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1. The article states that the FDA’s Quality 
System Regulation (QSR) is being aligned 
with ISO 13485:2016. 

a. True 
b. False 

 
2. Under the updated regulations, all dental 

laboratories, regardless of size, must 
maintain a documented quality 
management system. 

a. True 
b. False 

 
3. The new rule eliminates the requirement 

for complaint handling procedures in 
dental laboratories. 

a. True 
b. False 

 
4. ISO 13485 focuses on risk management 

and traceability throughout the 
manufacturing process. 

a. True 
b. False 

 
5. The article explains that laboratories 

producing only custom-made devise are 
exempt from recordkeeping 
requirements. 

a. True 
b. False 

 
6. Training records for all personnel 

involved in manufacturing must be 
maintained as part of compliance. 

a. True 
b. False 

 
 
 
 
 
 

 
 
 

7. The updated requirements emphasize 
supplier evaluation and control as part of 
the quality management process. 

a. True 
b. False 

 
8. According to the article, management 

review meetings should be conducted at 
least once every five years. 

a. True 
b. False 

 
9. Corrective and preventive action (CAPA) 

processes are a key element in both QSR 
and ISO 1485 compliance. 

a. True 
b. False 

 
10. The article states that documentation 

and record control are critical 
components for passing FDA inspections. 

a. True 
b. False 
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