HHS Privacy Impact Assessment (PIA)

Date of this Submission (MM/DD/YYYY): 11/12/2003

HHS Agency (OPDIV):  DHHS/FDA/CBER

Title of System or Information Collection:  Regulatory Management System for the Biologics License Application (RMS/BLA)

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

Identifying Numbers (Use N/A, where appropriate)

Unique Project Identifier Number: 009-10-01-03-02-1060-00-204-079

System of Records Number:  N/A

OMB Information Collection Approval Number and Expiration Date:  N/A
Other Identifying Number(s): 009-10-01-02-02-1020-00    BRMS (historical data accessible from BLA)
Description

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


RMS/BLA supports CBER’s Managed Review Process for the review and approval of applications for biological derived drugs and blood products (the BLAs) that are regulated by CBER.  Submission Tracking Numbers (STNs) need to be assigned, information about BLAs, products, and facilities maintained and searchable, review milestone deadlines generated and reported, post-Approval commitments monitored and reported.  IT solutions are essential in enabling CBER in meeting its obligations under PDUFA for the timely review of BLAs and tracking of post marketing commitments.  RMS/BLA is integrated with DATS and EDR.  Reviewers can pull up eSubmissions from the EDR from within RMS/BLA.   Under authority of 21CFR601, 21CFR820 (for IVD test kits), and the Prescription Drug User Fee Act and later amendments to the 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.


Drug product and company names, product details such as indications, content, manufacturing facilities, manufacturing processes, FDA review committee member names, review status, licensed status, company and facility addresses, business phone # and business addresses of company representatives.

3.   Explain why the information is being collected.


FDA/CBER exists to review regulate biologic drugs and blood derived products.  It reviews Biologic License Applications (BLAs) and approves these marketing applications per 21CFR600 and 601. The Center is required to track these BLA submissions, the review of these submissions, and the licensed products it regulates.  The information that is captured and maintained in the RMS/BLA system is essential in allowing CBER to fulfill these obligations.

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


Certain information related to the performance of CBER’s review of BLA submissions is reported to Congress.  Information on licensed products is reported to the public and shared with other federal agencies such as the CDC.  There are no links to RMS/BLA data from outside the Agency.  Presently, any information provided outside the agency is through formal reporting. 

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.


All information in RMS/BLA is provided by the applicants (regulated drug companies) of BLA submissions.  It is extracted from FDA Form 356H and from within the submissions itself.  Other information is added to this from CBER generated actions such as the act of FDA licensing a product or issuing a letter or memo.

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)

No.

7. Describe how the information will be secured.

Information is secured via a adapted industry standard authentication process and role-based privilege access method.
8. Describe plans for retention and destruction of data collected.

Retention schedule is indefinitely.

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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