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CENTRAL STATE HOSPITAL 
PROCEDURE 

 
 
SUBJECT:  SAFE MEDICAL DEVICES AND LABORATORY PRODUCT REPORTING    
 
ANNUAL REVIEW MONTH: September        
 
RESPONSIBLE FOR REVIEW: Chief Medical Officer     
 
LAST REVISION DATE: September 2009       
 
 
 
 
The purpose of this procedure is to establish guidelines to 
assure that medical devices and product problems are promptly 
reported to the appropriate authorities in compliance with the 
Safe Medical Devices Act 1990 (SMDA). 
 
Participants: Employee 

Supervisor 
Service Area Clinical Director 
Chief Medical Officer 
Investigative Committee 

 
 
Employee 
Promptly report malfunctions, defects or failure of medical 
devices or products to his/her immediate supervisor.  Immediately 
remove the medical device(s) or product out of service.  
 
Supervisor 
1. Complete and route a Critical Incident Report (CIR), located 

on the CSH  website. 
 
2. Promptly report malfunction, defects or failure of medical 

devices or products to the service area clinical director 
and forward form FDA 3500A to the service area clinical 
director. 

 
3. When appropriate, secure medical device or product to: 
 

a) preserve device or product's condition for further 
study/ evaluation/investigation, and 

b) protect clients, employees and others from potential 
injury/harm. 

C) Ensure the equipment is removed from service for future 
use and identify the item as being out of service. 
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Service Area Clinical Director 
Review form FDA 3500A Medical Watch form, and forward to Chief 
Medical Officer with copies to the environment of care team and 
the medical products committee for review. 
 
Chief Medical Officer 
In the event the device(s) or product(s) has resulted in serious 
injury or death of a client: 
 
1. Submit device/product related deaths directly to the Federal 

Drug Administration (FDA) and the manufacturer on a FDA form 
3500A AMEDWATCH@ within ten (10) working days of becoming 
aware of the information. 

 
2. Present the matter to the investigative committee for 

review. 
 
3. Report serious injuries to the manufacturer within ten (10) 

working days of becoming aware of the information.  Report 
the information to the Federal Drug Administration if the 
manufacturer is unknown. 

 
4.  Semi-annually, submit summary FDA form 3419 to the FDA and 

the manufacture(s) relating to all adverse events of medical 
device/products. This report should include device 
manufacture(s), and a brief description of event(s). 

 
Investigative Committee 
Review of relevant information, to include interviewing of 
employees involved in the incident and forward information to the 
chief medical officer. 
 
 
Approved:  
 
This procedure has been approved by the CEO and CMO on 12/09. 


