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	· Island Health Care
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· Independent Life at Home
· Palliation Choices
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	Included in the following THA Manual:
	Administrative Policy & Procedure Manual

Provision of Care, Treatment & Service


POLICY 

To ensure safe, appropriate use of equipment by THA Group staff in both the patient care and Company offices.

THA Group will educate all staff in the safe use of equipment owned and/or utilized by THA Group and will notify staff in a timely manner of any identified equipment hazards, defects and recalls. THA Group will comply with the Safe Medical Devices Act to identify, report, and correct medical device incidents. 

PROCEDURE

1. As part of orientation to THA Group and on an ongoing basis, staff will be educated on equipment essential to carry out job responsibilities. As part of the orientation and at least annually, staff will be educated on the Medical Devices Act. 

2. The orientation/education is documented. Return demonstration will be required if appropriate. 

3. THA Group will access equipment company vendors as educational resources are needed. 

4. As THA Group is made aware of equipment hazards, defects and/or recalls, staff will be notified (See Section A. EQUIPMENT AND SUPPLY RECALL PROCESS).  THA Group subscribes to FDA MedWatch email list, which provides subscribers with email notifications of equipment hazards, defects and/or recalls.
5. When it has been determined that a medical device has, or may have, caused or contributed to the serious injury of a patient, the organization will make a report to the manufacturer of the device, if known, and to the FDA when the manufacturer is not known. 

6. When it has been determined that a medical device has, or may have, caused the death of a patient, the agency will make a report to the manufacturer of the device and to the FDA. 

7.  Performance Excellence or designee will be responsible for determining when a reportable event has occurred and will complete all required FDA reports.  (See Section B. MEDICAL DEVICES REPORTING”)
A. EQUIPMENT AND SUPPLY RECALL PROCESS

Leadership Support receives FDA Alerts regarding products (medications, equipment). When the product in question may be relevant to our patients, an email is sent to “All THA Email Users” that includes the pertinent information from the FDA Alert, and staff interacting with patients/clients known to have the product informs them of the alert and any actions required.

When there is a recall of a product supplied to staff/patients/clients by THA Group:

1. Broadcast Email, identified as High Importance and requiring a Read Receipt, is sent to “All THA Email Users” with specific instructions.

2. Special notice is sent concurrently to all Directors of patient/client care, to include
a. Specific steps to remove items from circulation

b. Identification of replacement product and/or process.

3. Directors are to track the return of recalled products to Community offices, collecting them for either disposal or return to manufacturer (per instruction). 

4. THA Staff are to document on the Adverse Event form any patient/client who received treatment with the recalled product and experienced a negative consequence. 
B. MEDICAL DEVICES REPORTING 

Definitions: 

Medical Devices: Any item that is used for the diagnosis, treatment, or prevention of a disease, injury, or other condition and is not a drug or biologic. Medical devices may include equipment, implants, disposable, and radioactive contrast media. 

Serious Injury/Illness: an illness or injury that is either: 

· Life Threatening 

· Results in permanent impairment of a body function or damage to a body function 

· Necessitates immediate permanent impairment of a body function or permanent damage to a body function 

1. THA Group staff will complete a report using FDA Form 3500A when it is suspected or determined that a device has caused serious injury to a patient, or when a device has caused a patient death. 
2.  Performance Excellence will ensure isolation of the identified device(s) and any accessories or ancillary devices, such as disposables being used so that the device will not be used until the investigation has been completed and/or corrective action has been implemented to ensure the device is safe for use. 


3.  Performance Excellence or designee will investigate in conjunction with appropriate personnel that may include device user, manufacturer, or supplier. 

4. Result of investigation will be documented on the FDA Form 3500A. Data to report includes: 
a. Patient information

b. Type of adverse event/description of the event

c. Relevant laboratory/test data and patient history

d. Manufacturer and identification of the suspected device and certain other information about the device as asked on the form

e. Initial reporter of the event

f. THA Group name, address and contact

g. Where and when the report was sent in
5. Causes may include but are not limited to the following: 

a. Device failure 

b. User error 

c. Maintenance error 

d. Packaging error 

e. Tampering 

f. Support system failure 

g. Environmental factors 

h. Patient reaction 

6.  Performance Excellence or designee will report the following: 

a. Patient deaths within 10 working days to the manufacturer of a device and the FDA; 

b. Serious illness or injury within 10 working days to manufacturer who will report to the FDA 

7. In addition to individual device reports, Leadership Support prepares an annual report on FDA Form 3419A, in December of each year for - Performance Excellence to review and submit on January 1, of incidents to the FDA which will include the following data: 

a. Identification of the agency, complete name and address 
b. CMS provider number or FDA assigned reporting number 
c. Reporting year and report date 

d. Name, title, and address of the contact person 

e. Lowest and highest report numbers of the reports submitted to the FDA and/or manufacturer during the year 

f. Product name, serial number, and model number 

g. Name and address of device manufacturer 

h. Brief description of event 

8. Reports may be completed online at http://www.fda.gov or may be submitted to: 

Food and Drug Administration 

Center for Devices and Radiological Health 

Medical Device Reporting 

User Facility Report 

P.O. Box 3002 

Rockville, MD 20847-3002 

9. THA Group will maintain a copy of the report for a minimum of five (5) years after discharge of the patient and for any additional time as deemed necessary in the event of an audit, litigation or other dispute until after settlement. Refer to agency policy on Retention of Records. 

10. If a THA Group employee believes that there is a public health emergency, he/she should contact their supervisor and complete report for: 

FDA Emergency Operations Branch 

Office of Regional Operations 

HFC-162 

Phone: 301-443-1240, Fax: 240-276-3454. 

The FDA Forms 3419 and 3500 can be found in the Approved Forms folder on the G: Drive: G:\Approved Forms \FDA Medical Device Forms
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