HHS Privacy Impact Assessment (PIA)

Date of this Submission:  11/19/2003

HHS Agency (OPDIV): FDA/ORA


Title of System or Information Collection:  On-Line Program Analysis System (OPAS)

Is this System or Information Collection new or is an existing one being modified?  Existing one being modified.

Identifying Numbers (Use N/A, where appropriate)

Unique Project Identifier Number:  009-10-01-08-01-0201-00-301-092

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.  
OPAS extracts employee accomplishment information from the ORA Field Accomplishments and Compliance Tracking System (FACTS).  The extracted information refers to the employees’ work activities by Operation, Firm, Location, Position Class, Program Code, and Number of Hours.  This employee information is then counted and aggregated for each dimension (Operation, Location, Position Class, Program Code, Fiscal Year).  Values are loaded into an Oracle Express multi-dimensional database for display to the OPAS users (Headquarters managers and analysts, and field managers).  Work plan information is collected from the MODEL files, but MODEL stores no data for an individual employee.  In the future, MODEL will be replaced with Field Workforce Planning System (FWFPS).  OPAS does not display public information (i.e., names of Firms).  Although this information is collected through FACTS, OPAS displays only counts of Firms in various categories (by Establishment Type, Industry Code, Location, and Fiscal Year).  Legislations authorizing this activity are the Prescription Drug User Fee Act, the Federal Food, Drug, and Cosmetic Act, the Bioterrorism Act of 2002, Controlled Substances Act, and The Medical Device User Fee and Modernization Act of 2002. 

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 Agency collects information about resources and the time it takes to address ORA mission activities.  This information is used by the Division of Planning Evaluation Management (DPEM) to collect fees, provide necessary training for personnel, and to determine resource needs and funding requirements for ORA to enjoy success in its mission.

The OPAS data presented to users are statistics derived from counting FACTS records and FWFPS data.    

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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