ATTACHMENT A

                                                                                                  OMB control Number: 

                                                                                                  Expiration Date: 

                                                                                                  See OMB Statement at end of survey.

EMERGENCY RESPONSE SURVEY

Dear Colleague,

The Food and Drug Administration (FDA) needs your help.  This survey is designed to assist FDA in more fully understanding a potentially serious medical device issue. 

{SYNOPSIS OF PROBLEM GOES HERE}

(You) (Your facility) (have been) (has been) selected for this survey because (you) (your facility) (are) (is) likely to have experience using this device.

Your participation in this survey is critical.  FDA believes there may be a potentially serious public health hazard and FDA must have additional information as quickly as possible.  Because the number of respondents is small, each survey is vitally important in providing critical information. 

Your participation in this survey is voluntary and your responses are anonymous.  There is no identifying information on the survey form; therefore, your responses to the survey questions cannot be linked to the respondent list.  The survey sample list will be destroyed one month following the completion date of the survey.

If you have any questions about this survey, please do not hesitate to call:

_________________________________at  (301)____________________ Please do not identify yourself by name.

We are extremely appreciative of the time and effort involved in your participation in this important information collection.  Your efforts will provide critical public health information. 

Please respond by: ____________.   Respondents are requested to route the survey questions and responses through the process improvement/quality improvement process in their facility to ensure the maximum input into this process.

Please feel free to respond by:

 telephone: __________________________ Identify yourself as only “a respondent to the survey sent on ____date; 

fax: _______________  Do not send your institution’s cover-sheet.  The Office Director’s secretary will remove any identifiers your fax machine automatically assigns to the forms before giving the forms to the analysis team;

mail: ________________________Use the enclosed stamped, addressed return envelope for your convenience.  All return-envelopes are addressed to the Office Director’s secretary.  Surveys will be removed and the envelope destroyed before the results are given to the analysis team.  
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Questions:

a.

b.

c.

d.

Please feel free to provide any other information about this topic you believe may be useful to FDA's analysis of the problem: ________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Thank you for your time and energy in aiding FDA to more fully understand this issue!
Sincerely yours,

Larry Kessler, Ph.D.

Director, Office of Surveillance and Biometrics

Center for Devices and Radiological Health

Food and Drug Administration

Public reporting burden for this collection of information is estimated to average 2 hours per response, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of information.  Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

Office of Surveillance and Biometrics

Center for Devices and Radiological Health

Food and Drug Administration

HFZ-500

1350 Piccard Drive

Rockville, MD 20852

An agency may not conduct or sponsor, and a person is not required to respond to a collection of information unless it displays a currently valid OMB control number.

ATTACHMENT B - EXAMPLE OF SURVEY QUESTIONS AND THE REASON FOR THE SURVEY

To demonstrate the importance of establishing an Emergency Health Survey information collection program, an example is provided of when an immediate means of information collection would have resulted in more effective feedback to the public.  

a. Vacuum Assisted Delivery (birth) Devices.  From 1994 to 1998 FDA received reports of twelve deaths and nine serious injuries among newborns on whom vacuum assisted delivery devices were used, resulting in an average of 5 events per year.  In contrast, during the preceding 11 years there were four deaths and five serious injuries reported to FDA – less than 1 event per year.

Concerned about this apparent increase in adverse event reports with this specific device, OSB began further investigation of the reported incidents.  Because OSB was limited to contacting the individuals who submitted the reports of the adverse events, and because these particular individuals could not supply answers to all of OSB’s questions relating to the deaths of the infants, it took one year before the problem was understood well enough to issue a Public Health Advisory.  This Advisory presented recommendations to the medical community to assist health care practitioners in eliminating some of the reported complications, but made it clear that the problem still was not fully understood and that further investigation was needed.  

This Advisory could have reached the medical community in a more timely fashion and presented a fuller understanding of the problem if OSB had been able to receive timely feedback from the medical community. 

Below are examples of questions, the answers to which would have aided FDA in delineating the scope of the problem:

(i) How many vacuum assisted deliveries were performed in the last year?  How many resulted in infant injury or death?  What were the injuries?

(ii) What were the indications for use of the vacuum extractor in the births not resulting in neonatal injuries and in those resulting in injuries (i.e. lack of progress, maternal distress, fetal distress, etc)?

(iii) Did the cup “pop off” during any of these procedures?  If so, was there any evidence of trauma to the fetal scalp:  was the cup reapplied, and what was the level of vacuum pressure used?

(iv) Does the facility routinely do special monitoring of infants delivered with the aid of fetal vacuum devices?  If so, what type of monitoring?

By asking many facilities these same questions FDA could quickly investigate and disseminate information to the medical community on how clinical use-patterns, the clinical environment and other specific circumstances relate to adverse outcomes from vacuum assisted delivery devices. 

