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 Policy:     All occurrences and improvement initiatives will be reported via the Occurrence Reporting System according to clinical center policies and procedures.
Procedure:

I. Occurrence Reporting System (ORS) 
This comprehensive reporting mechanism is designed to assist with quality assurance in the Clinical Center by providing a standardized interface, follow up and tracking system for any occurrence, incident, adverse event which may or may not cause serious injuries, illnesses including situations that require medical intervention (e.g., drugs, surgery, or diagnostic procedures). Safety event or potential hazards must also be reported via this system.  All equipment / medical device malfunctions, with and without injury must be reported using this system.
An MIS # and password is needed to access the system. An MIS code can be requested from Mary Sparks, Nurse Consultant for the Deputy Director for Clinical Care, (Bldg 10 2C146B / 301-594-1384) or Jim Osth.  Visit the ORS website for further information at:  http://www2.cc.nih.gov/ors/.  
In regards to all clinical protocols, the principle investigator is responsible for reporting any occurrences.  In the absence of the PI, the experimenter will be responsible for notifying the PI of any safety related issue involving subjects, equipment, injury or the potential for injury.  
a. Any adverse event (incident) that occurs in the MEG Core Facility that causes serious injuries or illnesses or situations that require medical intervention must be reported by the Principal Investigator (PI) via the Occurrence Reporting System (ORS) within 2 -3 days of the occurrence.
b. Any safety event or potential hazard must be reported via the ORS –   The Safety Program is designed to address potential environmental and occupational risks in the Clinical Center.  It is intended to assure compliance with applicable codes and regulations for occupational and patient safety, environmental protection, and accreditation requirements.  The Safety program includes: safety, life (fire) safety, medical equipment, security, utilities, emergency preparedness, hazardous materials and waste.  Any safety related incident must be reported within two (2) working days of the incident by the PI. 
c. All equipment / medical device malfunctions, with and without injury must be reported via the ORS.  Additionally the FDA must be notified.

d. Any recommendation for quality assurance or quality improvement may be made via this mechanism.

e. A Variance Report must also be submitted to the MEG Core Facility.  *If MEG Core Equipment is involved, MEG Core Facility staff must also submit a report to the Safety Committee.  
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II. Medical Device Reporting 
Under the Safe Medical Devices Act of 1990 (SMDA) and the Medical Devices Amendments of 1992 (Public Law 102-300; the Amendments of 1992) all equipment / medical device malfunctions, with and without injury, must be reported to the manufacturer and/or the Food & Drug Administration (FDA) within 10 working days of the occurrence.
It will be the responsibility of the device user/owner (MEG Core Facility / Principal Investigator) to submit a report for any MEG Equipment / User Equipment which malfunctions: 
a. WITHOUT injury if information reasonably suggests that a device has or may have the potential to cause or contribute to a patient’s serious injury.  This information must be reported to the manufacturer.  If the manufacturer is not known, the report should be sent to the FDA using FDA Form 3500A or an electronic equivalent.

b. WITH injury if information reasonably suggests that a device has or may have caused or contributed to a patient’s death.  This information must be reported to the FDA using FDA Form 3500A or an electronic equivalent and the equipment manufacturer.

c. In addition, the device user/owner must submit to the FDA, on an annual basis, a summary of all reports submitted during that time period.

           FDA Medical Device Reporting Requirements
	Reporter
	What To Report 
	Form #
	To Whom
	When 

	User 
Facility
	Serious injury
	Form FDA 3500A
	Manufacturer. FDA only 
if manufacturer unknown
	Within 10 work days

	User 
Facility
	Death
	Form FDA 3500A
	FDA & Manufacturer
	Within 10 work days

	User 
Facility
	Annual reports of death & serious injury
	Form FDA 3419
	FDA
	January 1

	*All FDA Adverse Event Reports (Forms 3500A and 3419) which have been submitted to the manufacturer or FDA will be kept and maintained in a file as mandated by the FDA.


Reference:

1. Occurrence / Adverse Event Reporting – http://www2.cc.nih.gov/ors/. 
2. Safety Committee - http://www.cc.nih.gov/ccc/safety/index.html. 

3. FDA website – http://www.fda.gov/cdrh/md/mdrforms.html.

