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A.  JUSTIFICATION

1.    Circumstances Necessitating Information Collection

The Food and Drug Administration (FDA) is announcing an emergency notice for emergency processing of the following document:  Submission of Validation Data in Reprocessed Single Use Devices.  FDA is also announcing in the same issue of the Federal Register the availability of a guidance document, to assist reprocessors of single use devices in submitting validation data for the devices.  The Medical Device User Fee and Modernization Act of 2002 (MDUFMA), P.L. 107-250 added section 510(o) to the Federal Food, Drug, and Cosmetic Act (the act) to establish new regulatory requirements for reprocessed single-use devices (SUDs) (MDUFMA section 302(b), the act section 510(o)).  MDUFMA was signed into law on October 26, 2002.Section 302(b) of MDUFMA adds new requirements for reprocessed SUDs to section 510 of the act.  One of MDUFMA’s provisions requires the submission of validation data specified in the statute for certain reprocessed SUDs (as identified by FDA).  The types of validation data include cleaning and sterilization data, and functional performance data.  

MDUFMA requires that FDA review the types of reprocessed SUDs now subject to premarket notification requirements and identify which of these devices require the submission of validation data to ensure their substantial equivalence to predicate devices.  MDUFMA also requires that FDA review critical and semi-critical reprocessed SUDs that are currently exempt from premarket notification requirements and determine which of these devices require the submission of 510(k)s to ensure their substantial equivalence to predicate devices. 

.

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

On April 30, 2003 (68 FR 23139), as required by MDUFMA, FDA published two lists in the Federal Register: (1) a list of critical reprocessed SUDs whose exemption from the 510(k) requirements will be terminated; and (2) a list of reprocessed SUDs that are currently subject to 510(k) requirements for which manufacturers must submit validation data must be submitted.  FDA will update these lists as necessary.  The types of validation data include cleaning and sterilization data, and functional performance data.  

The validation data must be submitted according to the following timetable:

· Manufacturers submitting new 510(k)s after the publication of the lists of devices requiring validation must include the validation data.

· Manufacturers may supplement 510(k)s pending at the time the lists were published with the validation data or resubmit them with the validation data after clearance.

· Manufacturers with 510(k)s cleared by FDA before publication of the list must submit the validation data nine months after publication of the list (January 30, 2004).

· Manufacturers of listed devices that were previously exempt from the 510(k) requirements must submit the validation data within 15 months after publication of the list (July 30, 2004). 

· By April 26, 2004, FDA must publish lists of semi-critical reprocessed SUDs that will require the submission of validation data.  The publication of these lists will trigger timeframes the same as those above.

Under MDUFMA, FDA will use the validation data submitted for a reprocessed SUD to determine whether the device will remain substantially equivalent in terms of safety and effectiveness to its predicate after the maximum number of times the device is reprocessed as intended by the person submitting the premarket notification.       
3.   Consideration of Information Technology

In the Federal Register of March 20, 1997 (62 FR 13429), 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

This information would not be available to FDA if reprocessors did not submit it in premarket notifications.

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

Reprocessors need only submit a premarket notification one time as required by the statute and additional times only when they make significant changes that may affect the safety and effectiveness of the device.

7.   Inconsistencies with 5 CFR 1320.6

This information is entirely consistent with 5 CFR 1320.6.

8.   Consultations Outside FDA
FDA is providing a 30 day period in an emergency Federal Register notice for the public to  comment on the proposed information collection.

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) (5 U.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.

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 information collection as follows:

TABLE 1.    ESTIMATED ANNUAL REPORTING BURDEN1
	             Item
	No. of  Respondents
	Annual Frequency per Response
	Total Annual Responses
	Hours per Response
	Total

Hours

	Submission of validation data 

 (2003)
	20
	5
	100
	40
	4,000

	Submission of validation data 

 (2004)
	20
	20
	400
	40
	16,000

	Submission of validation data 

 (2005)
	20
	10
	200
	40
	8,000

	Total Hours
	
	
	
	
	28,000


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

Based on submissions received to date and registration and listing records for the affected devices, FDA estimates that there are 20 reprocessors of SUDs that will need to submit validation data.  In calendar year 2003, FDA estimates that there will be 5 new 510(k)s for reprocessed SUDs.  Based on it s experience with reviewing 510(k)s and discussions with reprocessors, FDA estimates that it will take 40 hours per 510(k) to develop and submit the validation data.  This results in a total burden for 2003 of 4,000 hours (20 reprocessors x five 510(k)s each x 40 hours).  (In this estimate, FDA is only taking into account the burden related to validation data.  The other collections of information related to the submission of information in a 510(k) have been approved by OMB in accordance with the PRA under the regulations governing premarket notification submissions (21 CFR part 807, subpart E, OMB No. 0910-0120.))

13.  Estimated Annual Cost to Respondents

FDA estimates that the total annual cost to respondents will be $ 160,000 in 2003 (4,000 hours X $40 per hour); $640,000 in 2004 $16,000 hours X $40 per hour; and $320,000 in 2005 (8,000 hours X $40).  There will be no startup or operating or maintenance costs associated with this information collection.

14.  Estimated Annual Cost to Government

FDA estimates that it will spend about 0.5 FTEs in 2003 reviewing this data, 2 FTEs in 2004. and 1 in 2005.  As FDA gains more knowledge and experience reviewing this type of data, the burden on FDA will be lessened
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.

The use of statistical methods is not applicable.

