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OBSERVATION 5 
 
Procedures for training and identifying training needs have not been adequately established.  
 
Specifically, procedures  Employees and Standard Training and  Provisions on Education and 
Training which govern training do not include the training needs for personnel who engage in the manufacturing of medical 
devices including duodenoscopes.  Training forms "Educational Record according to Individual", “Skill Record Table 
according to Individual", "Plan for Versatile Worker" and "Plan of new employee education" do not document the training 
needs, but only document the procedure and/or the process for the employee to be trained to, and the number of days it 
should take the employee to reach a particular final proficiency.  The procedures do not specify skills the employee must be 
proficient in, or how to evaluate the employee to determine proficiency in those skills needed to properly perform the 
necessary actions to manufacture medical devices including duodenoscopes. 
 
 
 
OBSERVATION 6 
 
Calibration procedures do not include provisions for remedial action.  
 
Specifically, your calibration procedures  Provisions on measuring equipment control for medical devices 
and  Measuring Equipment Control Standard do not specify provisions for remedial actions if equipment is found out 
of calibration including the opening of an investigation and the evaluation of components/finished devices which may have 
been affected. 
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Observation Annotations 
 

Observation 1: Promised to correct. Observation 2: Promised to correct. 
Observation 3: Promised to correct. Observation 4: Promised to correct. 
Observation 5: Promised to correct. Observation 6: Promised to correct. 
 
 
 




