                                             SUPPORTING STATEMENT

                                                               FOR

REQUEST FOR REVIEW OF  SCIENTIFIC DISPUTES CONCERNING THE REGULATION OF MEDICAL DEVICES

A.  JUSTIFICATION

1.    Circumstances Necessitating Information Collection

The Food and Drug Administration Modernization Act of 1997 (FDAMA) (Pub. L. 105-115)  became law on November 21, 1997.   FDAMA  amended the Federal Food, Drug and Cosmetic Act (the act) (21 U.S.C. 201 et. seq.)   Section 404 of FDAMA added  new § 562  of the act (Tab A).  Under § 404 of FDAMA,  new § 562  of the act  requires FDA to establish by regulation, a procedure under which a person who is a sponsor, applicant, or manufacturer may request a review of a scientific controversy that arise with FDA, including a review by an appropriate scientific panel or advisory committee, when no other provision of the act or regulation provides such review.    

FDA is requesting approval from the Office of Management and Budget (OMB) for the collection of information included in the attached guidance entitled “ Resolving Scientific Disputes Concerning the Regulation of Medical Devices: An Administrative guide to Use of the Medical Devices Dispute Resolution Panel” (Tab B),  promulgated under the statutory mandate of new §562 of the act as added by FDAMA.  

Below is a description of the information collection requirements in the guidance document:

A person who is a sponsor, applicant, or manufacturer must provide:

(1) An explanation of why they have standing to request a review by the Dispute Resolution Panel; 

(2) A concise summary of the scientific issue in dispute, including a summary of the particular FDA action or decision to which the requesting party objects, any prior advisory panel action and the results of all efforts that have been made to resolve the dispute; and 

(3) A clear articulated summary of the arguments and relevant data and information; and

(4) Material outside the official administrative record and not in the possession of FDA at the time the decision or action in dispute was made may be submitted only if it has a significant bearing on the issue or related public health considerations.

2.   How By Whom, and What Purpose Information Is Used

This information will be used to resolve scientific disputes that  arise between FDA and a person who is a sponsor, applicant, or manufacturer.  The agency has created the Medical Devices Dispute Resolution Panel (the panel), which will operate under the auspices of an FDA medical devices advisory committee.  
3.   Consideration of Information Technology

In the Federal Register of March 20, 1997 (62 FR 13430) (Tab C), FDA published a final rule establishing procedures for electronic records, electronic signatures, and electronic submissions.  A sponsor, applicant or manufacturer may use the appropriate technology in accordance with this rule to comply with the requirements of the guidance. 

4.   Identification of Duplication and Similar Information Already Available

Persons that disagree with a  decision or action and wish to have it reviewed and reconsidered are the only ones who can submit the information necessary to review the decision. 
5.   Small Business

The information collection will not have a significant impact on a substantial number of small entities.
6.   Consequences of Less Frequent Information Collection

The information is only required to be submitted when a person affected by an FDA decision on a medical device seeks review of the FDA decision.

7.   Inconsistencies with 5 CFR 1320.6

This information is entirely consistent with 5 CFR 1320.6.

8.   Consultations Outside FDA
In accordance with 5 CFR 1320.8 on Tuesday, April 27, 1999 (64 FR 22617), a 60 day notice for public comment (Tab E) was published in the Federal Register. No comments concerning information collection were received from the public.

9.   Payments or Gifts to Respondents
No payment or gifts in any manner or form shall be provided to respondents under this        regulation.

10. Confidentiality of Information
Under the Freedom of Information Act (FOIA) (5U.S.C. 552), the public has broad access to government documents.  Information provided under this collection is handled in a manner to comply with the FDA regulations on public information in 21 CFR Part 20 (Tab D).

11. Sensitive Questions

This information collection does not include questions pertaining to sexual behavior, attitude, religious beliefs, or any other matters that are commonly considered private or sensitive in nature.

12.  Burden and Cost to Respondents

FDA estimates the burden of this collection of information as follows:

Table 1. -- Estimated Annual Reporting Burden1
No. of Respondents
Annual Frequency per Response
Total Annual Responses
Hours per Response
Total Hours

6
1
6
20
120

1(Footnote) There are no capital costs or operating and maintenance costs associated with this collection of information.

The Medical Devices Dispute Resolution Panel represents a new process for resolving scientific disputes.  In arriving at the estimates in Table 1 of this document for the burden imposed in connection with a request for review by the Medical Devices Dispute Resolution Panel,  FDA considered the number and substance of similar appeals of various types made to FDA in recent years, knowledge of similar submissions and discussions with manufacturers.  (Copied from the PRA section in the NOA.)

13.  Estimated Annual Cost to Respondents

FDA estimates that the total annual cost to respondents will be $ 4,800 (120 hours X $40 per hour).  There will be no startup or operating or maintenance costs associated with this information collection.

14.  Estimated Annual Cost to Government

FDA estimates that there will not be any net cost to government for this information collection..  While FDA may expend 1 FTE during the review of scientific disputes, FDA believes that it spent the same or more time reviewing scientific disputes in the recent past.
15.  Changes in Burden

This is a new burden.

16.  Publication of Results

No tabulation of the data is planned or anticipated.

17.  Exemption for Display of Effective Date

FDA is not seeking approval to prevent the display of expiration date or OMB approval of this request.
18.  Exception to certification Statement

 There are no exceptions to the certification statement identified in item 19 of OMB Form, 83-I.

B.  COLLECTION OF INFORMATION USING STATISTICAL METHODS

The use of statistical methods is not applicable.

Tab A - Section 562 of FD&C Act

Tab B - Guidance Document

Tab C - 3/20/97 FR

Tab D - 21 CFR Part 20

Tab E – 4/27/99 FR

