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A.  Justification
1.  Circumstances of Information Collection
FDA is requesting OMB approval for the reporting requirements contained in the guidance for industry entitled "Reports on the Status of Postmarketing Studies – Implementation of Section 130 of the Food and Drug Administration Modernization Act of 1997."  The guidance provides recommendations on: 

• Procedures, content, and format for submitting a postmarketing study status report for an approved human drug or licensed biological product;

• Timeframes for FDA’s review of postmarketing studies; and

• Information about postmarketing studies that will be available to the public.

The guidance is intended to assist applicants in meeting the requirements of section 130 of the Food and Drug Administration Modernization Act of 1997.  Section 506B ("Reports of Postmarketing Studies") of the Federal Food, Drug, and Cosmetic Act (the act, 21 U.S.C. 356b) provides FDA with additional authority for monitoring the progress of postmarketing studies that drug and biologics applicants have made a commitment to conduct.  Postmarketing studies are those studies conducted after approval to gather information about approved drug or biologics products.  Such studies are used to gather additional information about product safety, efficacy, or optimal use.

Under 506B(a) of the act, an applicant who has entered into an agreement with FDA to conduct a postmarketing study is required to provide the agency with an annual report on the status of the study until the study is completed or terminated.  The annual report must address the progress of the study or the reasons for the failure of the applicant to conduct the study.  Section 506B(c) of the act directs FDA to develop and publish annually in the Federal Register a report on the status of postmarketing studies that applicants have made a commitment to conduct and for which status reports have been submitted.  In the Federal Register of October 30, 2000 (65 FR 64607), the agency published a final rule to implement section 506B of the act.  The final rule made several changes to the regulations for approved human drugs and licensed biological products. 

The guidance is intended to provide information on the following: (1) Procedures concerning the submission of postmarketing study status reports; (2) the content and format of a postmarketing study status report; (3) timeframes for FDA’s review of postmarketing study reports; and (4) information about postmarketing studies that will be available to the public.  The guidance applies to postmarketing studies for approved human drug products and licensed biological products that meet the definition of "drug" under the act.  It does not apply to biological products that meet the definition of medical "device" under the act; or to veterinary drug products, which will be addressed separately.

In addition to the information collection provisions covered by the October 30, 2000, final rule (approved by OMB under Control Number 0910-0338), the guidance recommends an additional reporting requirement.  The guidance proposes that applicants with postmarketing study commitments submit with their annual report a redacted version of each status report that already has been formatted and completed for submission.  The guidance requests that applicants redact complete reports to the extent necessary to protect trade secrets or to conceal individual patient identifiers.  FDA will use this redacted report for release to the public on its website and in the report on the status of postmarketing studies required under section 506B(c) of the act.  FDA will accept the redacted version of the applicant's status report either in an electronic format compatible with FDA's electronic database or in hard copy.

2. Purpose and Use of Information
As discussed further above, the guidance is intended to provide information on the following: (1) Procedures concerning the submission of postmarketing study status reports; (2) the content and format of a postmarketing study status report; (3) timeframes for FDA’s review of postmarketing study reports; and (4) information about postmarketing studies that will be available to the public.  The guidance proposes that applicants with postmarketing study commitments submit with their annual report a redacted version of each status report that already has been formatted and completed for submission.  FDA will use this redacted report for release to the public on its website and in the report on the status of postmarketing studies required under section 506B(c) of the act.

3.  Use of Improved Information Technology
FDA will accept the redacted version of the applicant's status report either in an electronic format compatible with FDA's electronic database or in hard copy.  The following guidances for industry have been developed to improve the use of information technology in the submission of investigational and new drug applications and related reports:

In January 1999, FDA announced the availability of a guidance entitled "Providing Regulatory Submissions in Electronic Format —— NDAs."  The guidance provides information on how to submit a complete archival copy of an NDA in electronic format and applies to the submission of original NDAs as well as to the submission of supplements and amendments to NDAs.  The guidance recommends that labeling text be submitted as a PDF file.  In June 2002, FDA announced the availability of a guidance entitled "Providing Regulatory Submissions in Electronic Format —— ANDAs." In January 1999, FDA issued a guidance on general considerations for electronic submissions entitled "Providing Regulatory Submissions in Electronic Format —— General Considerations."  The guidance includes a description of the types of electronic file formats that the agency is able to accept to process, review, and archive electronic documents.  In November 1999, FDA published a guidance to assist applicants in submitting documents in electronic format for review and archive purposes as part of a biologics license application (BLA), product license application (PLA), or establishment license application (ELA).  In January 2001, FDA issued a guidance entitled "Providing Regulatory Submissions in Electronic Format — Prescription Drug Advertising and Promotional Labeling."  In May 2001, FDA issued a guidance entitled "Providing Regulatory Submissions In Electronic Format - Postmarketing Expedited Safety Reports." In June 2003, FDA issued a guidance entitled "Providing Regulatory Submissions In Electronic Format - Postmarketing Periodic Adverse Drug Experience Reports."        

