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: Food Additives Regulatory Management (FARM)
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: 009-10-01-06-01-1010-00-110-032
System of Records Number: N/A
OMB Information Collection Approval Number and Expiration Date: 

· 0910-0016 Food Additive Petitions – Expiration: 10/31/2003
· 0910-0132 Petitions of Affirmation of Generally Recognized as Safe (GRAS) - Expiration: 11/30/2003
· 0910-0185 Labeling Requirements for Color Additives (Other than Hair dyes) and Petitions - Expiration: 07/31/2005
· 0910-0216 Color Additive Certification Requests and Recordkeeping - Expiration: 10/31/2004
· 0910-0298 Food Additives, Threshold of Regulation for Substances Used in Food Contact Articles - Expiration: 02/29/2004
· 0910-0480 Providing Regulatory Submissions in Electronic Format for Food Additive Petitions
Other Identifying Number(s): N/A
Description

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

The FARM Project’s electronic information management system is designed to support the electronic processing, review, maintenance, and reporting for food ingredient submissions. This includes the management of food and color additive petitions, Food Contact Notifications (FCNs), Generally Recognized as Safe Notices (GRNs) and Biotechnology Consultations (BNFs), by providing modern electronic information management tools necessary for the food ingredient reviewers and managers to maximize their productivity. FARM allows reviewers to spend more time reviewing submissions, since they spend less time searching for, processing, and sharing information. FARM also allows reviewers to utilize state-of-the art analytical and search tools to support safety reviews, evaluations, and decisions. FARM is currently able to support industry electronic submission of food ingredient submissions and correspondence in a consistent/standard electronic format further improving efficiencies for industry and the FDA. Freedom of Information (FOI) requests and other communications disclosing information to industry and consumers are done electronically through the FARM System

The FARM system provides:
· Efficient desktop information retrieval and processing

· Workload management 

· Step-by-step tracking capability for all aspects of the submission and review processes 

· Analytical tools on the desktop to link all information pertinent to the review 

· Expanded capability to access online scientific databases 

· Capability to capture the data necessary to compare performance of base-line system, established in FY 2001, against performance levels/metrics of the previous five years. 


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 FARM System collects information from the food industry on ingredients that are added to or will come in contact with food for human consumption.  The information that industry submits to the agency contains chemistry, toxicology, environmental, nutritional, microbiological, and other relevant data.  Information collected by the FARM System consists of data required to perform the safety review of food ingredients under the Federal Food Drug and Cosmetic Act and Regulations in Part 21 CFR Sections 71 & 170-190.   These regulatory documents describe the data required from industry for the Food Contact Notification (FCN), Generally Recognized as Safe Notice (GRN), and Bioengineered Foods Consultation (BNF) processes.  All notices and notifications must contain appropriate and sufficient scientific data and information to support the safety review process.  
The agency collects only the information provided for under the Federal Food, Drug and Cosmetic Act and in the corresponding regulations in 21 CFR 71-199.

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.
Endorse
Endorse
Approve
            _________________________
________________________      ______________________
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