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JUSTIFICATION

1.  Circumstances Which Make This Information Collection Necessary

The Food and Drug Administration (FDA) is requesting an extension of Office of Management and Budget (OMB) control No. 0910-0433 and OMB approval of the information collection requirements (Tab A), listed below:

Section 601.70(b) and (d) – Reporting:

Each applicant of a licensed biological product shall submit a report, accompanied by Form FDA 2252 (approved under OMB No. 0910-0001), to FDA on the status of postmarketing studies (PMSs) for each approved biologics license application (BLA) required by FDA or committed to by the applicant.  Two copies of each report shall be submitted.

Section 130(a) of the Food and Drug Administration Modernization Act (Public Law 105-115,) amended the Federal Food, Drug, and Cosmetic Act (the act,) by adding a new provision (section 506B of the act (21 U.S.C. 356b), Tab B) requiring reports of PMSs for approved human drugs (the collection of information requirements for section 314.81(b)(2)(vii) is approved under OMB Control No. 0910-0001) and licensed biological products.  Section 506B of the act provides FDA with additional authority to monitor the progress of PMSs that applicants have made a commitment to conduct and requires the agency to make publicly available information that pertains to the status of these studies.

2.  How, By Whom, and the Purpose for Collecting This Information

The regulation describes the types of postmarketing studies that require status reports, the information to be included in the reports, and the type of information that FDA would consider appropriate for public disclosure.  FDA will use this information to meet its reporting obligations under section 506B of the act and section 130(b) of the Modernization Act.

3.  Use of Technology to Reduce the Burden on the Public

The Center for Biologics Evaluation and Research (CBER) intends to develop plans to receive this information electronically.  FDA is not aware of any other improved technology to reduce the burden.

4.  Identification and Use of Duplicate Information

There are no other regulations requiring this information for this purpose.  The required information is not available from any other source.  These are the only practical means for FDA to obtain the needed information.

5.  FDA’s Efforts to Reduce the Burden on Small Business

Although FDA must apply the statutory and regulatory requirements equally to all enterprises, the agency does provide special help to small businesses.  CBER’s Office of Communication, Training and Manufacturers Assistance, provides assistance to small businesses subject to FDA’s regulatory requirements.  

6.  Impact of Not collecting This Information or Collecting Information Less Frequently

Under section 506B(a) of the act, applicants that have committed to conduct a PMS for a human drug or biological product that is approved for marketing must submit to FDA a report on the progress of the study or the reasons for the failure of the applicant to conduct the study.  The first report must be submitted within 1 year after the approval of the product and annually thereafter until the study is completed or terminated. Less frequent collection of information would not provide the necessary information needed by FDA to properly monitor the progress of PMSs.  There are no technical or legal obstacles to reducing the burden.

7.  Special Circumstances That Occur When Collecting This Information

An applicant may be required to submit to FDA proprietary trade secrets or other confidential information when submitting an annual report.  FDA has instituted security measures to protect confidential information received from manufacturers and will, to the extent permitted by law, protect this information.

8.  Identification of Outside FDA Sources

In accordance with 5 CFR 1320.8(d), FDA published a 60-day notice in the Federal Register on June 26, 2003 (68 FR 38066, Tab C), for public comment on the information collection provisions.  No comments were received from the public.
9.  Payment or Gifts Offered to Respondents

FDA has not provided and has no intention to provide any payment or gift to respondents.

10.  Method of Ensuring Respondent Confidentiality

The confidentiality of information received by FDA would be consistent with the Freedom of Information Act and the agency’s regulations under 21 CFR parts 20 and 601.70(e).  Proprietary or trade secret information is deleted from any information released by FDA under the Freedom of Information Act and FDA regulations.

11.  Use of Sensitive Questions

Questions of a sensitive nature are not applicable to this information collection.

12.  Burden Hours and Cost Associated With This Information Collection

The estimated annual burden for this information collection is 1,560 hours.

Estimated Annual Reporting Burden

21 CFR Section
No. of Respondents
Annual Frequency per Response
Total Annual

Responses
Hours per

Response
Total Hours

601.70(b) and (d)
44
1.5
65
24
1,560

Respondents to this collection of information are the applicants holding approved applications for licensed biological products that have committed to conduct PMSs.  Based on information obtained from CBER’s computerized application and license tracking data base, the agency estimates that approximately 44 applicants with 65 approved BLAs have committed to conduct approximately 223 PMSs and would be required to submit an annual progress report on those PMSs under § 601.70.  Based on past experience with similar reporting requirements, the agency estimates that it takes an applicant approximately 24 hours (8 hours per study X 3) annually to gather, complete, and submit the appropriate information for each report (approximately two to four studies per report).  Included in these 24 hours is the time necessary to prepare and submit two copies of the annual progress report of PMSs to FDA under § 601.70(d).

Cost to Respondents

The estimated annual cost to respondents is $59,280.

Activity
No. of Hours
Cost per Hour
Total Cost

Reporting
1,560
$38
$59,280

FDA estimates that manufacturers will require 1,560 total hours annually to submit the required status report of PMSs as part of the annual report.  The cost estimate is based on a regulatory affairs specialist, who is responsible for preparing the status report for the PMSs and receives a pay rate of $38 per hour (including benefits but no overhead costs).

13.  Annual Cost Estimate to Respondents

There are no capital start-up, operation, maintenance, or purchase costs associated with the information collection requirements.

14.  Annual Cost Estimate to FDA

The estimated annualized cost to FDA is $33,540.  

Activity
No. of Reports
Hours per Report
Average Cost per Hour
Total Cost

Report Review
65
12 hr.
$43
$33,540

This estimate is based on a CBER reviewer, at an average pay rate of $43 per hour (GS 13-5), who takes an average of 12 hours to review a PMS status report.  The salary estimate includes benefits but no overhead costs.

15.  Changes from Previous Approval

The previous burden estimate was 4,384 hours.  The current overall decrease in burden to 1,560 hours is attributed to the elimination of the information collection requirements under the Center for Drug Evaluation and Research regulations section 314.81 which is now approved under OMB Control No. 0910-0001.  However, the increase in burden under the biologics regulation from 688 to 1,560 hours is attributed to the increase in estimated hours per response to reflect that each status report can include an average of three studies.

16.  Publishing the Results of This Information Collection

There are no results to publish for this information collection.

17.  Reason for Not Displaying the OMB Approval Date

FDA is not seeking approval to exempt the display of the expiration date of the OMB approval.

18.  Explanations to Section 19, “Certification for Paperwork Reduction Act Submissions”

There are no exceptions to Item 19 of OMB Form 83-I.


