Online Privacy Protection Act of 1998)

7.   Describe how the information will be secured.  

8. Describe plans for retention and destruction of data collected.

9. Identify whether a system of records is being created under section 552a of Title 5, United States Code (the Privacy Act), or identify the existing Privacy Act system of records notice under which the records will be maintained.
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