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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.  In the Federal Register of May 22, 2002 (67 FR 36008), FDA published a notice announcing OMB’s approval of this collection of information.  Because this was an emergency approval that expired on October 31, 2002, FDA is following the normal Paperwork Reduction Act of 1995 clearance procedures to reinstate the approval of the collection.

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.

Subsequent to the events of September 11, 2001, FDA’s Center for Devices and Radiological Health (CDRH) began planning for handling device-related issues related to counter-terrorism.  One of the activities related to planning for addressing terrorism-related medical device shortages is  that CDRH, working with medical experts and medical device industry organizations, developed a medical device formulary that identifies which medical devices would be needed in responding to terrorist incidents.  The National Pharmaceutical Stockpile Program managed by the Centers for Disease Control (CDC) appears to have not given adequate consideration to medical devices.  Therefore, CDRH has developed a plan to ensure adequate availability of medical devices in case of terrorist incidents.  

Most particularly consumable supplies or disposable devices, are supplied through large regional distributors.  Adequate supplies should be available through these existing commercial supply chains.  Problems in supplying these items will be due to logistics.  In an emergency, CDRH plans to ensure adequate availability of these types of devices by working with industry/distributor organizations, specifically AdvaMed and HIDA.  These organizations have actively pursued working relationships with appropriate government agencies to facilitate adequate response in emergency situations.  Recently, HIDA accepted a seat at the DHHS Command Center and will provide information and logistical support in supplying these devices.

However, there are more sophisticated or specialized devices, for example, ventilators, defibrillators, portable X-Ray machines, that are sold directly by the manufacturer,  that are not through independent distributors.  For these devices, CDRH plans to maintain a database of  device manufacturers so that specific contact information can be supplied to Emergency Response personnel as needed.  FDA has identified 17 of these devices and have identified 205 manufacturers.

Examples of these devices are stated below.

· 12-lead ECG recorder

· AEDs

· Artificial skin grafts

· Breathing apparatus, pressure-demand, self-contained

· Bronchoscope (adults & peds)

· Cardiac monitor ( Wall unit or portable)

· Defibrillator pacing equipment, transcutaneous

· Fluoroscopic C-arm (portable)

· Hemodialysis machine

· Laparoscope

· Manual defibrillator (adult and peds)

· Specialty beds

· Ventilator (adults & peds)

· X-ray machine (portable)

· arrhythmia monitors

· x-ray film

· Surgical scissors

Through a contractor, FDA is conducting a telephone survey to collect this contact information.  The survey will also attempt to gather information on market share, current and potential manufacturing capacities, inventories, foreign production sites, and accessories necessary to operate the devices.

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 has been published in the Federal Register on (December 30, 2002) (67 FR 79637) 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) (see Attachment A).  No comments were received.

The emergency medical device shortage survey is a relatively 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
	     250
	        1
	     250
	      .5
	125

	TOTALS
	125


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 experience and estimates.

The total number of medical device manufacturers regulated by FDA is estimated to be 70,000.  Because most of the medical devices which might be needed in a terrorist attack are available through regular commercial channels, FDA focused this collection of information on the 250 manufacturers who manufacture the 17 medical devices itemized in Item 1 of this collection.  Therefore, FDA estimates that approximately 150 manufacturers would be contacted in a one-year period.  It is also estimated from FDA experience that the survey will take approximately 20 to 30 minutes to complete over the telephone.  Therefore, 250 respondents (who manufacture the 17 hardest to locate medical devices in the event of a terrorist incident) times 1/2 of an hour (i.e. 30 minutes) would equal a total of 125 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.  FDA is now contracting out the process of interviewing respondents and entering information into a database.  The total cost of this contract is expected to be $20,000 per year.  In the event that additional medical device manufacturers or suppliers need to be contacted, and additional 10% (or $2,000) cost would be added to this contract.  It is also expected that an FDA employee will spend approximately one month of their time, maximum, overseeing this contract.  An average Full Time Equivalent employee (FTE) is projected to earn a fully-loaded (e.g. salary and benefits) salary of $103,000 per year.  The estimated cost of an FDA employee’s involvement with this collection, therefore, is estimated to be $8,600 (which is 1/12 times $103,000).  

The estimated total cost to the government for performing this collection is projected to be $30,600 ($20,000 contractor fees plus $2,000 contractor’s amendment plus $8,600 FDA employee wages).  

15.
Explanation for Program Changes or Adjustments
The hours requested for this collection have reduced since it was last approved by OMB.  Originally, FDA estimated that 7,000, or 10% or all existing regulated medical device manufacturers, would complete this survey in approximately six minutes apiece.  After further review, FDA realized that approximately 17 of the hardest to find medical devices should be in this survey, as other medical devices were available through commercial distribution channels.  In addition, FDA realized through experience that the survey actually took between 20 and 30 minutes to complete.  Therefore, FDA has adjusted its estimate of respondent burden hours.  The respondent burden hours have been reduced from and estimated 700 hours to 125 burden hours.

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.

Attachment B - 
Copy of Emergency Medical Device Shortage Program Survey
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