HHS Privacy Impact Assessment (PIA)

Date of this Submission (MM/DD/YYYY): 11/19/2003

HHS Agency (OPDIV): FDA/Center for Devices and Radiological Health

Title of System or Information Collection: CDRH Pre-Market Tracking

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

Identifying Numbers (Use N/A, where appropriate)

Unique Project Identifier Number:  009-10-01-04-02-1050-00
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.  

This system collects information about the receipt, review process, and review outcome of medical device pre-market submissions received by the FDA.  Medical device pre-market submissions are mandated by the 1972 medical device amendments to the Food, Drug and Cosmetic act. 

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 collected for this system is primarily a computer record of the receipt of a pre-market submission for a medical device.  Information identifying the device, the applicant, the submitter, the manufacturing site, and the intended use of the device are taken from the pre-market submission.  Most of the data in the system is administrative data, detailing the FDA review process, generated by FDA, and is not data from the pre-market submission.

Submitters do provide the names of contact individuals.  These individuals are contacted, as necessary, to answer questions, provide additional information, and facilitate the prompt review of the submission.

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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