4.  Efforts to Identify Duplication
The information collection requested under the guidance does not duplicate any other information collection. 

5.  Involvement of Small Entities
Although new drug development is typically an activity completed by large multinational drug firms, the information collection requested under the guidance applies to small as well as large companies.  Under the Regulatory Flexibility Act, FDA regularly analyzes regulatory options that would minimize any significant impact on small entities.  FDA also assists small businesses in complying with regulatory requirements.

6.  Consequences If Information Collected Less Frequently 

This voluntary information would enable FDA to use the redacted report for release to the public on its website and in the report on the status of postmarketing studies required under section 506B(c) of the act.

7.  Consistency with the Guidelines in 5 CFR 1320.5(d)(2)
There is no inconsistency.

8.  Consultation Outside the Agency

In the Federal Register of April 4, 2001 (66 FR 17912), FDA announced the availability of the draft guidance and requested comments for 60 days on the information collection.  No comments were received that pertained to information collection estimates.

9.  Remuneration of Respondents
FDA has not provided and has no intention to provide any payment or gift to respondents under this guidance.

10.  Assurance of Confidentiality
Confidentiality of the information submitted under this guidance is protected under 21 CFR 312.130 and 314.430 and under 21 CFR part 20.  The unauthorized use or disclosure of trade secrets required in applications is specifically prohibited under Section 310(j) of the Act.

11.  Questions of a Sensitive Nature
There are no questions of a sensitive nature.

12.  Estimates of Annualized Hour Burden
Respondents to this information collection are applicants holding approved applications for human drugs and licensed biological products that are required or have committed to conduct postmarketing studies.

Based on agency data, there are approximately 152 drug applicants who are required or who have committed to conduct approximately 935 postmarketing studies, and approximately 44 applicants holding approved biologics license applications who are required or who have committed to conduct approximately 223 postmarketing studies.  The agency assumes that all of the estimated 196 respondents would submit voluntarily approximately 1,158 redacted versions of each study in their annual status reports.  Based on FDA experience, the agency estimates that an applicant would expend a total of 0.5 hours preparing a redacted version of each study in the status report that already has been formatted and completed for submission.

FDA estimates the burden of this collection of information as follows.  The estimates have been updated from the April 4, 2001, notice to reflect current data.

Table 1.--Estimated Annual Reporting Burden

	
	Number of Respondents
	Number of Responses per Respondent
	Total Responses
	Hours per Response
	Total Hours

	CDER
	     152


	 approx. 6


	   935


	   0.5
	467.50



	CBER
	     44


	 approx. 5


	   223


	   0.5
	111.50

	Total
	
	
	
	
	  579


13.  Estimates of Annualized Cost Burden to Respondents
FDA has estimated an average industry wage rate of $50.00 per hour for preparing and submitting the information collection under this guidance.  Using the averaged wage rate of $50.00 per hour, and multiplied times the total hour burden estimated above, the total cost burden to respondents is $28,950 (579 x $50).

14.  Estimates of Annualized Cost Burden to the Government
FDA will use this redacted report for release to the public on its website and in the report on the status of postmarketing studies required under section 506B(c) of the act.  Section 506B(c) of the act directs FDA to develop and publish annually in the Federal Register a report on the status of postmarketing studies that applicants have made a commitment to conduct and for which status reports have been submitted. 

The estimated annualized cost to the Federal Government is based on average review time of 0.25 hours and average hourly salaries plus benefits for CDER and CBER reviewers associated with the review of applications including supplemental applications and other similar submissions, and the average annual salaries for CBER and CDER reviewers.  The total cost estimate for review of the postmarketing status reports submitted in annual reports is $5,822.

	Status Reports
	Number of Redacted Reports
	Hours X Average Annual Reviewer Salary
	Total Cost

	Regulatory
	579
	0.25 X $50/hr
	$7,237.50


15.  Changes In Burden
This is a new collection.

16.  Time Schedule, Publication, and Analysis Plans
There are no publications.

17.  Displaying of OMB Expiration Date

The agency is not seeking to display the expiration date for 

OMB approval of the information collection.

18.  Exception to the Certification Statement - Item 19

There are no exceptions to the certification statement 

identified in Item 19, "Certification for Paperwork Reduction Act 

Submission," of OMB Form 83-I.
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