SUPPORTING STATEMENT FOR

PETITION FOR ADMINISTRATIVE STAY OF ACTION

OMB No. 0910-0194

SECTION A - JUSTIFICATION

1.
Circumstances Necessitating Information Collection
The Food and Drug Administration is seeking approval for 21 CFR 10.35 states that the Commissioner may, at any time, stay or extend the effective date of an action pending or following a decision on any matter.  The statutory authority under which this regulation was promulgated is 701(a) of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 371(a)].

Section 10.35 (Attachment A) provides the format and procedures for interested parties to request the Commissioner to stay the effective date of any administrative action. A stay may be requested for a specific time period or for an indefinite time period.  A request for stay must be submitted in accordance with 21 CFR 10.20 no later than 30 days after the date of the decision involved.  The Commissioner may, for good cause, permit a petition to be filed after 30 days.

21 CFR 10.35 -- Reporting: 

Provides information and format for preparing a Petition for a Stay of Action

The filing of a petition for a stay of action does not, in itself, operate to stay or otherwise delay any administrative action by the Commissioner, including enforcement action of any kind, unless the Commissioner, at his discretion, determines that a stay or delay is in the public interest, or a statutory provision requires a stay, or a court orders a stay.  Similarly, other procedural actions taken by an interested person in accordance with the regulations, e.g., the filing of a citizen petition or a request for an advisory opinion or any other related action, would not stay or delay an administrative action to which it may relate.

2.
How, By Whom, Purpose of Collection
The information provided in the request for stay of action is used by the agency to determine the feasibility of granting the stay of action in an expeditious manner.  The Commissioner is charged with enforcement of important regulatory statutes vitally affecting the public health, and a determination as to when enforcement or other administrative action is appropriate must be subject to his discretionary determination, subject, of course, to judicial review.  The Commissioner may grant a stay in any proceeding if it is in the public interest and in the interest of justice.  The Commissioner shall grant a stay in any proceeding if all of the following apply: (1) the petitioner will otherwise suffer irreparable injury; (2) the petitioner’s case is not frivolous and is being pursued in good faith; (3) the petitioner has demonstrated sound policy grounds supporting the stay; and (4) the delay resulting from the stay is not outweighed by public health or other public interests.

The Commissioner could grant a stay or an extension of time for as short or as long a period of time as is justified under the circumstances.  Such a stay could be for a specific time period, which can later be extended, or for an indefinite time period.

3.
Consideration Given to Information Technology
The agency is considering use of improved technology to reduce the burden of preparation of a Petition for Administrative Stay of an Action.  FDA is currently studying the feasibility of accepting electronic submissions of certain documents including petitions.

4.
Identification of Information
Duplication is not a factor in these actions and there is no similar data that can be used or modified for use.  No duplication of effort by Federal agencies has been identified.

5.
Small Businesses
This information collection does not impact on small businesses.

6.
Less Frequent Information Collection
The consequences of not having this information collection would be the lack of opportunity for the public to petition for a stay of action relating to any administrative action.

7.
Special Information Collection Circumstances
There are no special circumstances requiring collection of data in a manner inconsistent with the guidelines in 5 CFR 1320.6.

8.
Outside Consultation
In accordance with 5 CFR 1320.8(d), on September 25, 2000 (65 FR 57614) a 60-day notice for public comment (Attachment B) was published in the Federal Register.  No comments were received from the public.

9.
Payment or Gift

No payment or gift is contemplated under the terms of this proposed information collection.

10.
Confidentiality Provisions
No assurance of confidentiality has been provided except as provided in 21 CFR 20.61 and generally considered in reviewing data and information submitted to FDA.

11.
Privacy
There are no questions of a sensitive nature involved in completing a petition for Administrative Stay of Action.

12.
Burden of Information Collection
As determined by knowledgeable persons, this amounts to an annual average of 10 person hours per petition. Ten hours per petition multiplied by 13 petitions equals 130 hours.  FDA estimates that the cost of a fully supported professional employee (GS-13, step 5) required to review such petitions is $33 per hour.  The estimated annual cost to the Federal government to review such petitions is $4,290 (130 hours x $33 per hour).

The total annual estimated burden imposed by this collection of information is 130 hours annually.

Estimated Annual Reporting Burden






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

10.35
13
1
13
10
130

13.
Cost to Respondent Resulting from the Collection of Information
There are no capital costs or operating and maintenance costs associated with this collection.

14.
Annualized Cost to FDA
Those familiar with the preparation of a Petition for Stay of Action estimate the cost to the petitioner to be $380.  This cost is calculated using an average of 5 hours for preparation multiplied by an hourly pay rate of $76 per hour (includes professional time, clerical work, and overhead).  The total annual cost to all petitioners is estimated to be $4,940 (13 petitions multiplied by $380 per petition).

15.
Reason for Change
The increase in burden hours is due to an increase in Petitions submitted to the Commissioner.

16.
Statistical Reporting

The reporting requirements contained in this proposal are not statistical in nature and the records are not published for statistical use.

17.
Display of OMB Approval Date
We are not seeking approval to exempt display of the OMB approval date on any documents that are associated with this information collection.

18.
Exceptions to “Certification for Paperwork Reduction Act Submissions”

There are no exceptions to “Certification for Paperwork Reduction Act Submissions” for this collection of information.

SECTION B - Collections of Information Employing Statistical Methods

The collection of data does not employ statistical methods.

4

