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SUBJECT:  Standing Operating Procedure (SOP) Safe Medical Devices Act

1.  REFERENCES.


a.  Food and Drug Administration (FDA), Safe Medical Devices Act (SMDA)


b.  TB MED 750-1, Operating Guide for Medical Equipment Maintenance
2.  PURPOSE.  
a.  To provide guidance and assign responsibility to all MEDDAC personnel to monitor and identify significant adverse events involving medical devices.


b.  The SMDA provides a mechanism for the FDA and manufacturers to identify and monitor significant adverse events involving medical devices, so that problems may be detected and corrected in a timely manner.

3.  APPLICABILITY.  

a.  This SOP applies to all personnel assigned or attached to the Fort Carson MEDDAC with duty in Building 7500 or any outlying MEDDAC building.


b.  The SMDA requires device user facilities (hospitals) to report to the device manufacturer when the facility determines that a device has or may have caused or contributed to a patient death or serious injury.  In the case of death, the facility must also send a report to the FDA.  The FDA Form 3500A will be used and submitted within ten work days from the time that any medical personnel employed by or affiliated with the facility becomes aware that the device may have caused or contributed to a death or injury.


c.  The following procedures apply to any MEDDAC medical equipment adverse occurrence(s) as defined by the FDA in the SMDA.

4.  RESPONSIBILITIES.   When/if a piece of medical equipment is suspect in contributing to an adverse affect on a patient:

a.  Employee will:


(1)  Notify the Safety Office immediately (within the first hour) using the e-4106 incident report found on Evan’s home page and verbally at 6-7371.


(2)  Turn in the equipment/device and all consumables and disposables (any item used in conjunction with the equipment) to the Chief of Medical Maintenance for lockup and further testing within the first hour.  If medical maintenance is unavailable (i.e. after duty hours, weekend, etc.), contact the AOD to page the on-call maintenance technician.    The equipment will be turned in as it was used.  DO NOT change or adjust any settings/dials/etc on the equipment prior to turning in.  Bring it as used during procedure in which incident occurred.


b.  Upon notification, the Safety Manager will:


(1)  Obtain a list of personnel involved.


(2)  Contact Chief Medical Maintenance.


(3)  Contact the Risk Management Office.


(4)  Contact the Patient Safety Office.


(5)  Set up interview times with each individual who was in the room at the time the equipment was used.


(6)  Interview, with the Risk Manager and the Patient Safety Representative, each individual to obtain their views on the events leading to and the actual occurrence.


(7)  Complete the FDA Form 3500A and determine who must be notified (manufacturer and/or FDA).


c.  Chief, Medical Maintenance will:


(1)  Complete the medical equipment section of FDA Form 3500A.


(2)  Testing and further procedures are outlined in the Medical Maintenance internal SOP.


d.  Risk Management Officer will:

(1) Attend the personnel interviews.


(2)  Complete the clinical section of FDA Form 3500A.


e.  Patient Safety Representative will:


(1)  Attend the personnel interviews.


(2)  Assist in completing the clinical section of FDA Form 3500A.


f.  Other Actions Taken by the Safety Manager:


(1)  Maintain all records in the MEDDAC Safety Office for a period of two years. 


(2)  Submit a semi-annual report on FDA Form 3419 on 1 January and 1 July of each year.  If no incidents have occurred, no report is necessary.


(3)  The semi-annual report will include:


a.  The FDA assigned reporting number; 


b.  Reporting year; 


c.  Reporting period; 


d.  Report date; 


e.  Complete name and address of the user facility; 


f.  Name, title, and address of the contact person;


g.  Lowest and highest report numbers of the reports submitted to the FDA and/or manufacturer during the reporting period; 


h.  Total number of reports attached or summarized; and 


i.  Basic information about each reported event or a copy of the FDA Form 3500A that was submitted for each event.

5.  DEFINITIONS.

(1)  Malfunction:  The failure of a device to meet its performance specifications or to perform as intended.  A malfunction is reportable when it is likely to cause or contribute to a death or serious injury if it were to recur.  This SOP assumes that a malfunction will recur.  A malfunction is reportable if any one of the following is true:


a.  The chance of it causing such event is not remote or minute;

b.  It affects the device in a catastrophic manner that may lead to a death or serious injury;

c.   It causes the device to fail to perform its essential function and compromises the device’s therapeutic, monitoring, or diagnostic effectiveness, which could cause or contribute to a death or serious injury;

d.   The device involves a long-term implant or a device that is considered to be life-supporting, or life-sustaining;

e.  The manufacturer takes or would be required to take action to reduce a risk to health as a result of the malfunction; or


f.  A malfunction of the same type has actually caused or contributed to a death or serious injury in the past.

(2)  Medical Personnel:  any individual who:


a.  Is licensed, registered, or certified by a state, territory, or other governing body to administer health care;


b.  Has received a diploma or a degree in a professional or scientific discipline;


c.  Is an employee responsible for receiving medical complaints or adverse event reports; or


d.  Is a supervisor of such persons.

(3)  Permanent:  permanent damage or impairment is irreversible damage or impairment that is not trivial.


(4)  Reportable Event:  The adverse events or problems that the medical device regulation requires to be reported.  These include patient deaths and serious injuries that medical devices have or may have caused or contributed to (i.e. the device may have directly caused the events or played a role in the events).

(5)  Serious Injury:  Three possible types:  

a.  Life threatening injuries;

b.  Injuries that result in permanent damage or impairment; and


c.  Injuries that require medical intervention to preclude permanent damage or impairment.  

(6)  User Facility Reporting Number:  The number that uniquely identifies each report submitted by a user facility to manufacturers and FDA.  The number consists of three parts:


a.  The user facility’s ten-digit Health Care Financing Administration (HCFA) number.  If the HCFA number is less than ten digits, fill the remaining spaces with zeros;


b.  The four digit calendar year in which the report is submitted; and

c.  The four-digit sequence number of the reports submitted for the year, starting with 0001.  For example:  1234567890-1996-0001.

6.  POINT OF CONTACT.  Questions in reference to SMDA should be directed to the MEDDAC Safety Manager, Facilities Management Branch, ext 6-7371.
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