HHS Privacy Impact Assessment (PIA)

Date of this Submission (MM/DD/YYYY): 11/17/2003

HHS Agency (OPDIV):
 FDA/CFSAN
Title of System or Information Collection: CFSAN Adverse Events Reporting System (CAERS)
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: 009-10-01-06-01-1020-00-110-030
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.  

CAERS goal is to improve consumer protection with safety assessments on adverse food events. It also tracks what products and ingredients may be harmful and conveys this information to industry and consumer complainants. CAERS provides a centralized-comprehensive means for the timely capture, evaluation, and mitigation of adverse event reports involving foods, cosmetics and dietary supplements.  This information is an integral aspect of the Agency’s program to monitor and identify potential public health issues that may be associated with the use of a particular product already in the market place.  Given today’s heightened sensitivity to bio-terrorism, early identification is critical and essential to protect the public health and safety.

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.

Consumers or patients that experience injury/illness and report a complaint (Adverse Events) alleging that it is due to a product regulated or monitored by Center for Food Safety and Applied Nutrition (CFSAN).  These voluntary adverse event complaints are received from various sources, including consumers, other government agencies, Congress on behalf of their constituents, trade associations, etc. Complaints of adverse events for foods, cosmetics and dietary supplements are received in written format, FDA – MedWatch 3500, by telephone or a visit (reference Field Management Directive FMD-119.).   Adverse event reports and other related medical information obtained through field investigation/follow-up is made available for medical officers to review for potential terrorism activity or analyze for potential public health risk for CFSAN regulated products.  

3.   Explain why the information is being collected.

CAERS is part of CFSAN’s Strategic Plan’s - Strategic Goal 3.5: Reduce the health risks associated with food and cosmetic products by preventing human exposure to hazards, monitoring product quality and correcting problems that are identified.  Adverse event reporting is included as an essential program under this goal. Once food and cosmetic products are commercially available to consumers, it is important to monitor and evaluate adverse events associated with the consumer use of these products.
As part of this mission, CFSAN performs post-market surveillance by assembling and monitoring adverse events resulting from the use of the following:

· cosmetics, 

· traditional foods, 

· food and color additives, 

· Generally Recognized as Safe (GRAS) ingredients,

· special nutritional products including dietary supplements, 

· medical foods, and

· infant formulas  

While a small portion of these products has mandatory pre-market approval, pre-market notification, and/or post-market surveillance requirements, most of these products, notably dietary supplements, have no such requirements.

4.   Identify with whom the agency will share the collected information.

Information processed and stored in the CAERS surveillance repository is made available indefinitely for medical officers to review for potential terrorism activity or analyze for potential public health risk for CFSAN regulated products. Additionally, information is also shared based in accordance with the Freedom of Information Act (FOIA) and Congressional requests.

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.

CAERS does not collect information from individuals, therefore correspondence activities with the source of information, FACTS and MedWatch is not applicable. Agency Interconnection Agreements have been established to ensure secure information exchange and management.

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)


This system does not collect information from individuals or children under the age of 13. 

7. Describe how the information will be secured.

Access to information contained within CAERS is restricted through policy guidelines that govern implementation of password and other restrictions designed to limit access to role-based functions.

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

The data contained in this application are held indefinitely. Information is not eliminated. 

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.

Not Applicable.
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