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SUPPORTING STATEMENT

FOR

EMERGENCY MEDICAL DEVICE SHORTAGE PROGRAM SURVEY

OMB No. 0910-0491 (New Collection)

A.
JUSTIFICATION

The Food And Drug Administration (FDA) is requesting an approval of the information collection requirements for Emergency Medical Device Shortage Survey.

1. Circumstances Making the Collection of Information Necessary

Reporting

This collection of information consists of a telephone survey used to assist FDA in implementing an emergency medical device shortage program.

Under section 903(d)(2) of the Food, Drug, and Cosmetic Act (the act) (21 U.S.C. 393(d)(2)), the FDA Commissioner is authorized to implement general powers (including conducting research) to carry out effectively the mission of the Food and Drug Administration (FDA).  Section 510 of the act requires that domestic establishments engaged in the manufacture, preparation, propagation, compounding, assembly, or processing of medical devices intended for human use and commercial distribution register their establishments and list the devices they manufacture with the FDA.  Section 522 of the act (21 U.S.C. 360(l) authorizes FDA to require manufacturers to conduct postmarket surveillance of medical devices.  Section 705(b) (21 U.S.C. 375(b)) authorizes FDA to collect and disseminate information regarding medical products or cosmetics in situations involving imminent danger to health, or gross deception of the consumer. These sections of the act enable FDA to enhance consumer protection from risks associated with medical devices usage that are not foreseen or apparent during the premarket notification and review process.

FDA is compiling a list of medical devices that would be needed to treat patients in the event of a biological or chemical weapon attack.  FDA plans to collect manufacturing and inventory information concerning the devices on this list, starting with those devices that are considered critical to patient care.  This information will allow FDA to quickly identify sources and locations of medical devices in the event that they are needed in an emergency.  It will also help to identify logistical problems in the event that borders are closed or transportation has been suspended.  In addition, FDA plans to maintain a list of telephone contacts for the manufacturers so that communication channels with manufacturers will be in place in the event that they are needed.

2.
Purpose and Use of the Information
This collection of information allows the Agency to respond quickly to medical device shortages that might arise in the aftermath of a bioterrorist attack.

3.
Use of Information Technology and Burden Reduction
At the present time, this program uses a telephone survey to gather information about location and accessories for medical devices.  This is the quickest way to gather this information in a very short period of time.  When this program is maintained on an ongoing basis in the future, alternative-reporting methods will be explored.

4.
Efforts to Identify Duplication and Use of Similar Information
The FDA is the only Federal agency responsible for the collection of information regarding medical devices and their locations.  Therefore, duplication with other data sources is nonexistent.

5.
Impact on Small Business or Other Small Entities
Participation in the emergency medical device shortage program is entirely voluntary and will be conducted with FDA staff or contractors. As such, there is potentially no impact on small businesses.

6.
Consequences of Collecting the Information Less Frequently
There is no established frequency for the information collection under the emergency medical device shortage program.  The information will be collected as frequently as national security issues warrant.

7.
Special Circumstances Relating to the Guidelines of 5 CFR 1320.5.
This regulation is consistent with principles in 5 CFR 1320.5.

8.
Comments in Response to the Federal Register Notice and Efforts to Consult Outside Agency
Notice will be published in the Federal Register in February 2002 soliciting comments on this information collection prior to its submission to the Office of Management and Budget (OMB) as required by 5 CFR 1320.8(d) (Attachment A).  
The emergency medical device shortage survey is a new program designed to aid the FDA in the rapid location of medical devices and accessories that might be needed in the aftermath of a terrorist attack.  The survey's primary respondents will be medical device manufacturers and wholesalers.

9.
Explanation of Any Payment or Gift to Respondents
No payment or gifts shall be provided to respondents under this regulation.

10.
Assurance of Confidentiality Provided to Respondent
Information regarding this survey will be available under the Freedom of Information Act and 21 CFR Part 20.

11.
Justification for Sensitive Questions.
The information required in a premarket approval or premarket supplement application does not include questions about sexual behavior, attitude, religious beliefs, or any other matters that are commonly considered private or sensitive in nature.

12.
Estimate of Hour Burden Including Annualized Hourly Costs
The following is a summary of the estimated annual burden hours for participation in this survey.  FDA estimates the burden of this collection of information as follows:

Table 1. --Estimated Annual Reporting Burden


No. of Respondents
Annual Frequency per Response
Total Annual Responses
Hours per Response
Total Hours

Telephone Survey
     7,000
        1
     7,000
      .1
700

TOTALS
700

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

FDA has based these estimates on conversations with industry and trade association representatives, and from internal FDA estimates.

The total number of manufacturers is estimated to be 70,000.  FDA estimates that approximately ten percent of these manufacturers would be contacted in a one-year period, due to limitations on FDA staff.  It is also estimated that the survey will take approximately 6 minutes to complete over the telephone.  Therefore, 7,000 respondents (10% of the FDA manufacturer base) times 1/10 of an hour (i.e. 6 minutes) would equal a total of 700 hours. 

13.
Estimate of the Other Total Annual Cost Burden to Respondent or Recordkeepers
No capital or operational expenses are expected as a result of this proposal.

14.
Annualized Cost to the Federal Government
Costs to the government are limited to the time required to interview respondents and enter this information into a database.  It is expected that FDA will spend approximately 12 minutes interviewing and posting the information, which results in approximately 1,400 hours for the Government.  1,400 hours is approximately 2/3 of an annual Full Time Equivalent's (FTE) regular working hours (i.e. 40 hours a week times 52 weeks = 2,080 hours).  Therefore, since the fully loaded cost to the government for a full time equivalent FDA employee is estimated to be $93,000, the cost to conduct this survey should be approximately $63,000.

15.
Explanation for Program Changes or Adjustments
This is a new collection, so there is no program changes or adjustments at this time.

16.
Plans for Tabulation and Publication and Project Time Schedule
No publication of information for statistical use is planned.

17.
Reason(s) Display of OMB Expiration Date is Inappropriate
FDA is not seeking an exemption of display of effective date.

18.
Exceptions to Certification for Paperwork Reduction Act Submissions
There are no exceptions to the certification statement identified in Item 19 of OMB Form 83-I.

LIST OF ATTACHMENTS:

Attachment A - 
Federal Register Notice soliciting comments on "Emergency Medical Device Shortage Program", [DATE], xx FR xxxx, Docket No. xxN-xxxx.

Attachment B - 
Copy of Emergency Medical Device Shortage Program Survey
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